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Synopsis
Background: Parents, as relators, brought qui tam suit
against healthcare provider under the False Claims Act
(FCA) after their daughter died of a seizure when she
was being treated at a mental health clinic by various
unlicensed and unsupervised staff in violation of state
Medicaid regulations. The United States District Court
for the District of Massachusetts, Douglas P. Woodlock,
J., 2014 WL 1271757, dismissed, and parents appealed.
The United States Court of Appeals for the First Circuit,
Stahl, Circuit Judge, 780 F.3d 504, affirmed in part,
reversed in part, and remanded. Certiorari was granted.

Holdings: The Supreme Court, Justice Thomas, held that:

[1] the implied false certification theory can be a basis for
liability under the FCA in some circumstances, abrogating
U.S. v. Sanford–Brown, Ltd., 788 F.3d 696, and

[2] the FCA does not limit liability only to instances
where the defendant fails to disclose the violation of a
contractual, statutory, or regulatory provision that the
government expressly designated a condition of payment,
abrogating Mikes v. Straus, 274 F.3d 687.

Vacated and remanded.

West Headnotes (26)

[1] United States
False certification

The “implied false certification theory,”
providing that when a defendant submits
a claim it impliedly certifies compliance
with all conditions of payment, can be a
basis for liability under the False Claims
Act (FCA), at least where two conditions
are satisfied: (1) the claim does not
merely request payment, but also makes
specific representations about the goods or
services provided; and (2) the defendant's
failure to disclose noncompliance with
material statutory, regulatory, or contractual
requirements makes those representations
misleading half-truths; abrogating U.S. v.
Sanford–Brown, Ltd., 788 F.3d 696. 31
U.S.C.A. § 3729(a)(1)(A).

112 Cases that cite this headnote

[2] United States
False claim

By punishing defendants who submit “false
or fraudulent claims,” the False Claims
Act (FCA) encompasses claims that make
fraudulent misrepresentations, which include
certain misleading omissions. 31 U.S.C.A. §
3729(a)(1)(A).

46 Cases that cite this headnote

[3] United States
False certification

When a defendant makes representations in
submitting a claim but omits its violations
of statutory, regulatory, or contractual
requirements, those omissions can, pursuant
to the implied false certification theory, be
a basis for liability under the False Claims
Act (FCA) if they render the defendant's
representations misleading with respect to the
goods or services provided. 31 U.S.C.A. §
3729(a)(1)(A).
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88 Cases that cite this headnote

[4] Statutes
Statutory terms with common law

meanings

Absent other indication, Congress intends to
incorporate the well-settled meaning of the
common-law terms it uses.

9 Cases that cite this headnote

[5] United States
Statutory provisions

Although the False Claims Act (FCA)
abrogated the common law in certain respects,
including that the Act's scienter requirement
required no proof of specific intent to defraud,
the court would presume, when interpreting
common-law terms used in the Act, that
Congress retained all other elements of
common-law fraud that were consistent with
the statutory text, because there were no
textual indicia to the contrary. 31 U.S.C.A. §
3729 et seq.

3 Cases that cite this headnote

[6] United States
False claim

Because common-law fraud has long
encompassed certain misrepresentations by
omission, “false or fraudulent claims” within
the meaning of the False Claims Act (FCA)
include more than just claims containing
express falsehoods. 31 U.S.C.A. § 3729(a)(1)
(A).

11 Cases that cite this headnote

[7] United States
False claim

“Half-truths,” that is, representations that
state the truth only so far as it goes, while
omitting critical qualifying information, can
be actionable misrepresentations under the
False Claims Act (FCA). 31 U.S.C.A. §
3729(a)(1)(A).

18 Cases that cite this headnote

[8] Fraud
Duty to disclose facts

In tort law, if the defendant does speak, he
must disclose enough to prevent his words
from being misleading.

Cases that cite this headnote

[9] Fraud
Fraudulent Concealment

A statement that contains only favorable
matters and omits all reference to unfavorable
matters is as much a false representation as if
all the facts stated were untrue. Restatement
(Second) of Torts § 529.

3 Cases that cite this headnote

[10] United States
False certification

United States
Materiality

The False Claims Act (FCA) does not limit
liability only to instances where the defendant
fails to disclose the violation of a contractual,
statutory, or regulatory provision that the
government expressly designated a condition
of payment; abrogating Mikes v. Straus, 274
F.3d 687. 31 U.S.C.A. § 3729(a)(1)(A).

3 Cases that cite this headnote

[11] United States
False certification

United States
Materiality

Not every undisclosed violation of an express
condition of payment automatically triggers
liability under the False Claims Act (FCA). 31
U.S.C.A. § 3729(a)(1)(A).

Cases that cite this headnote

[12] United States
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Materiality

Whether a provision allegedly violated by the
defendant is labeled a condition of payment
is relevant to but not dispositive of the
materiality inquiry into whether defendant
has made an actionable false or fraudulent
claim under the False Claims Act (FCA). 31
U.S.C.A. § 3729(a)(1)(A), (b)(4).

41 Cases that cite this headnote

[13] Fraud
Fraudulent Concealment

A statement that misleadingly omits critical
facts is a fraudulent misrepresentation
irrespective of whether the other party has
expressly signaled the importance of the
qualifying information.

3 Cases that cite this headnote

[14] Statutes
Policy considerations;  public policy

Policy arguments cannot supersede the clear
statutory text.

3 Cases that cite this headnote

[15] United States
Materiality

A misrepresentation about compliance with
a statutory, regulatory, or contractual
requirement must be material to the
government's payment decision in order to be
actionable under the False Claims Act (FCA).
31 U.S.C.A. § 3729(a)(1)(A), (b)(4).

115 Cases that cite this headnote

[16] United States
Materiality

Materiality, for purposes of determining
whether a misrepresentation is actionable
under the False Claims Act (FCA), looks to
the effect on the likely or actual behavior of
the recipient of the alleged misrepresentation.
31 U.S.C.A. § 3729(a)(1)(A), (b)(4).

29 Cases that cite this headnote

[17] Fraud
Materiality of matter represented or

concealed

In tort law, a matter is “material” in only
two circumstances: (1) if a reasonable man
would attach importance to it in determining
his choice of action in the transaction; or
(2) if the defendant knew or had reason to
know that the recipient of the representation
attaches importance to the specific matter in
determining his choice of action, even though
a reasonable person would not. Restatement
(Second) of Torts § 538.

11 Cases that cite this headnote

[18] United States
Materiality

The False Claims Act's (FCA) materiality
standard for an actionable false or fraudulent
claim is demanding. 31 U.S.C.A. § 3729(a)(1)
(A), (b)(4).

34 Cases that cite this headnote

[19] United States
False Claims

The False Claims Act (FCA) is not an all-
purpose antifraud statute or a vehicle for
punishing garden-variety breaches of contract
or regulatory violations. 31 U.S.C.A. § 3729 et
seq.

22 Cases that cite this headnote

[20] United States
Materiality

A misrepresentation cannot be deemed
“material,” as required to give rise to
liability under the False Claims Act (FCA),
merely because the government designates
compliance with a particular statutory,
regulatory, or contractual requirement as a
condition of payment; nor is it sufficient for
a finding of materiality that the government
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would have the option to decline to pay if it
knew of the defendant's noncompliance. 31
U.S.C.A. § 3729(a)(1)(A), (b)(4).

60 Cases that cite this headnote

[21] United States
Materiality

The materiality required for a
misrepresentation to be actionable under
the False Claims Act (FCA) cannot
be found where noncompliance with
a particular statutory, regulatory, or
contractual requirement is minor or
insubstantial. 31 U.S.C.A. §§ 3729(a)(1)(A),
(b)(4).

21 Cases that cite this headnote

[22] United States
Materiality

Proof of the materiality of a misrepresentation
about compliance with a statutory,
regulatory, or contractual requirement, as
required for the misrepresentation to be
actionable under the False Claims Act (FCA),
can include, but is not necessarily limited
to, evidence that the defendant knows that
the government consistently refuses to pay
claims in the mine run of cases based on
noncompliance with the particular statutory,
regulatory, or contractual requirement. 31
U.S.C.A. § 3729(a)(1)(A), (b)(4).

72 Cases that cite this headnote

[23] United States
Materiality

It is strong evidence that particular statutory,
regulatory, or contractual requirements are
not material, and thus violations of the
requirements do not give rise to liability
under the False Claims Act (FCA), if
the government pays a particular claim
in full despite its actual knowledge that
certain requirements were violated, or if the
government regularly pays a particular type
of claim in full despite actual knowledge that

certain requirements were violated, and has
signaled no change in position. 31 U.S.C.A. §
3729(a)(1)(A), (b)(4).

79 Cases that cite this headnote

[24] Federal Civil Procedure
Fraud, mistake and condition of mind

United States
Materiality

False Claims Act (FCA) plaintiffs must plead
their claims with plausibility and particularity
by, for instance, pleading facts to support
allegations of materiality. 31 U.S.C.A. § 3729
et seq.; Fed.Rules Civ.Proc.Rules 8, 9(b), 28
U.S.C.A.

6 Cases that cite this headnote

[25] United States
Materiality

A statutory, regulatory, or contractual
violation is not “material,” and thus cannot
give rise to liability under the False Claims Act
(FCA), merely because the defendant knows
that the government would be entitled to
refuse payment were it aware of the violation.
31 U.S.C.A. § 3729(a)(1)(A), (b)(4).

17 Cases that cite this headnote

[26] United States
Materiality

United States
Double or treble damages

The False Claims Act (FCA) is not a means of
imposing treble damages and other penalties
for insignificant regulatory or contractual
violations. 31 U.S.C.A. § 3729 et seq.

4 Cases that cite this headnote
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http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702020160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702120160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702220160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702320160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/170A/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/170Ak636/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR8&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR9&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a83b000018c76
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR9&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a83b000018c76
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702420160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702520160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1259/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Browse/Home/KeyNumber/393k1289/View.html?docGuid=Id42537c9338311e6a807ad48145ed9f1&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=Id42537c9338311e6a807ad48145ed9f1&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/RelatedInformation/DocHeadnoteLink?docGuid=Id42537c9338311e6a807ad48145ed9f1&headnoteId=203917280702620160828215326&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=CitingReferences&contextData=(sc.FindAndPrintPortal)


Universal Health Services, Inc. v. U.S., 136 S.Ct. 1989 (2016)

195 L.Ed.2d 348, 84 USLW 4410, 41 IER Cases 709, Med & Med GD (CCH) P 305,647...

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 5

* The syllabus constitutes no part of the opinion of
the Court but has been prepared by the Reporter
of Decisions for the convenience of the reader. See
United States v. Detroit Timber & Lumber Co., 200
U.S. 321, 337, 26 S.Ct. 282, 50 L.Ed. 499.

Yarushka Rivera, a teenage beneficiary of Massachusetts'
Medicaid program, received counseling services for
several years at Arbour Counseling Services, a satellite
mental health facility owned and operated by a subsidiary
of petitioner Universal Health Services, Inc. She had an
adverse reaction to a medication that a purported doctor
at Arbour prescribed after diagnosing her with bipolar
disorder. Her condition worsened, and she eventually died
of a seizure. Respondents, her mother and stepfather,
later discovered that few Arbour employees were actually
licensed to provide mental health counseling or authorized
to prescribe medications or offer counseling services
without supervision.

Respondents filed a qui tam suit, alleging that Universal
Health had violated the False Claims Act (FCA). That Act
imposes significant penalties on anyone who “knowingly
presents ... a false or fraudulent claim for payment or
approval” to the Federal Government, 31 U.S.C. § 3729(a)
(1)(A). Respondents sought to hold Universal Health
liable under what is commonly referred to as an “implied
false certification theory of liability,” which treats a
payment request as a claimant's implied certification
of compliance with relevant statutes, regulations, or
contract requirements that are material conditions of
payment and treats a failure to disclose a violation
as a misrepresentation that renders the claim “false or
fraudulent.” Specifically, respondents alleged, Universal
Health (acting through Arbour) defrauded the Medicaid
program by submitting reimbursement claims that made
representations about the specific services provided
by specific types of professionals, but that failed to
disclose serious violations of Massachusetts Medicaid
regulations pertaining to staff qualifications and licensing
requirements for these services. Universal Health thus
allegedly defrauded the program because Universal
Health knowingly misrepresented its compliance with
mental health facility requirements that are so central
to the provision of mental health counseling that the
Medicaid program would have refused to pay these claims
had it known of these violations.

The District Court granted Universal Health's motion to
dismiss. It held that respondents had failed to state a claim
under the “implied false certification” theory of liability
because none of the regulations violated by Arbour was
a condition of payment. The First Circuit reversed in
relevant part, holding that every submission of a claim
implicitly represents compliance with relevant regulations,
and that any undisclosed violation of a precondition of
payment (whether or not expressly identified as such)
renders a claim “false or fraudulent.” The First Circuit
further held that the regulations themselves provided
conclusive evidence that compliance was a material
condition of payment because the regulations expressly
required facilities to adequately supervise staff as a
condition of payment.

Held :

1. The implied false certification theory can be a
basis for FCA liability when a defendant submitting a
claim makes specific representations about the goods or
services provided, but fails to disclose noncompliance
with material statutory, regulatory, or contractual
requirements that *1994  make those representations
misleading with respect to those goods or services. Pp.
1999 – 2001.

(a) The FCA does not define a “false” or “fraudulent”
claim, so the Court turns to the principle that “absent
other indication, ‘Congress intends to incorporate the
well-settled meaning of the common-law terms it uses,’
” Sekhar v. United States, 570 U.S. ––––, ––––, 133
S.Ct. 2720, 2724, 186 L.Ed.2d 794. Under the common-
law definition of “fraud,” the parties agree, certain
misrepresentations by omission can give rise to FCA
liability. Respondents and the Government contend that
every claim for payment implicitly represents that the
claimant is legally entitled to payment, and that failing to
disclose violations of material legal requirements renders
the claim misleading. Universal Health, on the other hand,
argues that submitting a claim involves no representations
and that the nondisclosure of legal violations is not
actionable absent a special duty of reasonable care to
disclose such matters. Today's decision holds that the
claims at issue may be actionable because they do more
than merely demand payment; they fall squarely within
the rule that representations that state the truth only so far
as it goes, while omitting critical qualifying information,
can be actionable misrepresentations. Pp. 1999 – 2000.
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(b) By submitting claims for payment using payment codes
corresponding to specific counseling services, Universal
Health represented that it had provided specific types
of treatment. And Arbour staff allegedly made further
representations by using National Provider Identification
numbers corresponding to specific job titles. By conveying
this information without disclosing Arbour's many
violations of basic staff and licensing requirements
for mental health facilities, Universal Health's claims
constituted misrepresentations. Pp. 2000 – 2001.

2. Contrary to Universal Health's contentions, FCA
liability for failing to disclose violations of legal
requirements does not turn upon whether those
requirements were expressly designated as conditions of
payment. Pp. 2000 – 2004.

(a) Section 3729(a)(1)(A), which imposes liability on
those presenting “false or fraudulent claim[s],” does
not limit claims to misrepresentations about express
conditions of payment. Nothing in the text supports such
a restriction. And under the Act's materiality requirement,
statutory, regulatory, and contractual requirements are
not automatically material, even if they are labeled
conditions of payment. Nor is the restriction supported
by the Act's scienter requirement. A defendant can have
“actual knowledge” that a condition is material even if
the Government does not expressly call it a condition
of payment. What matters is not the label that the
Government attaches to a requirement, but whether
the defendant knowingly violated a requirement that
the defendant knows is material to the Government's
payment decision. Universal Health's policy arguments
are unavailing, and are amply addressed through strict
enforcement of the FCA's stringent materiality and
scienter provisions. Pp. 2001 – 2003.

(b) A misrepresentation about compliance with a
statutory, regulatory, or contractual requirement must be
material to the Government's payment decision in order
to be actionable under the FCA. The FCA's materiality
requirement is demanding. An undisclosed fact is material
if, for instance, “[n]o one can say with reason that the
plaintiff would have signed this contract if informed of
the likelihood” of the undisclosed fact. Junius Constr. Co.
v. Cohen, 257 N.Y. 393, 400, 178 N.E. 672, 674. When
evaluating the FCA's materiality *1995  requirement, the
Government's decision to expressly identify a provision as

a condition of payment is relevant, but not automatically
dispositive. A misrepresentation cannot be deemed
material merely because the Government designates
compliance with a particular requirement as a condition
of payment. Nor is the Government's option to decline to
pay if it knew of the defendant's noncompliance sufficient
for a finding of materiality. Materiality also cannot be
found where noncompliance is minor or insubstantial.
Moreover, if the Government pays a particular claim in
full despite its actual knowledge that certain requirements
were violated, that is very strong evidence that those
requirements are not material. The FCA thus does not
support the Government's and First Circuit's expansive
view that any statutory, regulatory, or contractual
violation is material so long as the defendant knows that
the Government would be entitled to refuse payment were
it aware of the violation. Pp. 2002 – 2004.

780 F.3d 504, vacated and remanded.

THOMAS, J., delivered the opinion for a unanimous
Court.
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Opinion

Justice THOMAS delivered the opinion of the Court.
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The False Claims Act, 31 U.S.C. § 3729 et seq.,
imposes significant penalties on those who defraud the
Government. This case concerns a theory of False Claims
Act liability commonly referred to as “implied false
certification.” According to this theory, when a defendant
submits a claim, it impliedly certifies compliance with
all conditions of payment. But if that claim fails to
disclose the defendant's violation of a material statutory,
regulatory, or contractual requirement, so the theory goes,
the defendant has made a misrepresentation that renders
the claim “false or fraudulent” under § 3729(a)(1)(A). This
case requires us to consider this theory of liability and
to clarify some of the circumstances in which the False
Claims Act imposes liability.

We first hold that, at least in certain circumstances,
the implied false certification theory can be a basis
for liability. Specifically, liability can attach when the
defendant submits a claim for payment that makes specific
representations about the goods or services provided, but
knowingly fails to disclose the defendant's noncompliance
with a statutory, regulatory, or contractual requirement.
In these circumstances, liability may attach if the omission
renders those representations misleading.

*1996  We further hold that False Claims Act liability
for failing to disclose violations of legal requirements does
not turn upon whether those requirements were expressly
designated as conditions of payment. Defendants can
be liable for violating requirements even if they were
not expressly designated as conditions of payment.
Conversely, even when a requirement is expressly
designated a condition of payment, not every violation
of such a requirement gives rise to liability. What
matters is not the label the Government attaches to
a requirement, but whether the defendant knowingly
violated a requirement that the defendant knows is
material to the Government's payment decision.

A misrepresentation about compliance with a statutory,
regulatory, or contractual requirement must be material
to the Government's payment decision in order to be
actionable under the False Claims Act. We clarify below
how that rigorous materiality requirement should be
enforced.

Because the courts below interpreted § 3729(a)(1)(A)
differently, we vacate the judgment and remand so that

those courts may apply the approach set out in this
opinion.

I

A

Enacted in 1863, the False Claims Act “was originally
aimed principally at stopping the massive frauds
perpetrated by large contractors during the Civil War.”
United States v. Bornstein, 423 U.S. 303, 309, 96 S.Ct.
523, 46 L.Ed.2d 514 (1976). “[A] series of sensational
congressional investigations” prompted hearings where
witnesses “painted a sordid picture of how the United
States had been billed for nonexistent or worthless
goods, charged exorbitant prices for goods delivered, and
generally robbed in purchasing the necessities of war.”
United States v. McNinch, 356 U.S. 595, 599, 78 S.Ct. 950,
2 L.Ed.2d 1001 (1958). Congress responded by imposing
civil and criminal liability for 10 types of fraud on the
Government, subjecting violators to double damages,
forfeiture, and up to five years' imprisonment. Act of Mar.
2, 1863, ch. 67, 12 Stat. 696.

Since then, Congress has repeatedly amended the Act,
but its focus remains on those who present or directly
induce the submission of false or fraudulent claims. See
31 U.S.C. § 3729(a) (imposing civil liability on “any
person who ... knowingly presents, or causes to be
presented, a false or fraudulent claim for payment or
approval”). A “claim” now includes direct requests to
the Government for payment as well as reimbursement
requests made to the recipients of federal funds under
federal benefits programs. See § 3729(b)(2)(A). The Act's
scienter requirement defines “knowing” and “knowingly”
to mean that a person has “actual knowledge of the
information,” “acts in deliberate ignorance of the truth or
falsity of the information,” or “acts in reckless disregard
of the truth or falsity of the information.” § 3729(b)(1)(A).
And the Act defines “material” to mean “having a natural
tendency to influence, or be capable of influencing, the
payment or receipt of money or property.” § 3729(b)(4).

Congress also has increased the Act's civil penalties so
that liability is “essentially punitive in nature.” Vermont
Agency of Natural Resources v. United States ex rel.
Stevens, 529 U.S. 765, 784, 120 S.Ct. 1858, 146 L.Ed.2d
836 (2000). Defendants are subjected to treble damages
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plus civil penalties of up to $10,000 per false claim. §
3729(a); 28 CFR § 85.3(a)(9) (2015) (adjusting penalties
for inflation).

B

The alleged False Claims Act violations here arose
within the Medicaid program, a *1997  joint state-
federal program in which healthcare providers serve poor
or disabled patients and submit claims for government
reimbursement. See generally 42 U.S.C. § 1396 et seq.
The facts recited in the complaint, which we take
as true at this stage, are as follows. For five years,
Yarushka Rivera, a teenage beneficiary of Massachusetts'
Medicaid program, received counseling services at Arbour
Counseling Services, a satellite mental health facility
in Lawrence, Massachusetts, owned and operated by
a subsidiary of petitioner Universal Health Services.
Beginning in 2004, when Yarushka started having
behavioral problems, five medical professionals at Arbour
intermittently treated her. In May 2009, Yarushka had
an adverse reaction to a medication that a purported
doctor at Arbour prescribed after diagnosing her with
bipolar disorder. Her condition worsened; she suffered a
seizure that required hospitalization. In October 2009, she
suffered another seizure and died. She was 17 years old.

Thereafter, an Arbour counselor revealed to respondents
Carmen Correa and Julio Escobar—Yarushka's mother
and stepfather—that few Arbour employees were actually
licensed to provide mental health counseling and that
supervision of them was minimal. Respondents discovered
that, of the five professionals who had treated Yarushka,
only one was properly licensed. The practitioner who
diagnosed Yarushka as bipolar identified herself as a
psychologist with a Ph. D., but failed to mention that
her degree came from an unaccredited Internet college
and that Massachusetts had rejected her application to
be licensed as a psychologist. Likewise, the practitioner
who prescribed medicine to Yarushka, and who was held
out as a psychiatrist, was in fact a nurse who lacked
authority to prescribe medications absent supervision.
Rather than ensuring supervision of unlicensed staff,
the clinic's director helped to misrepresent the staff's
qualifications. And the problem went beyond those who
treated Yarushka. Some 23 Arbour employees lacked
licenses to provide mental health services, yet—despite

regulatory requirements to the contrary—they counseled
patients and prescribed drugs without supervision.

When submitting reimbursement claims, Arbour used
payment codes corresponding to different services that its
staff provided to Yarushka, such as “Individual Therapy”
and “family therapy.” 1 App. 19, 20. Staff members also
misrepresented their qualifications and licensing status to
the Federal Government to obtain individual National
Provider Identification numbers, which are submitted
in connection with Medicaid reimbursement claims and
correspond to specific job titles. For instance, one Arbour
staff member who treated Yarushka registered for a
number associated with “ ‘Social Worker, Clinical,’ ”
despite lacking the credentials and licensing required for
social workers engaged in mental health counseling. 1 id.,
at 32.

After researching Arbour's operations, respondents
filed complaints with various Massachusetts agencies.
Massachusetts investigated and ultimately issued a
report detailing Arbour's violation of over a dozen
Massachusetts Medicaid regulations governing the
qualifications and supervision required for staff at mental
health facilities. Arbour agreed to a remedial plan,
and two Arbour employees also entered into consent
agreements with Massachusetts.

In 2011, respondents filed a qui tam suit in federal
court, see 31 U.S.C. § 3730, alleging that Universal
Health had violated the False Claims Act under an
implied false certification theory of liability. The operative
complaint asserts that Universal Health (acting through
Arbour) submitted *1998  reimbursement claims that
made representations about the specific services provided
by specific types of professionals, but that failed to
disclose serious violations of regulations pertaining
to staff qualifications and licensing requirements for

these services. 1  Specifically, the Massachusetts Medicaid
program requires satellite facilities to have specific types
of clinicians on staff, delineates licensing requirements
for particular positions (like psychiatrists, social workers,
and nurses), and details supervision requirements for
other staff. See 130 Code Mass. Regs. §§ 429.422–424,
429.439 (2014). Universal Health allegedly flouted
these regulations because Arbour employed unqualified,
unlicensed, and unsupervised staff. The Massachusetts
Medicaid program, unaware of these deficiencies, paid
the claims. Universal Health thus allegedly defrauded the
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program, which would not have reimbursed the claims
had it known that it was billed for mental health services
that were performed by unlicensed and unsupervised staff.
The United States declined to intervene.

1 Although Universal Health submitted some of the
claims at issue before 2009, we assume—as the parties
have done—that the 2009 amendments to the False
Claims Act apply here. Universal Health does not
argue, and we thus do not consider, whether pre–2009
conduct should be treated differently.

The District Court granted Universal Health's motion to
dismiss the complaint. Circuit precedent had previously
embraced the implied false certification theory of liability.
See, e.g., United States ex rel. Hutcheson v. Blackstone
Medical, Inc., 647 F.3d 377, 385–387 (C.A.1 2011). But the
District Court held that respondents had failed to state a
claim under that theory because, with one exception not
relevant here, none of the regulations that Arbour violated
was a condition of payment. See 2014 WL 1271757, *1,
*6–*12 (D.Mass., Mar. 26, 2014).

The United States Court of Appeals for the First
Circuit reversed in relevant part and remanded. 780
F.3d 504, 517 (2015). The court observed that each
time a billing party submits a claim, it “implicitly
communicate[s] that it conformed to the relevant program
requirements, such that it was entitled to payment.” Id.,
at 514, n. 14. To determine whether a claim is “false or
fraudulent” based on such implicit communications, the
court explained, it “asks simply whether the defendant,
in submitting a claim for reimbursement, knowingly
misrepresented compliance with a material precondition
of payment.” Id., at 512. In the court's view, a statutory,
regulatory, or contractual requirement can be a condition
of payment either by expressly identifying itself as such
or by implication. Id., at 512–513. The court then
held that Universal Health had violated Massachusetts
Medicaid regulations that “clearly impose conditions
of payment.” Id., at 513. The court further held
that the regulations themselves “constitute[d] dispositive
evidence of materiality,” because they identified adequate
supervision as an “express and absolute” condition of
payment and “repeated[ly] reference[d]” supervision. Id.,
at 514 (internal quotation marks omitted).

We granted certiorari to resolve the disagreement among
the Courts of Appeals over the validity and scope of
the implied false certification theory of liability. 577

U.S. ––––, 136 S.Ct. 582, 193 L.Ed.2d 465 (2015). The
Seventh Circuit has rejected this theory, reasoning that
only express (or affirmative) falsehoods can render a
claim “false or fraudulent” under 31 U.S.C. § 3729(a)
(1)(A). *1999  United States v. Sanford–Brown, Ltd.,
788 F.3d 696, 711–712 (2015). Other courts have
accepted the theory, but limit its application to cases
where defendants fail to disclose violations of expressly
designated conditions of payment. E.g., Mikes v. Straus,
274 F.3d 687, 700 (C.A.2 2001). Yet others hold that
conditions of payment need not be expressly designated
as such to be a basis for False Claims Act liability. E.g.,
United States v. Science Applications Int'l Corp., 626 F.3d
1257, 1269 (C.A.D.C.2010) (SAIC ).

II

[1]  [2]  [3]  We first hold that the implied
false certification theory can, at least in some
circumstances, provide a basis for liability. By punishing
defendants who submit “false or fraudulent claims,”
the False Claims Act encompasses claims that make
fraudulent misrepresentations, which include certain
misleading omissions. When, as here, a defendant
makes representations in submitting a claim but omits
its violations of statutory, regulatory, or contractual
requirements, those omissions can be a basis for liability
if they render the defendant's representations misleading
with respect to the goods or services provided.

[4]  [5]  To reach this conclusion, “[w]e start, as always,
with the language of the statute.” Allison Engine Co.
v. United States ex rel. Sanders, 553 U.S. 662, 668,
128 S.Ct. 2123, 170 L.Ed.2d 1030 (2008) (brackets in
original; internal quotation marks omitted). The False
Claims Act imposes civil liability on “any person who ...
knowingly presents, or causes to be presented, a false
or fraudulent claim for payment or approval.” § 3729(a)
(1)(A). Congress did not define what makes a claim
“false” or “fraudulent.” But “[i]t is a settled principle
of interpretation that, absent other indication, Congress
intends to incorporate the well-settled meaning of the
common-law terms it uses.” Sekhar v. United States, 570
U.S. ––––, ––––, 133 S.Ct. 2720, 2724, 186 L.Ed.2d 794
(2013) (internal quotation marks omitted). And the term
“fraudulent” is a paradigmatic example of a statutory
term that incorporates the common-law meaning of fraud.
See Neder v. United States, 527 U.S. 1, 22, 119 S.Ct. 1827,
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144 L.Ed.2d 35 (1999) (the term “actionable ‘fraud’ ” is

one with “a well-settled meaning at common law”). 2

2 The False Claims Act abrogates the common law
in certain respects. For instance, the Act's scienter
requirement “require[s] no proof of specific intent to
defraud.” 31 U.S.C. § 3729(b)(1)(B). But we presume
that Congress retained all other elements of common-
law fraud that are consistent with the statutory text
because there are no textual indicia to the contrary.
See Neder, 527 U.S., at 24–25, 119 S.Ct. 1827.

[6]  Because common-law fraud has long encompassed
certain misrepresentations by omission, “false or
fraudulent claims” include more than just claims
containing express falsehoods. The parties and the
Government agree that misrepresentations by omission
can give rise to liability. Brief for Petitioner 30–31; Brief
for Respondents 22–31; Brief for United States as Amicus
Curiae 16–20.

The parties instead dispute whether submitting a claim
without disclosing violations of statutory, regulatory, or
contractual requirements constitutes such an actionable
misrepresentation. Respondents and the Government
invoke the common-law rule that, while nondisclosure
alone ordinarily is not actionable, “[a] representation
stating the truth so far as it goes but which the maker
knows or believes to be materially misleading because
of his failure to state additional or qualifying matter” is
actionable. Restatement (Second) of Torts § 529, p. 62
(1976). They contend that every submission of a claim for
payment *2000  implicitly represents that the claimant
is legally entitled to payment, and that failing to disclose
violations of material legal requirements renders the claim
misleading. Universal Health, on the other hand, argues
that submitting a claim involves no representations,
and that a different common-law rule thus governs:
nondisclosure of legal violations is not actionable absent
a special “ ‘duty ... to exercise reasonable care to disclose
the matter in question,’ ” which it says is lacking in
Government contracting. Brief for Petitioner 31 (quoting
Restatement (Second) of Torts § 551(1), at 119).

[7]  [8]  We need not resolve whether all claims
for payment implicitly represent that the billing
party is legally entitled to payment. The claims in
this case do more than merely demand payment.
They fall squarely within the rule that half-truths—
representations that state the truth only so far as it goes,

while omitting critical qualifying information—can be

actionable misrepresentations. 3  A classic example of an
actionable half-truth in contract law is the seller who
reveals that there may be two new roads near a property
he is selling, but fails to disclose that a third potential road
might bisect the property. See Junius Constr. Co. v. Cohen,
257 N.Y. 393, 400, 178 N.E. 672, 674 (1931) (Cardozo, J.).
“The enumeration of two streets, described as unopened
but projected, was a tacit representation that the land to be
conveyed was subject to no others, and certainly subject to
no others materially affecting the value of the purchase.”
Ibid. Likewise, an applicant for an adjunct position at a
local college makes an actionable misrepresentation when
his resume lists prior jobs and then retirement, but fails
to disclose that his “retirement” was a prison stint for
perpetrating a $12 million bank fraud. See 3 D. Dobbs,
P. Hayden, & H. Bublick, Law of Torts § 682, pp. 702–
703, and n. 14 (2d ed. 2011) (citing Sarvis v. Vermont State
Colleges, 172 Vt. 76, 78, 80–82, 772 A.2d 494, 496, 497–
499 (2001)).

3 This rule recurs throughout the common law. In tort
law, for example, “if the defendant does speak, he
must disclose enough to prevent his words from being
misleading.” W. Keeton, D. Dobbs, R. Keeton, & D.
Owen, Prosser and Keeton on Law of Torts § 106,
p. 738 (5th ed. 1984). Contract law also embraces
this principle. See, e.g., Restatement (Second) of
Contracts § 161, Comment a, p. 432 (1979). And we
have used this definition in other statutory contexts.
See, e.g., Matrixx Initiatives, Inc. v. Siracusano, 563
U.S. 27, 44, 131 S.Ct. 1309, 179 L.Ed.2d 398 (2011)
(securities law).

So too here, by submitting claims for payment
using payment codes that corresponded to specific
counseling services, Universal Health represented that
it had provided individual therapy, family therapy,
preventive medication counseling, and other types of
treatment. Moreover, Arbour staff members allegedly
made further representations in submitting Medicaid
reimbursement claims by using National Provider
Identification numbers corresponding to specific job
titles. And these representations were clearly misleading
in context. Anyone informed that a social worker
at a Massachusetts mental health clinic provided a
teenage patient with individual counseling services would
probably—but wrongly—conclude that the clinic had
complied with core Massachusetts Medicaid requirements
(1) that a counselor “treating children [is] required to have
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specialized training and experience in children's services,”
130 Code Mass. Regs. § 429.422, and also (2) that, at
a minimum, the social worker possesses the prescribed
qualifications for the job, § 429.424(C). By using payment
and other codes that conveyed this information without
disclosing Arbour's many violations of basic staff and
licensing requirements for mental *2001  health facilities,
Universal Health's claims constituted misrepresentations.

[9]  Accordingly, we hold that the implied certification
theory can be a basis for liability, at least where
two conditions are satisfied: first, the claim does
not merely request payment, but also makes specific
representations about the goods or services provided; and
second, the defendant's failure to disclose noncompliance
with material statutory, regulatory, or contractual
requirements makes those representations misleading

half-truths. 4

4 As an alternative argument, Universal Health
asserts that misleading partial disclosures constitute
fraudulent misrepresentations only when the
initial statement partially disclosed unfavorable
information. Not so. “[A] statement that contains
only favorable matters and omits all reference to
unfavorable matters is as much a false representation
as if all the facts stated were untrue.” Restatement
(Second) of Torts, § 529, Comment a, pp. 62–63
(1976).

III

[10]  [11]  [12]  The second question presented is
whether, as Universal Health urges, a defendant should
face False Claims Act liability only if it fails to disclose
the violation of a contractual, statutory, or regulatory
provision that the Government expressly designated a
condition of payment. We conclude that the Act does not
impose this limit on liability. But we also conclude that
not every undisclosed violation of an express condition
of payment automatically triggers liability. Whether a
provision is labeled a condition of payment is relevant to
but not dispositive of the materiality inquiry.

A

[13]  Nothing in the text of the False Claims Act supports
Universal Health's proposed restriction. Section 3729(a)

(1)(A) imposes liability on those who present “false or
fraudulent claims” but does not limit such claims to
misrepresentations about express conditions of payment.
See SAIC, 626 F.3d, at 1268 (rejecting any textual basis for
an express-designation rule). Nor does the common-law
meaning of fraud tether liability to violating an express
condition of payment. A statement that misleadingly
omits critical facts is a misrepresentation irrespective
of whether the other party has expressly signaled the
importance of the qualifying information. Supra, at 1999
– 2001.

The False Claims Act's materiality requirement also
does not support Universal Health. Under the Act, the
misrepresentation must be material to the other party's
course of action. But, as discussed below, see infra,
at 2003 – 2004, statutory, regulatory, and contractual
requirements are not automatically material, even if they
are labeled conditions of payment. Cf. Matrixx Initiatives,
Inc. v. Siracusano, 563 U.S. 27, 39, 131 S.Ct. 1309, 179
L.Ed.2d 398 (2011) (materiality cannot rest on “a single
fact or occurrence as always determinative” (internal
quotation marks omitted)).

Nor does the Act's scienter requirement, § 3729(b)(1)
(A), support Universal Health's position. A defendant
can have “actual knowledge” that a condition is material
without the Government expressly calling it a condition
of payment. If the Government failed to specify that guns
it orders must actually shoot, but the defendant knows
that the Government routinely rescinds contracts if the
guns do not shoot, the defendant has “actual knowledge.”
Likewise, because a reasonable person would realize the
imperative of a functioning firearm, a defendant's failure
to appreciate the materiality of that condition *2002
would amount to “deliberate ignorance” or “reckless
disregard” of the “truth or falsity of the information” even
if the Government did not spell this out.

[14]  Universal Health nonetheless contends that False
Claims Act liability should be limited to undisclosed
violations of expressly designated conditions of payment
to provide defendants with fair notice and to cabin
liability. But policy arguments cannot supersede the clear
statutory text. Kloeckner v. Solis, 568 U.S. ––––, ––––
– ––––, n. 4, 133 S.Ct. 596, 607, n. 4, 184 L.Ed.2d
433 (2012). In any event, Universal Health's approach
risks undercutting these policy goals. The Government
might respond by designating every legal requirement
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an express condition of payment. But billing parties
are often subject to thousands of complex statutory
and regulatory provisions. Facing False Claims Act
liability for violating any of them would hardly help
would-be defendants anticipate and prioritize compliance
obligations. And forcing the Government to expressly
designate a provision as a condition of payment would
create further arbitrariness. Under Universal Health's
view, misrepresenting compliance with a requirement that
the Government expressly identified as a condition of
payment could expose a defendant to liability. Yet, under
this theory, misrepresenting compliance with a condition
of eligibility to even participate in a federal program when
submitting a claim would not.

Moreover, other parts of the False Claims Act allay
Universal Health's concerns. “[I]nstead of adopting a
circumscribed view of what it means for a claim to
be false or fraudulent,” concerns about fair notice and
open-ended liability “can be effectively addressed through
strict enforcement of the Act's materiality and scienter
requirements.” SAIC, supra, at 1270. Those requirements
are rigorous.

B

[15]  As noted, a misrepresentation about compliance
with a statutory, regulatory, or contractual requirement
must be material to the Government's payment decision
in order to be actionable under the False Claims Act. We
now clarify how that materiality requirement should be
enforced.

Section 3729(b)(4) defines materiality using language that
we have employed to define materiality in other federal
fraud statutes: “[T]he term ‘material’ means having a
natural tendency to influence, or be capable of influencing,
the payment or receipt of money or property.” See Neder,
527 U.S., at 16, 119 S.Ct. 1827 (using this definition
to interpret the mail, bank, and wire fraud statutes);
Kungys v. United States, 485 U.S. 759, 770, 108 S.Ct. 1537,
99 L.Ed.2d 839 (1988) (same for fraudulent statements
to immigration officials). This materiality requirement
descends from “common-law antecedents.” Id., at 769,
108 S.Ct. 1537. Indeed, “the common law could not have
conceived of ‘fraud’ without proof of materiality.” Neder,
supra, at 22, 119 S.Ct. 1827; see also Brief for United States
as Amicus Curiae 30 (describing common-law principles

and arguing that materiality under the False Claims Act
should involve a “similar approach”).

[16]  [17]  We need not decide whether § 3729(a)(1)
(A)'s materiality requirement is governed by § 3729(b)
(4) or derived directly from the common law. Under any
understanding of the concept, materiality “look[s] to the
effect on the likely or actual behavior of the recipient of
the alleged misrepresentation.” 26 R. Lord, Williston on
Contracts § 69:12, p. 549 (4th ed. 2003) (Williston). In
tort law, for instance, a “matter is material” in only two
circumstances: (1) “[if] a reasonable man would *2003
attach importance to [it] in determining his choice of
action in the transaction”; or (2) if the defendant knew or
had reason to know that the recipient of the representation
attaches importance to the specific matter “in determining
his choice of action,” even though a reasonable person
would not. Restatement (Second) of Torts § 538, at
80. Materiality in contract law is substantially similar.
See Restatement (Second) of Contracts § 162(2), and
Comment c, pp. 439, 441 (1979) (“[A] misrepresentation
is material” only if it would “likely ... induce a reasonable
person to manifest his assent,” or the defendant “knows
that for some special reason [the representation] is likely
to induce the particular recipient to manifest his assent”

to the transaction). 5

5 Accord, Williston § 69:12, pp. 549–550 (“most
popular” understanding is “that a misrepresentation
is material if it concerns a matter to which a
reasonable person would attach importance in
determining his or her choice of action with respect
to the transaction involved: which will induce
action by a complaining party[,] knowledge of
which would have induced the recipient to act
differently” (footnote omitted)); id., at 550 (noting
rule that “a misrepresentation is material if, had it not
been made, the party complaining of fraud would not
have taken the action alleged to have been induced by
the misrepresentation”); Junius Constr. Co. v. Cohen,
257 N.Y. 393, 400, 178 N.E. 672, 674 (1931) (a
misrepresentation is material if it “went to the very
essence of the bargain”); cf. Neder v. United States,
527 U.S. 1, 16, 22, n. 5, 119 S.Ct. 1827, 144 L.Ed.2d
35 (1999) (relying on “ ‘natural tendency to influence’
” standard and citing Restatement (Second) of Torts
§ 538 definition of materiality).

[18]  [19]  [20]  [21]  The materiality standard is
demanding. The False Claims Act is not “an all-
purpose antifraud statute,” Allison Engine, 553 U.S.,
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at 672, 128 S.Ct. 2123 or a vehicle for punishing
garden-variety breaches of contract or regulatory
violations. A misrepresentation cannot be deemed
material merely because the Government designates
compliance with a particular statutory, regulatory, or
contractual requirement as a condition of payment. Nor
is it sufficient for a finding of materiality that the
Government would have the option to decline to pay if
it knew of the defendant's noncompliance. Materiality,
in addition, cannot be found where noncompliance is
minor or insubstantial. See United States ex rel. Marcus
v. Hess, 317 U.S. 537, 543, 63 S.Ct. 379, 87 L.Ed. 443
(1943) (contractors' misrepresentation that they satisfied
a non-collusive bidding requirement for federal program
contracts violated the False Claims Act because “[t]he
government's money would never have been placed in
the joint fund for payment to respondents had its agents
known the bids were collusive”); see also Junius Constr.,
257 N.Y., at 400, 178 N.E., at 674 (an undisclosed fact was
material because “[n]o one can say with reason that the
plaintiff would have signed this contract if informed of the
likelihood” of the undisclosed fact).

[22]  [23]  [24]  In sum, when evaluating materiality
under the False Claims Act, the Government's decision
to expressly identify a provision as a condition of
payment is relevant, but not automatically dispositive.
Likewise, proof of materiality can include, but is not
necessarily limited to, evidence that the defendant knows
that the Government consistently refuses to pay claims
in the mine run of cases based on noncompliance
with the particular statutory, regulatory, or contractual
requirement. Conversely, if the Government pays a
particular claim in full despite its actual knowledge that
certain requirements were violated, that is very strong
evidence that those requirements are not material. Or,
if the Government regularly pays a particular type of
claim in full despite actual *2004  knowledge that certain
requirements were violated, and has signaled no change in
position, that is strong evidence that the requirements are

not material. 6

6 We reject Universal Health's assertion that
materiality is too fact intensive for courts to dismiss
False Claims Act cases on a motion to dismiss or
at summary judgment. The standard for materiality
that we have outlined is a familiar and rigorous
one. And False Claims Act plaintiffs must also plead
their claims with plausibility and particularity under

Federal Rules of Civil Procedure 8 and 9(b) by,
for instance, pleading facts to support allegations of
materiality.

[25]  These rules lead us to disagree with the
Government's and First Circuit's view of materiality:
that any statutory, regulatory, or contractual violation
is material so long as the defendant knows that the
Government would be entitled to refuse payment were
it aware of the violation. See Brief for United States as
Amicus Curiae 30; Tr. of Oral Arg. 43 (Government's
“test” for materiality “is whether the person knew that
the government could lawfully withhold payment”); 780
F.3d, at 514; see also Tr. of Oral Arg. 26, 29 (statements
by respondents' counsel endorsing this view). At oral
argument, the United States explained the implications
of its position: If the Government contracts for health
services and adds a requirement that contractors buy
American-made staplers, anyone who submits a claim for
those services but fails to disclose its use of foreign staplers
violates the False Claims Act. To the Government,
liability would attach if the defendant's use of foreign
staplers would entitle the Government not to pay the
claim in whole or part—irrespective of whether the
Government routinely pays claims despite knowing that
foreign staplers were used. Id., at 39–45. Likewise,
if the Government required contractors to aver their
compliance with the entire U.S. Code and Code of Federal
Regulations, then under this view, failing to mention
noncompliance with any of those requirements would
always be material. The False Claims Act does not adopt
such an extraordinarily expansive view of liability.

* * *

[26]  Because both opinions below assessed respondents'
complaint based on interpretations of § 3729(a)(1)(A) that
differ from ours, we vacate the First Circuit's judgment
and remand the case for reconsideration of whether
respondents have sufficiently pleaded a False Claims Act
violation. See Omnicare, Inc. v. Laborers Dist. Council
Constr. Industry Pension Fund, 575 U.S. ––––, ––––,
135 S.Ct. 1318, 1332–1333, 191 L.Ed.2d 253 (2015). We
emphasize, however, that the False Claims Act is not a
means of imposing treble damages and other penalties
for insignificant regulatory or contractual violations.
This case centers on allegations of fraud, not medical
malpractice. Respondents have alleged that Universal
Health misrepresented its compliance with mental health
facility requirements that are so central to the provision
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of mental health counseling that the Medicaid program
would not have paid these claims had it known of
these violations. Respondents may well have adequately
pleaded a violation of § 3729(a)(1)(A). But we leave it to
the courts below to resolve this in the first instance.

The judgment of the Court of Appeals is vacated, and the
case is remanded for further proceedings consistent with
this opinion.

It is so ordered.
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UNITED STATES of America EX REL. Jeffrey
CAMPIE and Sherilyn Campie, Plaintiffs-Appellants,

v.
GILEAD SCIENCES, INC., Defendant-Appellee.

No. 15-16380
|

Argued and Submitted April 19,
2017 San Francisco, California

|
Filed July 7, 2017

Synopsis
Background: Relators, two drug company employees,
filed qui tam suit against their former employer alleging
it violated False Claims Act (FCA) by making false
statements about its compliance with Food and Drug
Administration (FDA) regulations regarding certain HIV
drugs, resulting in the receipt of billions of dollars from
the government, and then unlawfully retaliated against
one relator by terminating his employment for reporting
the violations. The United States District Court for the
Northern District of California, Edward M. Chen, J., 2015
WL 3659765, dismissed. Relators appealed.

Holdings: The Court of Appeals, Molloy, J., held that:

[1] complaint sufficiently alleged falsity of statements
made to government, as required for FCA claim for
factually false certification;

[2] complaint sufficiently alleged falsity of statements
made to government, as required for FCA claim for
implied false certification;

[3] complaint sufficiently alleged falsity of statements
made to government, as required for FCA claim for
promissory fraud;

[4] complaint sufficiently alleged company's scienter to
deceive;

[5] complaint sufficiently alleged materiality; and

[6] complaint stated claim for FCA retaliation.

Reversed and remanded.
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To avoid dismissal for failure to state a False
Claims Act (FCA) claim must not only be
plausible, but pled with particularity under
federal rule for pleading fraud. 31 U.S.C.A. §
3729 et seq.; Fed. R. Civ. P. 8(a), 9(b), 12(b)
(6).
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False Claims
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of fraud, without qualification, that might
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U.S.C.A. § 3729 et seq.
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Court's broad construction of the False
Claims Act (FCA) gives rise to a number of
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to claims for payment that are not explicitly

and/or independently false. 31 U.S.C.A. §
3729 et seq.
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A False Claims Act (FCA) false certification
claim based upon nonconforming goods is not
limited to situations where there is an express
specification in a payment contract between
a supplier and the government regarding the
disputed aspect of the product to be supplied;
instead, it is fraudulent conduct that gives
rise to liability, regardless of whether the
underlying relationship is based in contract,
regulation, or statute. 31 U.S.C.A. § 3729 et
seq.
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False certification

A False Claims Act (FCA) false certification
claim based upon nonconforming goods
must include an intentionally false statement
or fraudulent course of conduct that was
material to the government’s decision to pay.
31 U.S.C.A. § 3729 et seq.
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Claims under an implied false certification
theory are viable under the False Claims Act
(FCA); under this theory, when a defendant
submits a claim, it impliedly certifies
compliance with all conditions of payment,
but if the claim fails to disclose defendant’s
violation of a material statutory, regulatory,
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claim false or fraudulent under the Act. 31
U.S.C.A. § 3729(a)(1)(A).
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[12] United States
Elements

Under False Claims Act (FCA), promissory
fraud or fraud-in-the-inducement liability
will attach to each claim submitted to the
government under a contract, when the
contract or extension of the government
benefit was originally obtained through
false statements or fraudulent conduct. 31
U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[13] United States
Elements

The elements of a claim for promissory fraud
or fraudulent inducement under False Claims
Act (FCA) are very similar to those necessary
for an FCA implied false certification claim,
requiring a false claim wherein the falsity
is knowingly perpetrated and the underlying
fraud is material to the government’s decision
to pay. 31 U.S.C.A. § 3729 et seq.

9 Cases that cite this headnote

[14] United States
False claim

Relators' qui tam complaint against
pharmaceutical drug company sufficiently
alleged falsity of company's statements to
government, as required for False Claims Act
(FCA) claim for factually false certification,
based upon nonconforming goods; complaint
alleged company had made false statements
about its compliance with Food and
Drug Administration (FDA) regulations by
misbranding its HIV drugs to avoid disclosure
that active ingredients were not manufactured
at an approved facility, nor approved by
the FDA, and that as a result, ingredients
were contaminated and adulterated, despite
company's assertions to the contrary. 31
U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[15] United States
False certification

Relators' qui tam complaint against
pharmaceutical drug company sufficiently
alleged falsity of company's statements to
government, as required for False Claims Act
(FCA) claim for implied false certification
based upon nonconforming goods, by
alleging company made false statements
about its compliance with Food and Drug
Administration (FDA) regulations when it
acquired unapproved active ingredients from
a Chinese supplier, re-labeled it to conceal its
true nature, falsified test results that showed
it was contaminated, and then requested and
received payment for the unapproved and
contaminated drugs. 31 U.S.C.A. § 3729 et
seq.

Cases that cite this headnote

[16] United States
False certification

Relators' qui tam complaint against
pharmaceutical drug company sufficiently
alleged falsity of company's statements to
government, as required for False Claims Act
(FCA) claim for promissory fraud based upon
nonconforming goods by alleging company
committed either factually false or impliedly
false certification of its HIV drugs through
its misrepresentations to the Food and Drug
Administration (FDA) and mislabeling of
its products, so that each of its claims for
payment under government contract was
fraudulent even if false representations were
not made therein. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[17] United States
Intent

Relators' qui tam complaint against
pharmaceutical drug company sufficiently
alleged scienter to deceive, as required to
state claims for violation of False Claims
Act (FCA) under theories of factually and
implied false certification and promissory
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fraud, based upon nonconforming goods;
allegations included that company took
internal actions perpetuating its fraud by
altering test results, batch numbers, and
inventory control numbers for its HIV
drugs, represented to government that non-
approved active ingredients came from Food
and Drug Administration (FDA) approved
facilities, established practices to deceive the
government as to purity of its drugs, and
repeatedly took actions to hide its fraud so
that it would continue to receive government
payment. 31 U.S.C.A. § 3729(b)(1).

1 Cases that cite this headnote

[18] United States
Materiality

A misrepresentation cannot be deemed
“material,” as required to state claim for
violation of False Claims Act (FCA),
merely because the government designates
compliance with a particular statutory,
regulatory, or contractual requirement of
payment, nor is it sufficient for a finding of
materiality that the government would have
the option to decline to pay if it knew of
defendant’s noncompliance. 31 U.S.C.A. §
3729(b)(4).

4 Cases that cite this headnote

[19] United States
Materiality

“Materiality,” as required element of claim for
violation of False Claims Act (FCA) cannot
be found where noncompliance is minor or
insubstantial. 31 U.S.C.A. § 3729(b)(4).

Cases that cite this headnote

[20] United States
Materiality

Proof of materiality, as required element of
claim for violation of False Claims Act (FCA),
can include whether the government pays
a particular claim in full despite its actual

knowledge that certain requirements were
violated. 31 U.S.C.A. § 3729(b)(4).

2 Cases that cite this headnote

[21] United States
Materiality

Relators' qui tam complaint against
pharmaceutical drug company sufficiently
alleged materiality, as required to state claims
for violation of False Claims Act (FCA)
under theories of factually and implied
false certification and promissory fraud,
based upon government's reimbursement for
company's HIV drugs that did not conform
to Food and Drug Administration (FDA)
standards; complaint alleged that there was
more than the mere possibility that the
government would refuse payment for drugs
that were adulterated and misbranded with
active ingredients if it were aware of these
FDA violations. 31 U.S.C.A. § 3729(b)(4).

2 Cases that cite this headnote

[22] Labor and Employment
Reporting or Opposing Wrongdoing; 

 Criticism and "Whistleblowing"

To state a claim for retaliation, in violation
of False Claims Act (FCA), plaintiff must
demonstrate that: (1) he engaged in activity
protected under the statute; (2) his employer
knew plaintiff engaged in a protected activity;
and (3) employer discriminated against
plaintiff because he engaged in protected
activity. 31 U.S.C.A. § 3730(h).

1 Cases that cite this headnote

[23] Labor and Employment
Protected activities

An employee engages in a “protected activity”
for purposes of False Claims Act (FCA)
retaliation claim by investigating matters
which are calculated or reasonably could lead
to a viable FCA action. 31 U.S.C.A. § 3730(h).

1 Cases that cite this headnote
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[24] Labor and Employment
Particular cases in general

Relator stated claim for retaliation, in
violation of False Claims Act (FCA) against
his former employer, a pharmaceutical drug
company, by alleging that as a senior
director of global quality assurance at the
company he had an objectively reasonable,
good faith belief that company was possibly
committing fraud against the government by
obtaining reimbursement for its mislabeled
and adulterated HIV drugs, that he made clear
to the company that he expected it to stop its
deceptive practices and threatened to inform
the Food and Drug Administration (FDA) if
it continued its fraudulent conduct, and that
as a result, his employment was terminated
soon thereafter. 31 U.S.C.A. § 3730(h).

1 Cases that cite this headnote

[25] Labor and Employment
Pleading

Allegations of causation are sufficient at the
pleading stage of a retaliation claim under
False Claims Act (FCA) if plaintiff simply
indicates he believes defendant terminated
him because of his investigation into the
practices specified in the complaint. 31
U.S.C.A. § 3730(h).

Cases that cite this headnote

[26] Federal Courts
Issues or questions not passed on below

District court, in the first instance, rather than
Court of Appeals, on review, was best suited
to address whether qui tam relators' claims
under False Claims Act (FCA) met heightened
pleading standard of federal rule for pleading
fraud. 31 U.S.C.A. § 3729(a)(1)(A), (B); Fed.
R. Civ. P. 9(b).

1 Cases that cite this headnote

Attorneys and Law Firms

*894  Tejinder Singh (argued) and Thomas C. Goldstein,
Goldstein & Russell P.C., Bethesda, Maryland; Andrew
S. Friedman and Francis J. Balint, Jr., Bonnett Fairbourn
Friedman & Balint P.C., Phoenix, Arizona; Ingrid M.
Evans, Evans Law Firm Inc., San Francisco, California;
for Plaintiffs-Appellants.

Ethan M. Posner (argued) and Joshua N. DeBold,
Washington, D.C.; Gretchen Hoff Varner, Covington
& Burlington LLP, San Francisco, California; for
Defendant-Appellee.

Douglas N. Letter (argued), Benjamin Schultz, and
Michael S. Raab, Attorneys, Appellate Staff; Brian
Stretch, Acting United States Attorney; Benjamin
Mizer, Principal Deputy Assistant Attorney General;
Civil Division, United States Department of Justice,
Washington, D.C.; for Amicus Curiae United States.
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*895  Before: Stephen Reinhardt and A. Wallace

Tashima, Circuit Judges and Donald W. Molloy, *

District Judge.

OPINION

MOLLOY, District Judge:

This case involves allegations under the False Claims Act,
31 U.S.C. §§ 3729–33, that Defendant-Appellee Gilead
Sciences, Inc. (Gilead) made false statements about its
compliance with Food and Drug Administration (FDA)
regulations regarding certain HIV drugs, resulting in
the receipt of billions of dollars from the government.
Relators Jeff and Sherilyn Campie (relators), two former
Gilead employees, allege that these noncompliant drugs
were not eligible to receive payment or reimbursement
and, therefore, any claims presented to the government for
payment were false under the False Claims Act. Relators
further allege that Gilead violated the False Claims
Act when it fired relator Jeff Campie, who discovered
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and ultimately reported the violations. See 31 U.S.C. §
3730(h). The district court dismissed relators' claims under
Federal Rule of Civil Procedure 12(b)(6). It did so before
the Supreme Court decided Universal Health Servs., Inc.
v. United States (Escobar), ––– U.S. ––––, 136 S.Ct. 1989,
195 L.Ed.2d 348 (2016). We reverse.

I.

Gilead is a large drug producer, with a majority of
its prescription drug product sales occurring in the
United States. Relevant here, Gilead produces anti-HIV
drug therapies, including the drugs Atripla, Truvada,
and Emtriva. In 2008 and 2009 alone, the government
spent over $5 billion on these anti-retrovirals. Relators
claim that in its sale of these drugs to the government,
Gilead concealed violations of FDA regulations and
knowingly made false statements regarding its regulatory
compliance. The facts recited in the relators' complaints,
which are taken as true at this stage, Escobar, 136 S.Ct. at
1997, are as follows.

When a drug manufacturer wishes to get a drug approved
for manufacture and sale in the United States, it must
submit a “new drug application” (NDA) to the FDA, in
which it states the chemical composition of a drug and
specifies the facilities where it will be manufactured, as
well as methods and controls used in the manufacturing
process. 21 U.S.C. § 355(a), (b)(1); 21 C.F.R. § 314.50(d)
(1). Acceptable facilities must meet federal standards,
known as “good manufacturing practices.” See 21 C.F.R.
Parts 210, 211. The FDA may refuse an application
or withdraw a previously approved application if the
methods or facilities “are inadequate to preserve [the
drug’s] identity, strength, quality, and purity.” 21 U.S.C.
§ 355(d), (e). Once approved, the manufacturer must
obtain FDA approval to make major changes to the
manufacturing process “before the distribution of the
drug” by submitting an application called a Prior
Approval Supplement, or PAS. 21 U.S.C. § 356a(c)(2); 21
C.F.R. § 314.70(b)(3). Both an NDA and PAS require the
applicant to certify that all statements in the application
are true and agree to comply with all applicable laws and
regulations. See Form 356h.

In the mid-2000s, Gilead submitted NDAs and received
FDA approval for Emtriva, Truvada, and Atripla. These

drugs contain the active ingredient 1  emtricitabine *896

(commonly known as FTC). 2  In its NDA applications,
Gilead represented to the FDA that it would source
the FTC from specific registered facilities in Canada,
Germany, the United States, and South Korea. But,
relators allege that as early as 2006, Gilead contracted
with Synthetics China to manufacture unapproved FTC
at unregistered facilities. For a period of sixteen months
beginning in December 2007, Gilead brought illicit FTC
from a Synthetics China facility into the United States
to use in its commercial drugs, claiming that the FTC
had come from its approved South Korean manufacturer.
Gilead allegedly began using Synthetics China to save
money and trigger price reduction clauses in contracts
with other FTC suppliers.

Gilead ultimately sought approval from the FDA to use
Synthetics China’s FTC in October 2008, but according
to relators, Gilead had been including products from
Synthetics China in its finished drug products for at least
two years before this approval was obtained in 2010.
Relators also allege that Gilead falsified or concealed
data in support of its application to get Synthetics China
approved by the FDA. For example, Gilead claims in
its application that it had received three full-commercial-
scale batches of FTC from Synthetics China that passed
testing and were consistent with or equivalent to FTC
batches made from existing, approved manufacturers.
Relators contend that this representation was false as
two of three batches had failed internal testing. One
of the batches purportedly contained “residual solvent
levels in excess of established limits” and other impurities.
A second batch had “microbial contamination” and
showed the presence of arsenic, chromium and nickel
contaminants. Gilead did not report this to the FDA,
but rather secured two new batches from the unapproved
Chinese site and amended its PAS on April 24, 2009,
to include the substitute data. The FDA approved
the amended PAS in May 2009 and the Synthetics
China facility was registered in 2010. Gilead also began
using FTC from another, unapproved Synthetics China
facility, but ultimately stopped using Synthetics China
as a supplier in October 2011, following continued
contamination issues. Two recalls of contaminated
products occurred in 2014.

Gilead never acknowledged or notified the FDA
about the bad test results or the contamination
and adulteration problems. Despite being aware of
manufacturing problems with Synthetics China, Gilead
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allegedly released 77 lots of FTC produced by Synthetics
China to its contract manufacturers before the FDA
approval of the Synthetics China facility. Relators allege
that the drug products made with FTC affecting the
quality and purity of the drug and produced at a different,
uninspected manufacturing site are not FDA-approved.
And, according to relators, had the FDA been aware
of these issues, it would not have approved the use
of the Synthetics China manufacturing facility. Relators
make a similar argument for the use of unapproved
sites in Alberta, Canada to produce ambrisentan, the
active ingredient in Letairis, and contamination of
tenofovir disoproxil fumarate (a.k.a. Viread), another
active ingredient.

Relators insist that Gilead actively concealed its use of
illicit FTC products by Synthetics China in a number
of ways. *897  First, Gilead imported the FTC through
its Canadian facilities and used fraudulent labeling.
Second, the labels and paperwork for the FTC were
obscured or augmented to conceal where the FTC was
actually produced. Third, Gilead credited its approved
FTC manufacturers with the production of the Synthetics
China FTC. Relators allege Gilead’s false statements
and fraudulent conduct resulted in government payments
both directly, through programs such as the Department
of Defense, Department of Veterans Affairs, Federal
Bureau of Prisons, USAID, and the Public Health Service,
and through reimbursement programs, such as Medicare,
Medicaid, TRICARE, FEHBP, and the Ryan White
Program. Payment for drugs under these programs is
contingent upon FDA approval. See, e.g., 48 C.F.R. §
46.408 (direct payment); 42 U.S.C. § 1396r-8(k)(2)(A)
(i) (Medicaid); 42 U.S.C. § 1395w-102(e) (Medicare Part
D). Relators allege that because the drugs paid for by
the government contained FTC sourced at unregistered
facilities, they were not FDA approved and therefore not
eligible for payment under the government programs.

Relators further claim that these drugs were “adulterated”
or “misbranded” in violation of the law. Congress
expressly prohibits any person from introducing or
receiving any “adulterated” or “misbranded” drugs
in interstate commerce. 21 U.S.C. § 331(a), (c). A
drug is “adulterated” if “the methods used in, or the
facilities or controls used for, its manufacture, processing,
packing, or holding do not conform to or are not
operated or administered in conformity with current good
manufacturing practice,” or if “any substance has been

(1) mixed or packed therewith so as to reduce its quality
or strength or (2) substituted wholly or in part therefor.”
21 U.S.C. § 351(a)(2)(B), (d). A drug is “misbranded”
if, inter alia, “it is an imitation of another drug,” or “it
was manufactured, prepared, propagated, compounded,
or processed in an establishment not duly registered”
under the Food, Drug, and Cosmetic Act. 21 U.S.C. §
352(i)(2), (o). Violations of that restriction are crimes and
adulterated or misbranded drugs can be seized. 21 U.S.C.
§§ 333(a), 334.

Relators finally raise a retaliation claim regarding the
termination of Relator Jeff Campie. See 31 U.S.C. §
3730(h). Mr. Campie worked at Gilead as its Senior
Director of Global Quality Assurance from July 2006 to
July 2009. His “regular job duties focused on commercial
drug product quality assurance/control issues[, but] he
was (based on job requirements) expected to review
[active ingredient] submissions as well.” While employed
with Gilead, Campie had quality control oversight of
(1) all commercially released drug products by Gilead;
(2) Gilead’s policies, practices, and good manufacturing
practice compliance; and (3) the development of quality
systems. It appears that Campie raised concerns about
“the integrity of the data being generated to support
the release of Gilead drugs” as early as July 2007.
In 2008, Campie became worried about Gilead’s use
of FTC manufactured by Synthetics China, and in
January 2009, convened a meeting to caution Gilead
management that FTC could not be shipped from an
unapproved manufacturing site. Through the remainder
of his employment, “Mr. Campie continued to voice
strenuous objections to the false representations and
omissions being made to the Government concerning the
source and lack of purity of the [active ingredients] from
Synthetics China and that [sic] lack of a truthful, valid and
approved PAS.” “Although Mr. Campie was supposed to
be responsible for commercial quality input on regulatory
filings implicating quality or supply issues, Gilead began
to selectively *898  circumvent Mr. Campie’s review
and effectively removed or excluded him from Gilead’s
regulatory review process.” In a March 2009 meeting,
“Mr. Campie made clear that he expected Gilead to stop
its deceptive practices and threatened to inform the FDA
if Gilead continued its fraudulent conduct.” In April 2009,
Campie initiated a quarantine to prevent non-approved
Letairis from entering the supply chain. That quarantine
was lifted and Campie was chastised by management.
During this time, Campie continued to voice his concerns.
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On June 20, 2009, Campie was informed he would be
terminated effective July 2009. He was told that his
“heart wasn't in the job anymore.” Campie maintains,
however, that he was terminated because he “discovered,
investigated, and raised concerns over Gilead’s release and
distribution ... of tons of contaminated and adulterated
[active ingredients] that had been manufactured at
unregistered and uninspected” facilities and thus “were
not eligible for payment under the Government Payment
Programs, causing the submission of false claims paid
by the [federal] Government and the States.” Upon
termination, Campie was asked to sign a severance
agreement agreeing not to initiate any claims under the
False Claims Act. He refused.

The district court dismissed relators' first amended
complaint on January 7, 2015, under Federal Rule of
Civil Procedure 12(b)(6) for failure to state a claim, but
gave relators an opportunity to amend. On June 12,
2015, the district court dismissed relators' second amended
complaint with prejudice, holding that it also failed to

state a claim under the False Claims Act. 3  Relators timely
appealed. Although it declined to intervene in the case
below, the United States Department of Justice submitted
a brief as amicus curiae supporting reversal of the district
court.

II.

[1]  [2]  [3]  [4] We have jurisdiction pursuant to 28
U.S.C. § 1291. We review the dismissal of claims under the
False Claims Act de novo. United States ex rel. Hendow
v. Univ. of Phx., 461 F.3d 1166, 1170 (9th Cir. 2006). We
assume the facts as alleged are true and examine only
whether relators' allegations support a cause of action
under the False Claims Act under the theories presented.
Id. A Rule 12(b)(6) dismissal “can be based on a lack
of a cognizable legal theory or the absence of sufficient
facts alleged under a cognizable legal theory.” Balistreri v.
Pacifica Police Dep't, 901 F.2d 696, 699 (9th Cir. 1990). A
complaint must plead “sufficient factual matter, accepted
as true, to ‘state a claim to relief that is plausible on its
face.’ ” Ashcroft v. Iqbal, 556 U.S. 662, 678, 129 S.Ct.
1937, 173 L.Ed.2d 868 (2009) (quoting Bell Atl. Corp. v.
Twombly, 550 U.S. 544, 570, 127 S.Ct. 1955, 167 L.Ed.2d
929 (2007)). A claim under the False Claims Act must
not only be plausible, Fed. R. Civ. P. 8(a), but pled with

particularity under Rule 9(b), Cafasso ex rel. United States
v. Gen. Dynamics C4 Sys., Inc., 637 F.3d 1047, 1054–55
(9th Cir. 2011). The district court based its dismissal on
Rule 12(b)(6) and did not address whether the relators'
complaints met Rule 9(b)’s heightened pleading standard.

III.

[5]  [6]  [7]  [8] The False Claims Act makes liable
anyone who “knowingly presents, or causes to be
presented, a false or fraudulent claim for payment or
approval,” or “knowingly makes, uses, or causes to be
*899  made or used, a false record or statement material

to a false or fraudulent claim.” 31 U.S.C. § 3729(a)(1)(A),
(B). A “claim” includes direct requests for government
payment as well as reimbursement requests made to
the recipients of federal funds under a federal benefits
program. 31 U.S.C. § 3729(b)(2)(A); Escobar, 136 S.Ct.
at 1996. A claim under the False Claims Act requires a
showing of “(1) a false statement or fraudulent course
of conduct, (2) made with the scienter, (3) that was
material, causing (4) the government to pay out money
or forfeit moneys due.” Hendow, 461 F.3d at 1174. It is
not enough to allege regulatory violations, United States
ex rel. Hopper v. Anton, 91 F.3d 1261, 1266 (9th Cir.
1996); rather, the false claim or statement must be the
“sine qua non of receipt of state funding,” Ebeid ex rel.
United States v. Lungwitz, 616 F.3d 993, 998 (9th Cir.
2010). We construe the Act broadly, as it is “intended to
reach all types of fraud, without qualification, that might
result in financial loss to the Government.” Hendow,
461 F.3d at 1170 (quoting United States v. Neifert-White
Co., 390 U.S. 228, 232, 88 S.Ct. 959, 19 L.Ed.2d 1061

(1968)). 4  Such broad construction has thus given rise to
a number of doctrines “that attach potential False Claims
Act liability to claims for payment that are not explicitly
and/or independently false.” Hendow, 461 F.3d at 1171.

Relators insist that Gilead’s claims seeking payment
for noncompliant drugs are a basis for liability under
the False Claims Act for three reasons. First, Gilead
charged the government for approved drugs, knowing
that it had delivered unapproved “knock-offs” (factually
false certification). Second, by selling its drugs to the
government and causing others to seek reimbursement
for them, Gilead implicitly certified that the drugs were
approved for distribution when it knew otherwise (implied
false certification). Third, Gilead lied to the FDA to secure
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approval of Chinese facilities, making them eligible for
government payments (promissory fraud). The district
court below rejected all three of relators' theories for
recovery under the False Claims Act. First, the district
court rejected relators' formulation of a factually false
theory based on the provision of nonconforming goods.
As to relators' second and third arguments, the district
court recognized claims brought under either an implied
false certification or promissory fraud theory could be
viable, but concluded that relators failed to state a claim
under either one because they failed to allege Gilead made
a false statement related to a material precondition for
payment. The United States, while not taking a position
on the merits of relators' claims, identifies in its amicus
briefing two rulings by the district court as particularly
significant to the government. First, it argues that the
district court’s dismissal of relators' nonconforming goods
theory improperly limits liability under the False Claims
Act. Second, it argues that the district court improperly
rejected a promissory fraud theory where the fraud was
initially directed at a non-payor agency. We address each
of the relevant theories for recovery under the False
Claims Act and conclude that relators state a plausible
claim.

*900  A. Factually False Certification
Relators insist that Gilead’s HIV drugs were not
manufactured at an approved facility and thus were
not approved by the FDA, and therefore Gilead’s
sale of those medicines, and attendant receipt of
government payments, constituted a material false
statement. Although the district court analyzed this claim
in part as a failed claim for worthless services, United
States ex rel. Lee v. SmithKline Beecham, Inc., 245
F.3d 1048, 1053 (9th Cir. 2001), the claim is one of
nonconforming goods, United States v. Nat'l Wholesalers,
236 F.2d 944, 950 (9th 1956); see United States ex rel.
Wilkins v. United Health Group, Inc., 659 F.3d 295, 305 (3d
Cir. 2011) (“A claim is factually false when the claimant
misrepresents what goods or services that it provided to
the Government....”). The value of the goods at issue is
dispositive under the first characterization, Lee, 245 F.3d
at 1053–54, and immaterial to the latter, Nat'l Wholesalers,
236 F.2d at 949–51 (finding a violation of the False Claims
Act despite substitute goods of “equal” performance);
United States v. Aerodex, Inc., 469 F.2d 1003, 1007–08 (5th
Cir. 1972) (“The mere fact that the item supplied under
contract is as good as the one contracted for does not
relieve defendants of liability if it can be shown that they

attempted to deceive the government agency.”). Although
relators failed to allege that the drugs paid for by the
government were “worthless,” that failure does not affect
relators' claim for nonconforming goods.

In National Wholesalers, a wholesaler contracted with the
United States to furnish proprietary engine regulators
but instead delivered regulators manufactured by the
wholesaler bearing spurious proprietary labels. 236
F.2d at 945–47. Even though the substitute regulators
functioned equally to those contracted for, we found
liability under the False Claims Act because the wholesaler
“misbrand[ed]” the substitutes to make them appear to be
the genuine article. Id. at 950. The Fifth Circuit reached a
similar conclusion in Aerodex, where the defendants sold
the United States Navy engine bearings different from the
ones contracted for, admitting that they both reworked
and renumbered the bearings to appear compliant with
their contract. 469 F.2d at 1007. Despite the fact that
the bearings provided were also approved for use in the
engines at issue, the Fifth Circuit found liability under
the False Claims Act due to the defendant’s deliberate
mislabeling. Id. at 1007–08.

[9] Contrary to the position taken by Gilead, a claim for
nonconforming goods is not limited to situations where
there is an express specification in a payment contract
between a supplier and the government regarding the
disputed aspect of the product to be supplied. Such a
circumscribed view of False Claims Act liability was
expressly rejected by the Supreme Court in Escobar,
136 S.Ct. at 2001, a case decided after the district
court had ruled in this case. Additionally, as we have
previously explained, the False Claims Act “was enacted
during the Civil War with the purpose of forfending
widespread fraud by government contractors who were
submitting inflated invoices and shipping faulty goods to
the government.” Hopper, 91 F.3d at 1265–66. That core
purpose would not be served if a defendant could escape
liability for delivering nonconforming goods merely
because the goods retained some value or in the absence
of a bilateral contract. It is fraudulent conduct that gives
rise to liability, regardless of whether the underlying
relationship is based in contract, regulation, or statute.
Nat'l Wholesalers, 236 F.2d at 950.

[10] As we have previously held, the provision of
nonconforming goods can be a *901  basis of liability
under the False Claims Act. See Hopper, 91 F.3d
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at 1266 (citing Aerodex for proposition that “[False
Claims Act] actions have also been sustained under
theories of supplying substandard products or services”).
But, unlike the situation in Lee, where a claim for
medically “worthless” drugs does not require a showing
of “false certification,” 245 F.3d at 1053, a claim for
nonconforming goods must include an intentionally false
statement or fraudulent course of conduct that was
material to the government’s decision to pay, Nat'l
Wholesalers, 236 F.2d at 950.

B. Implied False Certification
[11] Claims under an implied false certification theory can

also be viable under the False Claims Act. Escobar, 136
S.Ct. at 1999. Under such a theory, “when a defendant
submits a claim, it impliedly certifies compliance with
all conditions of payment. But if the claim fails to
disclose the defendant’s violation of a material statutory,
regulatory, or contractual requirement ... the defendant
has made a misrepresentation that renders the claim ‘false
or fraudulent’ under § 3729(a)(1)(A).” Id. at 1995. In
Escobar, the Supreme Court recently “clarif[ied] some of
the circumstances in which the False Claims Act imposes
liability” under this theory. Id. As pointed out above, the
district court did not have the benefit of Escobar in making
its decision.

In Escobar, parents brought suit following the death
of their daughter after she was treated at a mental
health clinic by various unlicensed and unsupervised
staff in violation of state Medicaid regulations. Id.
at 1997. The operative complaint asserted that the
healthcare provider “submitted reimbursement claims
that made representations about the specific services
provided by specific types of professionals, but that failed
to disclose serious violations of regulations pertaining
to staff qualifications and licensing requirements for
those services.” Id. at 1997–98 (footnote omitted). The
state Medicaid program, “unaware of these deficiencies,
paid the claims.” Id. at 1998. The Court concluded that
“by submitting claims for payment using payment codes
that corresponded to specific counseling services, [the
healthcare provider] represented that it had provided
individual therapy, family therapy, preventive medication
counseling, and other types of treatment.” Id. at
2000. Moreover, staff members “submitt[ed] Medicaid
reimbursement claims by using National Provider
Identification numbers corresponding to specific job titles.

And these representations were clearly misleading in
context.” Id.

The Supreme Court held that although the implied
certification theory can be a basis for liability, two
conditions must be satisfied. Id. at 2000. First, the
claim must not merely request payment, but also
make specific representations about the goods or
services provided. Id. Second, the defendant’s failure
to disclose noncompliance with material statutory,
regulatory, or contractual requirements must “make[ ]
those representations misleading half-truths.” Id. at 2001
(footnote omitted). The violation need not be of a
contractual, statutory, or regulatory provision that the
Government expressly designated as a condition of
payment. Id. However, the misrepresentation must be
“material to the Government’s payment decision.” Id.
at 2002. Although Escobar clarifies the conditions upon
which an implied false certification claim can be made,
the four essential elements identified above remain the
same. See Hendow, 461 F.3d at 1174; see also United States
ex rel. Kelly v. Serco, Inc., 846 F.3d 325, 332–33 (9th
Cir. 2017) (applying Escobar to former employee of a
defense contractor alleging that his employer’s submission
of vouchers constituted *902  a false certification of work
performed under a contract).

C. Promissory Fraud
[12]  [13] Another approach to finding liability under

the False Claims Act in the absence of an explicitly
false claim is the “promissory fraud” or “fraud-in-the-
inducement” theory. Hendow, 461 F.3d at 1173. Under
this theory, “liability will attach to each claim submitted
to the government under a contract, when the contract
or extension of the government benefit was originally
obtained through false statements or fraudulent conduct.”
Id. “In other words, subsequent claims are false because of
an original fraud (whether a certification or otherwise).”
Id. The elements of a claim for promissory fraud are
very similar to those necessary for an implied false
certification claim, requiring a false claim wherein the
falsity is knowingly perpetrated and the underlying fraud
is material to the government’s decision to pay. Id. at 1174.

D. Elements
Under all three theories the essential elements of False
Claims Act liability are: (1) a false statement or fraudulent
course of conduct, (2) made with scienter, (3) that was
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material, causing (4) the government to pay out money
or forfeit moneys due. Escobar, 136 S.Ct. at 2000–02;
Nat'l Wholesalers, 236 F.2d at 950; Hendow, 461 F.3d at
1174. Here, the dispute focuses primarily on the first and
third elements, falsity and materiality. The district court
rejected relators' claims for a number of reasons, including
that the fraud was directed at the FDA, not the payor
agency; payment was not conditioned on compliance with
FDA regulations, but merely FDA approval; and the
False Claims Act was not meant to intrude on the FDA’s
complex regulatory regime.

1. Falsity
The first requirement of a False Claims Act claim is a
false claim. Hendow, 461 F.3d at 1171; Hopper, 91 F.3d
at 1266 (“Violations of laws, rules, or regulations alone
do not create a cause of action. It is the false certification
of compliance which creates liability when certification
is a prerequisite to obtaining a government benefit.”).
Relators allege a false claim here.

a. Factually false certification

[14] Relators have adequately satisfied the falsity
requirement under a theory of factually false certification.
As in National Wholesalers, Gilead committed factually
false certification by supplying “misbrand[ed]” goods.
236 F.2d at 950. Specifically, Gilead represented to the
FDA that its active ingredients had been manufactured in
approved facilities that had been registered therewith.

b. Implied false certification

[15] Relators have also adequately satisfied the falsity
requirement under a theory of implied false certification.
To succeed on such a claim, pursuant to National
Wholesalers and Escobar, Gilead must not merely request
payment, but also make specific representations about
the goods or services provided. Escobar, 136 S.Ct.
at 2000; Nat'l Wholesalers, 236 F.2d at 950. Here,
relators allege that by submitting claims for payment
or reimbursement for Truvada, Emtriva, and Atripla,
Gilead represented that it provided medications approved
by the FDA that were manufactured at approved
facilities and were not adulterated or misbranded. Just
as payment codes correspond to specific health services,

Escobar, 136 S.Ct. at 2000, and proprietary labels indicate
that engine regulators are a proprietary design, Nat'l
Wholesalers, 236 F.2d at 950, these drug *903  names
necessarily refer to specific drugs under the FDA’s
regulatory regime. Escobar further requires that Gilead’s
failure to disclose noncompliance with material statutory,
regulatory, or contractual requirements must “make[ ]
those representations misleading half-truths.” 136 S.Ct.
at 2000 (footnote omitted). Setting aside the question
of materiality, relators allege Gilead’s representations
were misleading in this context because Gilead acquired
unapproved FTC from a Chinese supplier, re-labeled it to
conceal its true nature, falsified test results that showed
it was contaminated, and then used that unapproved
and contaminated FTC in drugs for which payment was
requested and received. Although the drugs at issue were
at all times ostensibly “FDA approved,” relators allege
Gilead requested payment for drugs that fell outside of
that approval and omitted critical information regarding
compliance with FDA standards.

The district court rejected relators' claims in part because
the alleged fraud was directed at the FDA, not the
payor agency. That concern is factually assuaged to some
degree for the purposes of this case in that both the
FDA and the Center for Medicare & Medicaid Services
(CMS) (the primary payor agency for reimbursement
claims) are overseen by the Secretary of Health and
Human Services. Therefore, the fraud was, at all times,
committed against the Department of Health and Human
Services. But more importantly, the False Claims Act
imposes no such limitation. See 31 U.S.C. § 3729(a)(1)(B)
(extending liability to those who cause false statements
to be used). It is not the distinction between the agencies
that matters, but rather the connection between the
regulatory omissions and the claim for payment. See
United States ex rel. Petratos v. Genentech Inc., 855 F.3d
481, 492 (3d Cir. 2017) (“[O]ur focus here should not
be whether the alleged fraud deceived the prescribing
physicians, but rather whether it affected CMS’s payment
decision.”). As we stated in Hendow, “if a false statement
is integral to a causal chain leading to payment, it is
irrelevant how the federal bureaucracy has apportioned
the statements among layers of paperwork.” 461 F.3d at
1174. Hendow itself involved false statements submitted
to the Department of Education where claims were
submitted to private lenders. Id. at 1169–80; see also,
e.g., United States ex rel. Duxbury v. Ortho Biotech
Products, L.P., 579 F.3d 13, 29–30 (1st Cir. 2009)
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(alleging defendant’s fraud caused medical providers to
submit false claims); Hutcheson, 647 F.3d at 378 (similar).
Moreover, relators allege that in addition to making
a number of false and fraudulent statements to the
FDA, Gilead’s submission of alleged unapproved and
noncompliant drugs to the payor agencies was itself an
alleged false certification. Escobar, 136 S.Ct. at 2000.

The district court also rejected relators' claims because
payment was not “conditioned on the falsity.” As made
clear in Escobar, “ ‘[I]nstead of adopting a circumscribed
view of what it means for a claim to be false or fraudulent,’
concerns about fair notice and open-ended liability ‘can
be effectively addressed through strict enforcement of the
Act’s materiality and scienter requirements.’ ” 136 S.Ct.
at 2002 (quoting United States v. Science Applications
Int'l Corp., 626 F.3d 1257, 1270 (D.C. Cir. 2010)). We
therefore address the district court’s concern in the context
of materiality.

Gilead insists its certification was not “false” pursuant
to United States ex rel. Rostholder v. Omnicare, Inc., 745
F.3d 694, 701–02 (4th Cir. 2014). In Omnicare, the Fourth
Circuit concluded that

once a new drug has been approved
by the FDA and thus qualifies
for reimbursement *904  under the
Medicare and Medicaid statutes,
the submission of a reimbursement
request for that drug cannot
constitute a “false” claim under the
[False Claims Act] on the sole basis
that the drug has been adulterated as
a result of having been processed in
violation of FDA safety regulations.

745 F.3d at 701–02. In Omnicare, the relator alleged
only regulatory violations, not a false claim. Id. Although
we rejected a regulatory violation claim in Hopper,
91 F.3d at 1265–67, we have since clarified that the
“fatal defect” in that case “was not that the claimed
infraction was a regulatory violation, but that there
was a ‘lack of a false claim,’ ” Hendow, 461 F.3d
at 1171; see also Kelly, 846 F.3d at 333 (finding no
evidence of a “false claim” where dispute was over format
of cost reports). Here, relators allege false statements

permeating the regulatory process. They allege Gilead
mislabeled and misbranded nonconforming drugs and
misrepresented its compliance with FDA regulations by
omitting critical information. They allege that Gilead
established policies and practices to violate the FDA’s
regulatory requirements and allege specific instances of
such violations, such as altering inventory codes, and
mislabeling or altering shipping and tracking information.
All the while, Gilead was submitting claims for payment
for “FDA approved” drugs. Moreover, they allege that
Gilead made false statements regarding test results in
order to get FDA approval and thus become eligible
for government funds. As was the case in Escobar,
“[t]he claims in this case do more than merely demand
payment. They fall squarely within the rule that half-
truths—representations that state the truth only so far
as it goes, while omitting critical qualifying information
—can be actionable misrepresentations.” 136 S.Ct. at
2000 (footnote omitted). Relators adequately plead falsity
under the False Claims Act. To hold otherwise would
reduce FDA regulations akin to approval of the curate’s
egg.

c. Promissory fraud

[16] Finally, relators have adequately satisfied the falsity
requirement under a theory of promissory fraud. Because
Gilead committed either factually false or impliedly false
certification through its representations to the FDA
and labeling of its products, see supra, each claim was
fraudulent even if false representations were not made
therein. See Hendow, 461 F.3d at 1173.

2. Scienter
[17] Had Gilead accidentally produced adulterated pills

and unwittingly shipped them and requested payment
from the government, the intent requirement under the
False Claims Act would not be met. That is not the
case. Relators allege a false statement or course of
conduct made knowingly and intentionally. See 31 U.S.C.
§ 3729(b)(1). They allege Gilead took internal actions
perpetuating its fraud: altering test results, batch numbers,
and Inventory Control Numbers, and representing that
nonapproved FTC came from approved facilities. They
also allege Gilead established practices to deceive the
government, and repeatedly took actions to hide its fraud.
In other words, relators allege Gilead provided statements
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to the government that were “intentional, palpable lie[s],”
made with “knowledge of the falsity and with intent to
deceive.” Hopper, 91 F.3d at 1265, 1267. The scienter
element is adequately pled.

3. Materiality
[18]  [19]  [20] Under the False Claims Act, a falsehood

is material if it has “a natural tendency to influence,
or be capable of influencing, the payment or receipt
of *905  money or property.” 31 U.S.C. § 3729(b)
(4). In Escobar, the Supreme Court clarified that
“[t]he materiality standard is demanding.” 136 S.Ct. at
2003. “A misrepresentation cannot be deemed material
merely because the Government designates compliance
with a particular statutory, regulatory, or contractual
requirement of payment. Nor is it sufficient for a finding
of materiality that the Government would have the
option to decline to pay if it knew of the defendant’s
noncompliance.” Id. Materiality also “cannot be found
where noncompliance is minor or insubstantial.” Id. Proof
of materiality can include whether “the Government pays
a particular claim in full despite its actual knowledge that
certain requirements were violated.” Id.

FDA approval is the “the sine qua non” of federal
funding here. Hendow, 461 F.3d at 1176. Eligibility for
federal funding and reimbursement is conditioned on
FDA approval under Medicaid, 42 U.S.C. § 1396r-8
(limited to “covered outpatient drug,” which is defined as
“approved for safety and effectiveness as a prescription
drug” by the FDA), Medicare, 42 U.S.C. § 1395w-102e
(similar), and the direct payment programs identified by
relators, 48 C.F.R. § 46.408 (assigning FDA responsibility
for ensuring quality of drugs purchased by agencies).
All of these payment programs look to FDA-approval
as a determination of the “safety and effectiveness” of

the drugs at issue. 5  It is undisputed that at all times

relevant, the drugs at issue were FDA-approved, 6  and
that the government continues to make direct payments
and provide reimbursements for the sale of the three
drugs. Relators thus face an uphill battle in alleging
materiality sufficient to maintain their claims.

We note that other courts have cautioned against allowing
claims under the False Claims Act to wade into the FDA’s
regulatory regime. See Omnicare, 745 F.3d at 702–03;

D'Agostino v. ev3, Inc., 845 F.3d 1, 9 (1st Cir. 2016); 7

Petratos, 855 F.3d at 490. However, just as it is not the

purpose of the False Claims Act to ensure regulatory
compliance, it is not the FDA’s purpose to prevent fraud
on the government’s fisc. Mere FDA approval cannot
preclude False Claims Act liability, especially where, as
here, the alleged false claims procured certain approvals

in the first instance. 8  A conclusion to the contrary would
not be consistent with Escobar:

By punishing defendants who
submit “false or fraudulent claims,”
the False Claims Act encompasses
claims that make fraudulent
misrepresentations, which include
certain misleading omissions. When,
as here, a defendant makes *906
representations in submitting a
claim but omits its violations of
statutory, regulatory, or contractual
requirements, those omissions can
be a basis for liability if they render
the defendant’s representations
misleading with respect to the goods
or services provided.

136 S.Ct. at 1999. The dispositive question is rather one of
materiality, which turns on a number of factors:

when evaluating materiality under
the False Claims Act, the
Government’s decision to expressly
identify a provision as a condition
of payment is relevant, but not
automatically dispositive. Likewise,
proof of materiality can include,
but is not necessarily limited to,
evidence that the defendant knows
that the Government consistently
refuses to pay claims in the
mine run of cases based on
noncompliance with the particular
statutory, regulatory, or contractual
requirement. Conversely, if the
Government pays a particular claim
in full despite its actual knowledge
that certain requirements were
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violated, that is very strong evidence
that those requirements are not
material. Or, if the Government
regularly pays a particular type
of claim in full despite actual
knowledge that certain requirements
were violated, and has signaled no
change in position, that is strong
evidence that the requirements are
not material.

Id. at 2003–04.

[21] Here, Gilead insists that because the government
continued to pay for the medications after it knew of
the FDA violations, those violations were not material
to its payment decision. Relators outline a variety of
facts that speak to the government’s knowledge, such as
a September 2010 warning letter regarding impurities in
the form of black specks and spots, a June/July 2012
inspection and noncompliance letter regarding product
from Synthetics China, December 2012 and July 2013
inspections of a specific facility, and two recalls that
took place in 2014. Gilead’s argument is premised on
the continued FDA approval of the drugs even after the
agency became aware of certain noncompliance.

Relators and the United States persuasively argue,
however, that to read too much into the FDA’s continued
approval—and its effect on the government’s payment
decision—would be a mistake. First, to do so would allow
Gilead to use the allegedly fraudulently-obtained FDA
approval as a shield against liability for fraud. Second, as
argued by Gilead itself, there are many reasons the FDA
may choose not to withdraw a drug approval, unrelated
to the concern that the government paid out billions
of dollars for nonconforming and adulterated drugs.
Third, unlike Kelly, where the government continued
to accept noncompliant vouchers, 846 F.3d at 334,
Gilead ultimately stopped using FTC from Synthetics
China. Once the unapproved and contaminated drugs
were no longer being used, the government’s decision
to keep paying for compliant drugs does not have the
same significance as if the government continued to
pay despite continued noncompliance. In making its
argument, Gilead specifically cites to Petratos, where the
Third Circuit concluded the materiality standard was not
met where the relator did “not dispute that CMS would

reimburse these claims even with full knowledge of the
alleged reporting deficiencies.” 855 F.3d at 490. Beside the
fact that the relator in Petratos did not allege regulatory
or statutory violations, id. (“Petratos does not claim
that [the defendant]’s safety-related reporting violated any
statute or regulation.”), no such concession is made here.
Rather, the parties dispute exactly what the government
knew and when, calling into question *907  its “actual
knowledge.” Although it may be that the government
regularly pays this particular type of claim in full despite
actual knowledge that certain requirements were violated,
such evidence is not before us.

The issues raised by the parties here are matters
of proof, not legal grounds to dismiss relators'

complaint. 9  See Kelly, 846 F.3d at 334 (concluding
relator “failed to establish a genuine issue of material fact
regarding [ ] materiality”). And, other statutes regulating
“adulterated” and “misbranded” drugs reinforce the idea
that violations of the FDA regulatory regime have
ramifications beyond FDA enforcement actions. See
21 U.S.C. § 331; see, e.g., United States v. Marcus,
82 F.3d 606, 610 (4th Cir. 1996) (upholding criminal
liability for manufacturer’s undisclosed addition of two
inactive pharmaceutical ingredients not included in FDA-
approved NDA given their unknown effect on safety and
efficacy of the drug product).

In sum, relators allege more than the mere possibility that
the government would be entitled to refuse payment if
it were aware of the violations, Kelly, 846 F.3d at 334,
sufficiently pleading materiality at this stage of the case.

4. Claim
Relators allege Gilead submitted false claims in a number
of ways, including submitting direct requests for payment
from government agencies, as well as submitting requests
for reimbursement. Those allegations are sufficient under
the False Claims Act. Hendow, 461 F.3d at 1177.

Ultimately, relators have alleged sufficient facts under
the False Claims Act to state a claim for relief that is
plausible on its face. Fed. R. Civ. P. 8(a); Ashcroft, 556
U.S. at 678, 129 S.Ct. 1937. We do not reach whether
that claim is alleged with sufficient particularity to meet
the requirements of Rule 9(b), as that question was not
addressed by the district court.
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IV.

[22] Relator Jeff Campie also alleges Gilead retaliated
against him in violation of the False Claims Act. 31 U.S.C.
§ 3730(h). To state a claim for retaliation, a plaintiff must
demonstrate that: (1) he “engaged in activity protected
under the statute”; (2) the employer knew the plaintiff
engaged in a protected activity; and (3) the employer
discriminated against the plaintiff “because he ... engaged
in protected activity.” Mendiondo v. Centinela Hosp. Med.
Ctr., 521 F.3d 1097, 1103 (9th Cir. 2008) (holding that
the heightened pleading requirements of Rule 9(b) do not
apply). The district court dismissed Campie’s retaliation
claim, holding that he failed to show either that he was
engaged in a protected activity or that Gilead had notice
of such activities. We reverse.

A. Protected Activity
[23]  [24] An employee engages in a protected activity by

“ ‘investigating matters which are calculated or reasonably
could lead to a viable [False Claims Act] action.’ ” Moore
v. Cal. Inst. of Tech. Jet Propulsion Lab., 275 F.3d 838,
845 (9th Cir. 2002) (quoting Hopper, 91 F.3d at 1269).
The district court relied extensively on Hopper to conclude
that because Campie’s allegations are consistent with
an investigation *908  into regulatory noncompliance—
as opposed to an effort to uncover fraud against the
government—he failed to show he engaged in a protected
activity. See 91 F.3d at 1263–65. However, in Moore
we subsequently clarified “that an employee engages in
protected activity where (1) the employee in good faith
believes, and (2) a reasonable employee in the same or
similar circumstances might believe, that the employer
is possibly committing fraud against the government.”
275 F.3d at 845–46 (footnote omitted). The Second
Amended Complaint sufficiently alleges facts showing
that Campie had an objectively reasonable, good faith
belief that Gilead was possibly committing fraud against
the government.

B. Notice
It is not enough for relators to allege that Jeff Campie
was engaged in a protected activity; they must also show
that Gilead knew Campie was engaged in such activity.
Mendiondo, 521 F.3d at 1103; Hopper, 91 F.3d at 1269. As
made clear in Mendiondo, an allegation of knowledge is
not a high bar:

For the second element of
her ... retaliation claims, Mendiondo
alleges she complained to [the
defendant]’s CEO ... about possible
“civil and criminal violations.”
Although vague, the reference to
“civil violations” can be construed
to include the suspected Medicare
fraud described above. Because
Mendiondo complained to [the
CEO] about the suspected civil
violations, [the defendant] was
informed of Mendiondo’s protected
activity.

521 F.3d at 1104. Here, the Second Amended Complaint
alleges Campie was told it was “none of his concern” when
he discussed contamination and adulteration problems on
multiple occasions, and he was asked to sign a severance
agreement stating he would not bring a False Claims Act
claim. Further, “Mr. Campie explicitly complained that
Gilead was violating FDA regulations in order to sell its
drugs to the Government and States notwithstanding their
lack of compliance with [regulatory requirements]....”
These allegations are sufficient under Mendiondo.

That said, as noted by the district court, the monitoring
and reporting activities outlined by relators are by-and-
large the types of activities Campie was required to
undertake as part of his job. Courts have held that when an
employee is tasked with such investigations, it takes more
than an employer’s knowledge of that activity to show
that an employer was on notice of a potential qui tam suit.
See United States ex rel. Ramseyer v. Century Healthcare
Corp., 90 F.3d 1514, 1523 (10th Cir. 1996) (holding
retaliation allegation insufficient where plaintiff’s job
duties entailed the monitoring and reporting activities at
issue); see also Robertson v. Bell Helicopter Textron, Inc.,
32 F.3d 948, 952 (5th Cir. 1994) (concluding that relator
failed to rebut defendant’s trial testimony regarding lack
of knowledge).

Although Ramseyer is instructive, it is distinct from this
case. First, the plaintiff in Ramseyer “gave no suggestion
that she was going to report [the] noncompliance to
government officials.” 90 F.3d at 1523. Here, the Second
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Amended Complaint alleges that “Mr. Campie made clear
that he expected Gilead to stop its deceptive practices
and threatened to inform the FDA if Gilead continued
its fraudulent conduct.” Second, Campie alleges he was
“selectively circumvent[ed]” and “exclud[ed]” from the
regulatory review process in which he was meant to take
part, was told certain regulatory compliance actions, such
as issuing a quarantine, were “not in his job description,”
and had conversations outside of his chain of command
regarding his concerns.  *909  The Second Amended
Complaint alleges sufficient facts to show Gilead knew of
Campie’s protected activity.

C. Causation
[25] Finally, relators' pleading must show that Gilead

discriminated against Mr. Campie “because he [ ] engaged
in protected activity.” Mendiondo, 521 F.3d at 1104. It is
sufficient at the pleading stage for the plaintiff “to simply
give notice that [ ]he believes [the defendant] terminated
h[im] because of h[is] investigation into the practices [ ]
specified in the complaint.” Id. Although the district
court did not address this requirement because it found
the operative complaint insufficient under the first two
requirements, such a showing has been made here.

Based on the forgoing, the retaliation claim included in
the Second Amended Complaint contains sufficient facts
to survive dismissal under Rule 12(b)(6).

V.

[26] Relators plead sufficient factual allegations to state
a claim under the False Claims Act. Because the district
court did not address whether relators' claims pursuant
to 31 U.S.C. § 3729(a)(1)(A), (B) meet the heightened
pleadings standard under Rule 9(b), we decline to decide
that question in the first instance.

REVERSED AND REMANDED.

All Citations

862 F.3d 890, 42 IER Cases 37, Med & Med GD (CCH) P
306,040, 17 Cal. Daily Op. Serv. 6658, 2017 Daily Journal
D.A.R. 6700

Footnotes
* The Honorable Donald W. Molloy, District Judge for the U.S. District Court for the District of Montana, sitting by

designation.

1 The term “active ingredient” refers to the biologically active component of a drug, i.e., any “component that is intended
to furnish pharmacological activity or other direct effect in the diagnosis, cure, mitigation, treatment, or prevention of
disease, or to affect the structure of any function of the body.” 21 C.F.R. § 210.3(b)(7).

2 In addition to using the term FTC, relators use the term “API” to refer to “active pharmaceutical products” throughout their
complaints. To avoid confusion, this opinion uses only the term FTC.

3 The parallel state claims were dismissed without prejudice.

4 Although the Supreme Court admonished in Escobar that “[t]he False Claims Act is not ‘an all-purpose antifraud statute,’
or a vehicle for punishing garden variety breaches of contract or regulatory violations,” 136 S.Ct. at 2003 (quoting Allison
Engine Co. v. United States ex rel. Sanders, 553 U.S. 662, 672, 128 S.Ct. 2123, 170 L.Ed.2d 1030 (2008) (citation
omitted)), this instruction related only to the “demanding” materiality requirement of a False Claims Act claim, see id.,
and therefore did not displace this court’s obligation to construe broadly any theory of liability in which materiality can
be proven.

5 Payment can also be conditioned on other aspects of the drug not regulated by the FDA, such as whether the product
is “reasonable and necessary” under Medicare. See 42 U.S.C. § 1395y(a)(1)(A).

6 The district court focused extensively on the difference between NDA-approval and PAS-approval, ultimately concluding
NDA-approval was the sole condition of payment. That distinction is not persuasive post-Escobar. See 136 S.Ct. at 1999.

7 In D'Agostino, the First Circuit went as far as to conclude that “[t]he FDA’s failure actually to withdraw its approval of [a
medical device] ... precludes [the relator] from resting his claims on a contention that the FDA’s approval was fraudulently
obtained” and that “the absence of some official agency action confirming its position and judgment in accordance with
the law renders [a relator]’s fraud-on-the-FDA theory futile.” 845 F.3d at 9.
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8 Take the hypothetical posed by relators: if a reimbursement request was submitted for 10 pills of Atripla, but Gilead
actually provided 10 pills of Tylenol, that request for payment would be undeniably false. Even though Tylenol is FDA
approved, it is not what the government paid for.

9 In D'Agostino, the First Circuit highlighted the “[p]ractical problems of proof” in how a relator would show that the FDA
would not have granted approval but for the fraudulent representations. 845 F.3d at 9. That concern is exactly that: a
problem of proof. At the pleading stage we assume the facts alleged by the relators to be true. Hendow, 461 F.3d at 1170.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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MEMORANDUM DECISION AND ORDER
GRANTING IN PART AND DENYING

IN PART MOTIONS TO DISMISS

Jill N. Parrish, United States District Court Judge

INTRODUCTION

*1  This is a qui tam action. Relators Katie Brooks and
Nannette Wride alleged that Defendants Stevens-Henager
College, Inc.; California College San Diego, Inc.; College
America Denver, Inc.; College America Arizona, Inc.; the
Center for Excellence in Higher Education (CEHE); and
Carl Barney (collectively, the Colleges) submitted false
claims for federal financial aid.

The Government filed a complaint in intervention. It
intervened on some but not all of the relators’ claims
against two defendants: Stevens-Henager and its apparent
successor in interest, CEHE. Shortly thereafter, the
relators filed their second amended complaint. This
complaint asserted new claims and named additional
defendants. The Government elected to not intervene as to
the new claims but “respectfully refer[red]” the court to 31
U.S.C. § 3730(b)(1), which supposedly “allows [a] relator
to maintain the non-intervened portion of the action in the
name of the United States.”

Since then, the Government’s claims against the
Colleges have had two masters. The United States has
pursued some claims directly through its Complaint in
Intervention. The relators, on behalf of the United States,
have asserted other claims against the Colleges in a
separate Complaint, which the relators have publicly
amended by naming additional defendants and asserting
additional claims for relief. The operative pleadings in
this case currently consist of an Amended Complaint
in Intervention filed by the Government and a Fourth
Amended Complaint filed by the relators.

The Colleges filed a motion to dismiss the Government’s
Amended Complaint, [Docket 439], and a separate
motion to dismiss the relators’ Fourth Amended
Complaint, [Docket 438]. The Colleges have also moved
this court to take judicial notice of certain documents
in relation to the motions to dismiss. [Docket 440]. The
court subsequently asked the parties to brief whether the
False Claims Act permitted the relators to independently
pursue claims against the Colleges after the Government
elected to intervene in the lawsuit. Upon consideration of
the briefing of the parties, the court rules as follows: the
court GRANTS the motion for judicial notice, GRANTS
IN PART and DENIES IN PART the motion to dismiss
the Government’s Amended Complaint, and GRANTS
IN PART and DENIES IN PART the motion to dismiss
the relators’ Fourth Amended Complaint. Finally, the
court concludes that the relators may not maintain their
separate complaint in this action because the Government
has elected to intervene. The court, therefore, STRIKES
the relators’ post-intervention complaints.

BACKGROUND

http://www.westlaw.com/Search/Results.html?query=advanced%3a+OAID(5018393494)&saveJuris=False&contentType=BUSINESS-INVESTIGATOR&startIndex=1&contextData=(sc.Default)&categoryPageUrl=Home%2fCompanyInvestigator&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem
http://www.westlaw.com/Search/Results.html?query=advanced%3a+OAID(5018393494)&saveJuris=False&contentType=BUSINESS-INVESTIGATOR&startIndex=1&contextData=(sc.Default)&categoryPageUrl=Home%2fCompanyInvestigator&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0329751201&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0426141501&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0172541901&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0157254401&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0157254401&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0169737901&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0390403201&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0316741901&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0112633101&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0291057501&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0291057501&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=h&pubNum=176284&cite=0236498601&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_3fed000053a85
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_3fed000053a85


United States ex rel. Brooks v. Stevens-Henager College, Inc., Slip Copy (2019)

2019 WL 186663

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 2

The relators filed their complaint in early 2013.
They named as defendants Stevens-Henager, California
College, College America Denver, and College America
Arizona. The complaint alleged that these schools were
liable under the False Claims Act because they made
false statements concerning compliance with the Incentive
Compensation Ban (ICB). Moreover, the complaint
alleged an alternative factual basis for liability as to
Stevens-Henager: the school made false statements to its
accredit or regarding faculty qualifications.

*2  Toward the end of 2013, the relators amended
their complaint, adding CEHE and Carl Barney
as defendants. The amended complaint added three
factual bases for liability as to Stevens-Henager.
Specifically, Stevens-Henager allegedly made false
statements concerning attendance-taking requirements,
academic-progress requirements, and recordkeeping
requirements.

In May 2014, the Government intervened in the action.
The Government filed a complaint in intervention that
named two defendants: Stevens-Henager and CEHE.
The Government stated that it was intervening on some
but not all of the relators’ claims. Specifically, the
Government alleged one factual basis for its claims against
Stevens-Henager and CEHE: Stevens-Henager made
false statements concerning the ICB. The Government
chose not to intervene as to any of the claims against
California College, College America Denver, College
America Arizona, and Mr. Barney.

Shortly after the Government intervened, the relators
filed their second amended complaint. Purporting to
comply with 31 U.S.C. § 3730(b)(2), the relators filed
portions of the second amended complaint under seal
because it “alleged violations of the [False Claims Act]
never before set forth in any prior complaint.” The
relators included allegations that the Colleges made false
statements concerning the so-called 90/10 Rule—another
factual basis for imposing liability on the Colleges. The
relators also expanded the factual bases for liability as to
California College, College America Denver, and College
America Arizona.

The Government declined to intervene as to the new
claims alleged in the second amended complaint. But the
Government “respectfully referred the Court to 31 U.S.C.
§ 3730(b)(1),” which supposedly “allows [a] relator to

maintain the non-intervened portion of the action in the
name of the United States ....” Section 3730(b)(1) actually
provides:

A person may bring a civil action
for a violation of section 3729
for the person and for the United
States Government. The action shall
be brought in the name of the
Government. The action may be
dismissed only if the court and
the Attorney General give written
consent to the dismissal and their
reasons for consenting.

The relators subsequently moved for leave to file
a third amended complaint. The stated purpose of
the third amended complaint was to “narrow and
streamline the scope of the allegations and eliminate two
theories of falsity from the [second amended complaint]:
[the Colleges’] violations of the attendance-taking and
academic-progress requirements.” The relators explained
that they “never intended to pursue these theories”
but included them “at the Government’s request.” But
because the Government declined to intervene as to these
theories, the relators “wish[ed] to eliminate them and focus
on the ... more substantial theories.”

Some six months later, following a change of venue
to this court, the court granted the relators leave to
file a third amended complaint. At the hearing on the
motion to amend, the parties agreed that the relators
could file a complaint that differed from the one
attached to the motion to amend. But despite representing
that they would eliminate factual bases for liability
related to violations of attendance-taking and academic-
progress requirements, the Third Amended Complaint
actually expanded those factual bases for liability to
California College, College America Denver, and College
America Arizona. The Third Amended Complaint also
added Weworski & Associates, an accounting firm,
as a defendant. The relators did not file the Third
Amended Complaint under seal, so the Government had
no opportunity to intervene while the complaint remained
under seal.
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*3  The court eventually dismissed the relators’ Third
Amended Complaint and granted the relators and the
Government leave to amend. The court granted both
parties leave to amend so that they could allege facts to
support a theory of liability that appeared viable in light of
the Supreme Court’s decision in Universal Health Services,
Inc. v. United States ex rel. Escobar, 136 S. Ct. 1989
(2016). The Government filed an Amended Complaint in
intervention, and the relators filed their Fourth Amended
Complaint.

The Fourth Amended Complaint, like the relators’
previous complaints, expands the scope of their claims.
The relators allege that CEHE fraudulently induced
the Department of Education to execute a Program
Participation Agreement (PPA) in January 2013—a
period that was not covered by any prior pleadings.
And the relators allege that Stevens-Heanger violated the
ICB by paying bonuses to online admissions consultants
and enrollment advisors who worked for Independence
University—an online school operated by Stevens-
Henager. No prior pleading mentioned Independence
University. The relators did not file the Fourth Amended
Complaint under seal, so the Government had no
opportunity to intervene while the complaint remained
under seal.

The Colleges moved to dismiss both the relators’ and the
Government’s complaints, claiming that neither states a
claim upon which relief can be granted. After reviewing
the briefing, however, the court became concerned with
the way the case had been litigated. Specifically, the False
Claims Act provides that if the Government intervenes
in the action, the Government conducts the action and
has the primary responsibility for prosecuting the action.
Nothing in the False Claims Act suggests that a relator
could maintain the non-intervened portion of an action,
conducting, in essence, his or her separate action. And in
light of how the case had proceeded, the court expressed
concern as to whether the False Claims Act violates the
“take Care” clause of Article II. Accordingly, the court
asked the parties to submit supplemental briefs on these
issues, which they did.

ANALYSIS

The court first addresses the Colleges’ motion to dismiss
the Government’s Amended Complaint and the related

motion to take judicial notice. The court then turns
to the Colleges’ motion to dismiss the relators’ Forth
Amended Complaint. Finally, the court addresses the
issue of whether the relators may maintain a separate
action after the Government chose to intervene.

I. MOTION TO DISMISS THE GOVERNMENT’S
AMENDED COMPLAINT

A. The Government’s Amended Complaint in
Intervention

Stevens-Henager must comply with the ICB, which
provides that schools will not provide “any commission,
bonus, or other incentive payment based directly or
indirectly on success in securing enrollments or financial
aid to any persons or entities engaged in any student
recruiting or admission activities or in making decisions
regarding the award of student financial assistance.”
(Government’s Am. Compl. ¶ 27 (quoting 20 U.S.C. §
1094(a)(20) ).)

In 2002, the regulations that accompany the ICB were
amended to add certain “safe harbor[s].” (Id. ¶¶ 30–31.)
One of the safe harbors—Safe Harbor E—allows schools
to pay “[c]ompensation that is based upon students
successfully completing their educations programs, or one
academic year of their education programs, whichever is
shorter.” (Id. ¶ 30 (quoting 34 C.F.R. § 668.14(b)(22)(ii)
(E) ).)

1) The Admissions Consultant Bonus Plan

*4  Stevens-Henager distributed manuals to its
admissions consultants. (Id. ¶ 69.) Each manual provides
examples of how an admissions consultant can receive
bonuses by enrolling students. (Id.) Stevens-Henager also
issued various directives to its admissions consultants in
the form of “Procedure Directives” and “Information
Letters.” (Id. ¶ 70.) Mr. Barney, the former sole
shareholder and chairman of Stevens-Henager, issued
versions of “Procedure Directive 85R” in 2000, 2003,
2004, and 2007. (Id. ¶ 71.)

The 2007 Procedure Directive 85R details the Admissions
Consultant Bonus Plan. (See id. ¶ 72.) When a
student completes 36 credits, the admissions consultant
who enrolled that student receives a “Completion
Certificate.” (Id. ¶ 74.) The value assigned to a Completion
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Certificate depends on two factors: (1) the average
number of starts (i.e., enrollments) that the admissions
consultant achieved during the last three modules, and
(2) the admissions consultant’s “Interview Conversion
Rate.” (Id. ¶ 75.) Each module is about one month long
and consists of about three or four credit hours. (Id. ¶ 90.)

The 2007 Procedure Directive 85R contains a chart for
determining the value of Completion Certificates. (Id. ¶
75.) The first row in the column is “Packaged Starts.” (Id.
¶ 79.) Packaged Starts refers to the average number of
starts that an admissions consultant achieved per module
during the last three modules. (See id. ¶ 72.) The lowest
value in the Packaged Starts column is five. (Id. ¶ 79.) The
top row of the chart lists ascending Interview Conversion
Rates, or “Intconversion%” for short. (Id. ¶ 76.) The
lowest value in the Intconversion% row is 33 percent. (Id.
¶ 77.) Notes to the chart explain that “Intconversion%”
is calculated by “[t]otal[ing] the last three modules’ starts
and interviews and dividing the total number of starts
by the total number of interviews.” (Id. ¶ 76.) So if an
admissions consultant interviewed ten students and five
enrolled, the “Intconversion%” would be 50 percent. (See
id.)

Tabular or graphic material set at this point is not displayable.
According to the chart, before an admissions consultant’s
Completion Certificates were worth anything, the
admissions consultant had to (1) “start,” or enroll,
at least five students per module, and (2) enroll at
least one out of every three students interviewed. If an
admissions consultant failed to meet either requirement,
the admissions consultant’s Completion Certificates were
worthless because he or she would be ineligible to receive
a bonus.

Under the 2007 Procedure Directive 85R, an admissions
consultant who enrolled four students, all of whom
completed their studies, received no bonus. But an
admissions consultant who achieved a 33 percent
Conversion Rate and enrolled five students—three
of whom completed their studies—would receive a
$1,500 bonus ($500 per Completion Certificate). And
an admissions consultant who achieved a 40 percent
Conversion Rate and enrolled ten students—two of whom
completed their studies—would receive an $8,000 bonus
($4,000 per Completion Certificate).

Hypothetical
Admissions
Consultant

 

Starts
 

Completions
 

Conversion Rate
 

Bonus
 

A
 

4
 

4
 

33%
 

$0
 

B
 

5
 

3
 

33%
 

$1,500
 

C
 

10
 

2
 

40%
 

$8,000
 

Ms. Brooks and Ms. Wride worked at Stevens-Henager
between 2009 and 2011, and both were aware of the
Admissions Consultant Bonus Plan. (Id. ¶¶ 13–14.) Ms.
Brooks and Ms. Wride attended conferences in Las Vegas
where they learned that Stevens-Henager employed the
Admissions Consultant Bonus Plan at all of its campuses.
(Id. ¶ 84.) Stevens-Henager paid bonuses based on the
Admissions Consultant Bonus Plan until at least 2011. (Id.
¶ 89.)

2) The Program Participation Agreements

*5  To participate in Title IV programs, Stevens-Henager
entered into PPAs with the Department of Education. (Id.

¶ 25 (citing 20 U.S.C. § 1094(a); 34 C.F.R. § 668.14).) Each
PPA provides:

By entering into this [PPA], the Institution agrees that:

...

(22) It will not provide, nor contract with any entity that
provides, any commission, bonus, or other incentive
payment based directly or indirectly on success in
securing enrollments or financial aid to any persons or
entities engaged in any student recruiting or admission
activities or in making decisions regarding the awarding
of student financial assistance ....

(Id. ¶ 28 (citing 34 C.F.R. § 668.14(b)(22) ).)
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Vicky Dewsnup, as the President of Stevens-Henager,
executed two PPAs on the school’s behalf, one on April
19, 2007 and another on January 21, 2010. (Id. ¶¶ 57–
58.) In both PPAs, Stevens-Henager promised to comply
with the ICB. (Id. ¶ 114.) But Stevens-Henager allegedly
knew that these promises were false because it was paying
and planned to continue paying admissions consultant
bonuses based on their success in securing enrollments.
(Id.) According to the Government, Stevens-Henager’s
promises to comply with the ICB were material to the
Department of Education’s decision to allow Stevens-
Henager to receive Title IV funds. (Id.)

3) The G5 Certifications

A student applies for financial aid by completing a free
application. (Id. ¶ 40.) A school uses the information in
the application to create a financial-aid package for the
student. (Id. ¶ 43.) The student can accept all or part of
the package. (Id. ¶ 44.) If the student accepts a Pell Grant,
a Direct Loan, or both, the student’s school creates an
electronic origination record. (Id. ¶ 45.) The school then
submits the record to the Department of Education using
a computerized database called the Common Origination
and Disbursement System. (Id.)

If the information supplied by the school is consistent
with the Department of Education’s information, the
Department of Education makes funds available for the
school to draw down from a computerized system known
as G5. (Id. ¶ 46.) Before drawing down funds, a school
certifies that “the funds are being expended within three
business days of receipt for the purpose and condition of
the agreement.” (Id. ¶ 47.) The parties refer to this as the
G5 certification.

Stevens-Henager submitted numerous claims for Title IV
funds under its 2007 and 2010 PPAs. (Id. ¶ 61.) These
claims were made in the G5 system and were accompanied
by the representation that the funds would be “expended
within three business days of receipt for the purpose and
condition of the agreement.” (Id. ¶ 64.) According to
the Government, the “agreement” referenced in the G5
certification is the school’s PPA. (Id.) And, according to
the Government, “Stevens-Henager failed to disclose that
it was violating the [ICB]” when it requested funds in
the G5 system. (Id. ¶ 65.) Because Stevens-Henager was
“knowingly violating the [ICB], [it] was not an eligible

institution, thus rendering the institution (and its students)
ineligible for Title IV funds.” (Id.)

B. The Motion to Take Judicial Notice
Stevens-Henager and CEHE (collectively, Stevens-
Henager) ask the court to take judicial notice of five
Government documents: (1) the “Hansen Memo,” (2) the
“Mitchell Memo,” (3) the Government Accountability
Office, GAO-10-370R, Higher Education: Information
on Incentive Compensation Violations Substantiated by
the U.S. Department of Education (First GAO Report),
(4) the United States Government Accountability Office
Report to the Congressional Committees: Stronger
Federal Oversight Needed to Enforce Ban on Incentive
Payments to School Recruiters (Second GAO Report),
and (5) an Office of Inspector General Audit Report (OIG
Report).

1) The Hansen Memo

*6  The Hansen Memo is dated October 30, 2002. It
was written by William D. Hansen, the former Deputy
Secretary of Education, and addressed to Terri Shaw, the
former Chief Operating Officer for Federal Student Aid.
It provides, in relevant part:

The purpose of the memorandum is to provide direction
with regard to the Department’s response to violations
of [the ICB] ....

The [ICB] was designed to reduce the financial inventive
for an institution to enroll students by misrepresenting
the quality of the institution, or the ability of students to
benefit from its educational programs. The Department
has in the past measured the damages resulting from a
violation as the total amount of student aid provided
to each improperly recruited student. After further
analysis, I have concluded that the preferable approach
is to view a violation of the [ICB] as not resulting in
monetary loss to the Department. Improper recruiting
does not render a recruited student ineligible to receive
student aid funds for attendance at the institution on
whose behalf the recruiting is conducted. Accordingly,
the Department should treat a violation of the law as
a compliance matter for which remedial or punitive
sanctions should be considered.
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In some instances, violations of the [ICB], either
themselves or in combination with other program
violations, may constitute a basis for limitation,
suspension, or termination action. However, much
more commonly, the appropriate sanction to consider
will be the imposition of a fine.

(footnote omitted).

2) The Mitchell Memo

The Mitchell Memo is dated June 2, 2015. It was
written by Ted Mitchell, the former Undersecretary to the
Secretary of Education, and addressed to James Runcie,
the former Chief Operating Office of Federal Student Aid.
It provides, in relevant part:

Until 2002, long after the enactment of the [ICB],
the Department measured damages resulting from
a violation of the prohibition as the total amount
of student aid provided to improperly recruited
students. In 2002, however, the Department’s Deputy
Secretary issued [the Hansen Memo] that changed the
Department’s approach for measuring damages in the
context of establishing administrative liabilities, to view
a violation of [the ICB] as not resulting in monetary loss
to the Department. The [Hansen Memo] rested on the
view that the Department purportedly suffers no loss
when an institution receives Title IV funds by violating
the promises and representations it made as a condition
of participation in the Title IV programs.

To the contrary, the Department, in fact, incurs
monetary loss upon a violation of [the ICB], and the
appropriate response is to recover that loss, as provided
for in the Department’s original policy. When acting as
the Department’s fiduciary, an institution may receive
funds only in accord with the representations it makes
in order to become eligible for those funds. When an
institution makes an incentive payment based upon the
number of students enrolled, the institution breaches
those representations. It thus violates a condition of its
Title IV program eligibility and is not entitled to receive
those Title IV funds. In this situation, an institution is
liable to the Department for the cost of the funds it
received.

*7  Put simply, the Mitchell Memo repealed the Hansen
Memo. But between October 30, 2002 and June 2, 2015,
the Department of Education’s position was that ICB
violations do not result in monetary loss and do not render
students ineligible to receive Title IV funds.

3) The Remaining Reports

In addition to the Hansen Memo and the Mitchell Memo,
Stevens-Henager asks the court to take notice of three
reports: (1) the First GAO Report, (2) the Second GAO
Report, and (3) the OIG Report.

In the First GAO Report, the GAO analyzed the
Department of Education’s program-review and audit-
report data related to the ICB for January 1998 through
December 2009. The GAO found that during that period
the Department of Education reported that 32 schools
violated the ICB. In addition to these 32 schools,
the Department of Education entered into settlement
agreements with 22 other schools.

In the Second GAO Report, the GAO provided
“additional information” on the Department of
Education’s oversight of the ICB between January 1998
and December 2009. The relevant findings are as follows:

• Between 1998 and 2008, [the Department of
Education] resolved most incentive compensation
cases by requiring corrective actions or reaching
settlement agreements, and did not limit, suspend, or
terminate any school’s access to federal student aid.

• [The Department of Education] changed its
enforcement policy in 2002, which resulted in an
increased burden on [the Department of Education]
to prove a violation and lessened associated financial
penalties (fines and settlement payments). As a result,
it became more difficult for [the Department of
Education] to prove a school violated the [ICB] and
schools ultimately paid smaller penalties.

• [Department of Education] officials shared with
[the GAO] internal guidance that is used to
determine fines and settlement payments for
incentive compensation cases. Internal guidance for
imposing fines and settlement payments establishes
caps on total penalty amounts, although related
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regulations do not have such caps. [Department of
Education] officials have stated that the agency has
not always used the guidance to determine fines and
settlement payments.

• [The Department of Education’s] varying approaches
for determining fines and settlement payments could
lead to inconsistent treatment of schools without
adequate justification for the differential treatment.
For example, some schools were fined for [ICB]
violations, while others were not. In one case, [the
Department of Education] withdrew an initiated
school fine of over $2 million dollars, and case
documentation did not reveal the reason for the fine
withdrawal.

In the OIG Report, the OIG reiterated the findings
from the First and Second GAO Reports, made findings
as to Department of Education’s enforcement of the
ICB, and proposed recommendations that would facilitate
enforcement of the ICB.

4) Judicial Notice: Federal Rule of Evidence 201

A court may take judicial notice of a fact that is not
subject to reasonable dispute because the fact “can be
accurately and readily determined from sources whose
accuracy cannot reasonably be questioned.” FED. R.
EVID. 201(b). This rule allows courts to “take judicial
notice of ... facts which are a matter of public record.”
Tal v. Hogan, 453 F.3d 1244, 1264 n.24 (10th Cir. 2006)
(citation omitted). If a party requests that a court take
judicial notice of a fact and supplies the court with the
necessary information to do so, the court must take
judicial notice of the fact. FED. R. EVID. 201(c).

*8  Here, the court must take judicial notice as to the
contents of the five documents provided by Stevens-
Henager because their contents can be accurately and
readily determined from sources whose accuracy cannot
be questioned. See FED. R. EVID. 201(b); Tal, 453 F.3d
at 1264 n.24. Indeed, no party disputes the authenticity
and accuracy of the documents, and the documents are
a matter of public record. Instead, the parties’ dispute
centers on what the court should do once it has taken
notice as to the contents of the documents.

Stevens-Henager contends that the court can use the
documents to take judicial notice of the fact that the
Department of Education “did not enforce the ICB by
seeking the return of Title IV funds or by terminating
or limiting participation in Title IV programs.” The
Second GAO Report provides: “Between 1998 and
2008, [the Department of Education] resolved most
incentive compensation cases by requiring corrective
actions or reaching settlement agreements, and did not
limit, suspend, or terminate any school’s access to federal

student aid.” 1  The Government has not argued that the
accuracy of this finding can be questioned, so the court
takes judicial notice of it.

1 This is hearsay, but it is covered by the public-records
exception. See FED. R. EVID. 803(8)(A)(iii) (factual
findings from a legally authorized investigation).

But the Government argues that the court must not use
this fact to infer that the Department of Education did not
attach importance to a school’s representations about the
ICB, and the court agrees that it would be improper to use
this fact to draw inferences against the Government at this
stage. See Sutton v. Utah State Sch. for Deaf & Blind, 173
F.3d 1226, 1236 (10th Cir. 1999) (“The court’s function on
a Rule 12(b)(6) motion is not to weigh potential evidence
that the parties might present at trial, but to assess
whether the plaintiff’s complaint alone is legally sufficient
to state a claim for which relief may be granted.” (citation
omitted) ); United States v. Corinthian Colleges, 655 F.3d
984, 999 (9th Cir. 2011) (“Nonetheless, we may not, on
the basis of these reports, draw inferences or take notice
of facts that might reasonably be disputed.”).

In sum, the court takes judicial notice of the fact that
“[b]etween 1998 and 2008, [the Department of Education]
resolved most incentive compensation cases by requiring
corrective actions or reaching settlement agreements, and
did not limit, suspend, or terminate any school’s access
to federal student aid.” But it would nevertheless be
improper for the court to use this fact to draw inferences
against the Government or the relators at this stage of the
proceedings, which is, in reality, what Stevens-Henager
asks the court to do. Indeed, Stevens-Henager asks the
court to use the judicially noticed fact to conclude that the
Department of Education did not attach importance to a
school’s promise to comply with the ICB. This the court
cannot do.
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C. The Motion to Dismiss
Stevens-Henager moves to dismiss the Government’s
amended complaint on the grounds that it fails to
state a claim upon which relief can be granted. But,
as noted above, Stevens-Henager did not address the
Government’s claims for payment by mistake and unjust
enrichment, so the motion is better characterized as a
motion to dismiss the Government’s claims that arise
under the False Claims Act. Moreover, Stevens-Henager’s
motion focuses almost entirely on only one of the
Government’s two theories of liability, the theory based
on Stevens-Henager’s G5 certifications.

*9  Stevens-Henager raises, in essence, three arguments.
First, Stevens-Henager argues that the Government fails
to allege that Stevens-Henager’s requests for payment in
the G5 system constitute false claims. Second, Stevens-
Henager argues that the Government fails to allege that
Stevens-Henager knew that its requests for payment made
in the G5 system were false. Third, Stevens-Henager
argues that the Government has not alleged sufficient facts
to establish that ICB noncompliance was material to the
Department of Education’s payment decisions.

1) Motion Standard

A complaint must contain “a short and plain statement
of the claim showing that the pleader is entitled to
relief.” FED. R. CIV. P. 8(a)(2). This standard “does not
require ‘detailed factual allegations,’ but it demands more
than an unadorned, the defendant-unlawfully-harmed-me
accusation.” Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009)
(quoting Bell Atl. Corp. v. Twombly, 550 U.S. 544, 555
(2007) ). Where the allegations are merely “labels and
conclusions” or a “formulaic recitation of the elements of
a cause of action,” the plaintiff’s claim will not survive a
motion to dismiss. Twombly, 550 U.S. at 555. To survive,
the plaintiff’s allegations “must contain sufficient factual
matter, accepted as true, to ‘state a claim to relief that is
plausible on its face.’ ” Iqbal, 556 U.S. at 678 (quoting
Twombly, 550 U.S. at 570). Plausibility, in this context,
means that the allegations allow “the court to draw
[a] reasonable inference that the defendant is liable for
the alleged misconduct.” Id. Allegations that are merely
consistent with a defendant’s liability do not give rise to a
plausible claim. Id.

A plaintiff alleging violations of the False Claims Act
must also satisfy the heightened pleading standard of Rule
9(b) of the Federal Rules of Civil Procedure. U.S. ex rel.
Sikkenga v. Regence BlueCross BlueShield of Utah, 472
F.3d 702, 726 (10th Cir. 2006). Rule 9(b) provides that a
plaintiff must “state with particularity the circumstances
constituting fraud.” To satisfy this standard, a plaintiff
must allege the “ ‘who, what, when, where, and how’
of the alleged fraud.” Id. at 726–27 (citation omitted).
Put another way, the plaintiff must “set forth the time,
place, and contents of the false representation, the
identity of the party making the false statements and
the consequences thereof.” Id. at 727 (citation omitted).
“Underlying schemes and other wrongful activities that
result in the submission of fraudulent claims are included
in the ‘circumstances constituting fraud and mistake’ that
must be pled with particularity under Rule 9(b).” Id.
(citation omitted). Moreover, “[a] relator must provide
details that identify particular false claims for payment
that were submitted to the government.” Id. (citation
omitted).

2) The False Claims Act: Section 3729

“[A]ny person who knowingly presents, or causes to be
presented, a false or fraudulent claim for payment or
approval ... is liable to the United States Government for
a civil penalty ... plus 3 times the amount of damages
which the Government sustains because of the act of that
person.” 31 U.S.C. § 3729(a)(1). The term “knowingly”
means “that a person, with respect to information (i) has
actual knowledge of the information; (ii) acts in deliberate
ignorance of the truth or falsity of the information; or
(iii) acts in reckless disregard to the truth or falsity of
the information.” § 3729(b)(1). The term “claim” means,
among other things, “any request or demand ... for money
or property ... that is presented to an officer, employee,
or agent of the United States.” § 3729(b)(2). Thus, to
state a claim under the False Claims Act, a plaintiff must
allege three things: (1) the defendant submitted a claim
for payment to the Government, (2) the claim was false,
and (3) the defendant knew the claim was false. § 3729(a)
(1)(A); United States ex rel. Brooks v. Stephens-Henager

College, 305 F. Supp. 3d 1279, 1293 (D. Utah 2018). 2

2 The False Claims Act was amended in 2009. Fraud
Enforcement and Recovery Act of 2009, Pub. L.
No. 111-21, sec. 4, 123 Stat. 1617, 1621 (2009). And
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the Government brings claims under both the pre-
and post-amendment versions of the statute. But the
court previously determined that there is no reason
to treat the claims differently, Brooks, 305 F. Supp.
3d at 1293 n.5, and no party has suggested that the
court do otherwise. Accordingly, the court applies the
post-2009 version of the statute.

3) The G5 Certifications

*10  The Government contends that it has sufficiently
alleged that Stevens-Henager’s requests for payment in the
G5 system are false claims because they were accompanied
by G5 certifications that were half-truths that misled the
Department of Education into believing that Stevens-
Henager was an eligible institution. According to the
Government, a G5 certification impliedly certifies that
the student for whom the funds are requested is eligible
to receive Title IV funds. And, as the Government’s
argument goes, a student is eligible to receive Title IV
funds only if he or she is enrolled at an eligible institution.
And Stevens-Henager, according to the Government, was
not an eligible institution because it violated the ICB. But
this theory fails for at least two reasons.

First, the Government’s allegations are inconsistent
with Title IV’s regulatory framework. There is a
distinction between an institution’s designation as an
eligible institution under Part 600 and its certification
to participate in Title IV programs under Part 668.
The regulations “recognize [a] distinction between
determinations that institutions meet the definition of an
eligible institution, and matters relating to the assessment
of administrative and financial capability, typically
referred to as the certification process.” Institutional
Eligibility Under the Higher Education Act of 1965, as
Amended; Student Assistance General Provisions, 55 Fed.
Reg. 32,180 (Aug. 7, 1990) (to be codified at 34 C.F.R. pts.
600 and 668).

An institution must qualify as an eligible institution before
it can be certified to participate in Title IV programs.
“The Secretary certifies an institution to participate in
the title IV, HEA programs if the institution qualifies
as an eligible institution under 34 CFR Part 600 [and]
meets the standards of [Part 688, subpart B, which
includes the PPA requirement].” 34 C.F.R. § 668.13(a).
An institution becomes certified when it enters into a
PPA with the Department of Education. Indeed, the

PPA “conditions the initial and continued participation
of an eligible institution in any Title IV programs” on
compliance with various legal requirements. § 668.14(a)
(1) (emphasis added). The “initial and continuing
participation” language does not mean that a school
becomes ineligible to participate in Title IV programs
simply because it violates the ICB.

The applicable regulations explain the possible
consequences for failing to comply with a PPA:

Noncompliance with these standards by an institution
already participating in any Title IV, HEA program ...
may subject the institution ... to proceedings under
subpart G of this part. These proceedings may lead to
any of the following actions:

(1) An emergency action.

(2) The imposition of a fine.

(3) The limitation, suspension, or termination of the
participation of the institution in a Title IV HEA,
program.

§ 668.11(b) (emphasis added). Notably, an institution
may continue to participate in Title IV programs despite
noncompliance with its PPA unless the Secretary of
Education commences proceedings that result in the
“termination of the participation of the institution in
a Title IV HEA, program.” § 668.11(b)(3). Moreover,
the regulations make clear that “[a]n institution’s
participation in a Title IV, HEA program ends on the
date that ... [t]he institution’s participation is terminated
under the proceedings in subpart G [of Part 668]; [or] ...
[t]he institution’s [PPA] is terminated or expires under §
668.14 ....” § 668.26(a)(3), (5) (emphasis added). That is,
an institution can participate in Title IV programs unless
and until its PPA is terminated or expires.

The Government argues that Stevens-Henager “was
not an eligible institution because it violated a core
requirement in its PPA—the ICB—and that violation
made the institution (and thus its students) ineligible for
Title IV funds.” But there is no regulation that provides
for an automatic loss of eligibility when an institution
violates “a core requirement of its PPA.” The Government
simply ignores the applicable regulations in an attempt to
suit its legal theory.
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*11  In short, the Government fails to allege that
students at Stevens-Henager were ineligible to receive
Title IV funds. The Government does not allege that
the Secretary of Education terminated Stevens-Henager’s
PPA or its participation in Title IV programs. Put simply,
the Government’s allegation that Stevens-Henager was
ineligible to participate in Title IV because it violated
the ICB is an unsupported legal conclusion that is
belied by the applicable regulations. Consequently, the
Government’s claims fail to the extent they are based on
a theory that Stevens-Henager’s students were ineligible
to receive Title IV funds because the school was not an

eligible institution. 3

3 In fact, the Government, as amicus curiae in another
case, admitted that a school’s G5 certifications
were “literally true,” despite noncompliance with
the ICB, because the Department of Education
had “not (yet) terminated the school’s eligibility.”
Brief for the United States of America as Amicus
Curiae Supporting Appellees at 20, United States
ex rel. Rose v. Stephens Institute, No. 17-15111
(filed Aug. 7, 2017). This admission is consistent
with the regulatory framework and contradicts the
Government’s theory in this case.

Second, even if the Government had alleged that Stevens-
Henager was not an eligible institution (it did not), the
Government has failed to allege that Stevens-Henager
knowingly misrepresented that it was an eligible institution
when it submitted G5 certifications. The Government
alleges that Stevens-Henager knowingly violated the ICB.
(Am. Compl. ¶ 97.) But “a violation of a regulatory
provision, in the absence of a knowingly false or misleading
representation, does not amount to fraud.” United States
ex rel. Trim v. McKean, 31 F. Supp. 2d 1308, 1315 (W.D.
Okla. 1998) (emphasis added). “Violating a regulation is
not synonymous with filing a false claim.” United States
ex rel. Grenadyor v. Ukrainian Village Pharmacy, Inc., 772
F.3d 1102, 1107 (7th Cir. 2014).

The Government argues in its brief that it has alleged
that Stevens-Henager knew that it was ineligible to receive
Title IV funds because of ICB violations, rendering its
requests for Title IV funds false or fraudulent. To support
this, however, the Government cites a paragraph of its
complaint that provides that Stevens-Henager was not
an eligible institution because it “knowingly violat[ed]
the [ICB].” (Am. Compl. ¶ 65.) That is not enough.
The Government needed to allege that Stevens-Henager

knew that it was ineligible to receive Title IV funds, and
thus knew that its requests for payment were false or
fraudulent.

The Government notes that knowledge may be alleged
generally. True, “[k]nowledge ... may be alleged
generally.” FED. R. CIV. P. 9(b). But the Government
has not even attempted to allege that Stevens-Henager
knew that it was ineligible to receive Title IV funds because
of ICB violations. Put simply, the Government misses
the point. Perhaps the Government could have alleged
generally that Stevens-Henager knew that it was ineligible
to receive Title IV funds based on ICB violations. But it

did not. 4  Because the Government has failed to allege that
Stevens-Henager knew that it was ineligible to receive Title
IV funds because of ICB violations, the Government has
not plausibly alleged that Stevens-Henager knew that its
requests for Title IV funds were false.

4 The Government, however, is probably unable to
allege this in good faith because its own policy
between 2002 and 2015 was that “[i]mproper
recruiting does not render a recruited student
ineligible to receive student aid funds for attendance
at the institution on whose behalf the recruiting is
conducted.”

*12  Stevens-Henager also argues that the Government’s
claims based on G5 certifications fail because the
Government has not pled “facts supporting materiality.”
The court, however, need not address this argument
because the Government has failed to allege that Stevens-
Henager’s requests for payment in the G5 system were
either expressly or impliedly false, and even if they were,
the Government has not alleged that Stevens-Henager
knew that the requests for payment were false.

For the reasons stated above, the court dismisses the
Government’s claims under the False Claims Act to
the extent that they are based upon its G5 certification
theory of liability. Because there is a fundamental legal
impediment to the G5 certification theory, amendment
of the complaint would be futile. Bylin v. Billings,
568 F.3d 1224, 1229 (10th Cir. 2009) (“Refusing leave
to amend is generally only justified upon a showing
of undue delay, undue prejudice to the opposing
party, bad faith or dilatory motive, failure to cure
deficiencies by amendments previously allowed, or futility
of amendment.” (citation omitted) ). Therefore, dismissal
is with prejudice.
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4) Promissory Fraud: The PPAs

The court previously determined that the Government
had stated a claim under the False Claims Act based
on a theory of promissory fraud. Stevens-Henager
suggests that the court should reconsider this ruling
and hold that ICB noncompliance is not material to
the Department of Education’s payment decisions. But
Stevens-Henager misunderstands the court’s prior holding
and the promissory-fraud theory of liability.

Unlike the terms “claim” and “knowingly,” which
are defined in the False Claims Act, “false” and
“fraudulent” are defined only by judicial interpretation
and construction. United States ex rel. Polukoff v. St.
Mark’s Hosp., 895 F.3d 730, 740 (10th Cir. 2018).
Congress has explained that the terms “false” and
“fraudulent” should be construed broadly:

[E]ach and every claim submitted
under a contract, loan guarantee, or
other agreement which was originally
obtained by means of false statements
or other corrupt or fraudulent
conduct, or in violation of any
statute or applicable regulation,
constitutes a false claim.

S. Rep. No. 99-345, at 9 (1986), reprinted in 1986
U.S.C.C.A.N. 5266, 5274 (emphasis added) (citing United
States ex rel. Marcus v. Hess, 317 U.S. 537 (1943) ).

Consistent with this, courts have recognized that False
Claims Act liability can attach to each and every claim
submitted under a PPA that was obtained through
fraudulent statements. United States ex rel. Miller v.
Weston Educ., Inc., 840 F.3d 494, 503–05 (8th Cir. 2016);
United States ex rel. Hendow v. Univ. of Phoenix, 461
F.3d 1166, 1173 (9th Cir. 2006); United States ex rel.
Main v. Oakland City Univ., 426 F.3d 914, 916–17 (7th
Cir. 2005). Put simply, an initial falsehood “can taint
subsequent claims for payment, even if those claims are for
legitimate goods or services.” Joan H. Krause, Reflections
on Certification, Interpretation, and the Quest for Fraud
that “Counts” Under the False Claims Act, 2017 U. Ill. L.

Rev. 1811, 1817 (2017); see also Hendow, 461 F.3d at 1173
(“[S]ubsequent claims are false because of an original fraud
(whether a certification or otherwise).”).

As the court previously explained, to state claim under
the False Claims Act based on promissory fraud, the
Government must allege: “(1) Stevens-Henager made false
statements in its PPAs; (2) Stevens-Henager knew that its
statements were false; (3) the statements were material to
Department of Education’s decision to execute the PPAs;
and (4) Stevens-Henager made claims for payment under
the fraudulently induced PPAs.” Brooks, 305 F. Supp. 3d
at 1299–300 (emphasis added).

*13  The court went to great lengths to explain to the
parties the proper focus for materiality when liability is
based on a theory of promissory fraud:

[T]he Government’s claims are based on promissory
fraud, unlike the claim in Escobar, which was based
on implied certification. The Supreme Court, in
Escobar, discussed materiality as it relates to claims
for reimbursement that are allegedly false because
they impliedly certify compliance with underlying
regulations. Here, the Government alleges that claims
were false based on promissory fraud: Stevens-Henager
falsely certified that it would comply with the ICB
in its 2007 and 2010 PPAs. In other words, the
“fraud” was not a failure to disclose noncompliance
with a regulation, as was the case in Escobar, but
rather an affirmative misrepresentation: a false promise
to comply with the ICB. Because the Government
alleges promissory fraud, the court “examines the
false statements that induced the government to
enter the [PPAs].” Thus, the court must determine
whether the Government has alleged sufficient facts
to plausibly establish that Stevens-Henager’s allegedly
false promises to comply with the ICB in its PPAs were
material to the Department of Education’s decision to
execute the PPAs.

Id. at 1301–02 (citation omitted). After explaining the
relevant inquiry, the court held that “the Government
ha[d] alleged sufficient facts to plausibly establish that
the Department of Education attached importance to
Stevens-Henager’s promises to comply with the ICB.” Id.
at 1302.

Stevens-Henager suggests that this was error “because the
same materiality requirements apply to all [False Claims
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Act] claims.” True, the materiality standard does not
change: “a false statement is material under the False
Claims Act ‘if either (1) a reasonable person would likely
attach importance to it or (2) the defendant knew or
should have known that the government would attach
importance to it.’ ” Id. at 1300 (citation omitted). But,
as the court made clear, the standard applies to the false
statement that forms the basis of liability, which, for the
Government’s claims based on promissory fraud, is the
statement that induced the Department of Education to
enter into PPAs with Stevens-Henager.

Because Stevens-Henager has not addressed whether its
allegedly false promises in its PPAs were material to
the Department of Education’s decision to enter into
the PPAs, the court declines to revisit its prior holding.
Accordingly, the Government may proceed on a theory
that Stevens-Henager submitted false claims for payment
based on a theory of promissory fraud.

II. MOTION TO DISMISS THE RELATORS’
FOURTH AMENDED COMPLAINT
The relators allege three claims for relief based upon three
distinct theories of liability. First, the relators allege that
the Colleges are liable under 31 U.S.C. § 3729(a)(1)(B)
and its predecessor because they fraudulently induced the
Department of Education to enter into various PPAs,
thereby rendering their subsequent requests for Title IV
funds “false or fraudulent.” Second, the relators allege
that the Colleges are liable under § 3729(a)(1)(A) and
its predecessor because their requests for Title IV funds
were rendered false by virtue of their G5 certifications.
Third, the relators allege that the Colleges are liable under
§ 3729(a)(1)(B) and its predecessor because they made
false statements in their Required Management Assertions
(RMAs).

A. The G5 Certifications
*14  The relators, like the Government, allege that the

Colleges are liable under the False Claims Act because of
their G5 certifications. (Fourth Am. Compl. ¶¶ 387–91.)
This claim, however, fails for the same reason that the
Government’s G5 certification claim fails. The relators,
like the Government, have failed to allege that the Colleges
were ineligible to receive Title IV funds, and even if the
relators had, they have not alleged that the Colleges knew
that they were ineligible to receive Title IV funds. The

court, therefore, dismisses the relators’ second claim for
relief with prejudice.

B. The Required Management Assertions
The Colleges submitted RMAs that expressly certified
compliance with the legal requirements that they allegedly
violated. (Id. ¶ 235.) The RMAs were required as part of
the Colleges’ annual audit process. (Id. ¶ 236.) Indeed, the
first step of the audit process is for a school’s management
to provide RMAs to the school’s auditor. (Id. ¶ 238.)

According to the relators, the Colleges are liable under
the False Claims Act because assertions in their RMAs
were false. (Id. ¶ 394.) In the relators’ own words, the
Colleges “are liable for ... violations of 31 U.S.C. §
3729(a)(1)(B) and its predecessor statute for falsely and
expressly certifying compliance with each of the Legal
Requirements in the[ir] RMAs.” (Id. ¶ 392.) But this claim
for relief fails.

Section 3729(a)(1)(B) imposes liability on any person who
“knowingly makes, uses, or causes to be made or used, a
false record or statement material to a false or fraudulent
claim.” A claim for relief under § 3729(a)(1)(B) has three
elements: (1) the defendant makes a false statement, (2)
the defendant knows that the statement is false, and (3)
the false statement is material to a false claim for payment.
§ 3729(a)(1)(B); Brooks, 305 F. Supp. 3d at 1293–94.
“Section 3729(a)(1)(B) is ‘designed to prevent those who
make false records or statements ... to get claims paid or
approved from escaping liability solely on the ground that
they did not themselves present a claim for payment or
approval.’ ” Brooks, 305 F. Supp. 3d at 1294 (quoting
Pencheng Si v. Laogai Research Found., 71 F. Supp. 3d
73, 87 (D.D.C. 2014) ). “In other words, the primary
purpose of § 3729(a)(1)(B) is to remove any defense that
the defendant did not personally submit, or cause to be
submitted, a false claim.” Id. Indeed, many violations
of § 3729(a)(1)(B) may also be considered violations of
§ 3729(a)(1)(A), which imposes liability on persons who
“knowingly present[ ], or cause[ ] to be presented, a false
or fraudulent claim for payment or approval.” Id.

The court has already explained the problems with
relators’ theory of liability based on the RMAs. Brooks,
305 F. Supp. 3d at 1314. To be clear, the RMAs are
not “claims”—that is, they are not requests for payment.
See § 3729(b)(2); Brooks, 305 F. Supp. 3d at 1296 n.6
(pointing out that PPAs are not “claims,” as that term is
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used in the statute). The RMAs are nothing more than
a set of statements, or assertions. And the False Claims
Act does not impose liability on persons who “knowingly
make[ ] ... a false record or statement.” Cf. § 3729(a)(1)(B).
Instead, the false record or statement must be material to
a “false or fraudulent claim.” § 3729(a)(1)(B). In essence,
the relators attempt to impose liability on false statements
alone, reading the “false or fraudulent claim” requirement
out of § 3729(a)(1)(B). Consequently, the relators’ third
claim for relief must be dismissed with prejudice because
it is not based on a valid legal theory.

Indeed, the court is confused as to the purpose of the
relators’ third claim for relief. The purpose of § 3729(a)
(1)(B) is to remove any defense that the defendant did
not submit the false claim. Brooks, 305 F. Supp. 3d at
1294. But in this case the Colleges are alleged to have
submitted (or at least caused to be submitted) each and
every claim for payment. And the relators themselves
allege, albeit in a conclusory fashion, that “the RMAs
did influence the payment of false claims.” (Fourth Am.
Compl. ¶ 395 (emphasis added).) That is, the relators
allege that the Colleges’ claims for payment, which the
Colleges submitted, are false claims. If those claims are
false, which they must be for the relators to prevail under
§ 3729(a)(1)(B), then the relators should have proceeded
under § 3729(a)(1)(A). In other words, if the Colleges’
claims for payment were false, there is no need to show
that they also made false statements in their RMAs. See §
3729(a)(1)(A) (imposing liability on anyone who submits
a false claim for payment).

*15  The court, therefore, dismisses with prejudice the
relators’ third claim for relief based upon the RMAs.

C. The PPAs
The Colleges entered into a number of PPAs with the
Department of Education. (See Fourth Am. Compl. ¶
208.) When a school enters into a PPA, it agrees that,
among other things:

(4) It will establish and maintain such administrative
and fiscal procedures and records as may be necessary
to ensure proper and efficient administration of funds
received from the Secretary or from students under the
Title IV, HEA programs

....

(16) For a proprietary institution, the institution will
derive at least 10 percent of its revenues for each fiscal
year from sources other than Title IV, HEA program
funds

....

(22) It will not provide, nor contract with any entity that
provides, any commission, bonus, or other incentive
payment based directly or indirectly on success in
securing enrollments or financial aid to any person or
entities engaged in any student recruiting or admission
activities or in making decisions regarding the awarding
of student financial assistance ....

(23) It will meet the requirements established pursuant
to Part H of Title IV of the HEA by ... nationally
recognized accrediting agencies; [and]

(24) It will comply with the refund provisions
established in 34 CFR Part 668.22.

(Id. ¶ 212.)

1) The 90/10 Rule

A proprietary school, when it executes a PPA, agrees
that it “will derive at least 10 percent of its revenues
for each fiscal year from sources other than Title IV
[programs].” (Id.) This is the so-called 90/10 Rule. 20
U.S.C. § 1094(a)(24). The relators allege that the Colleges
took various steps “to inflate their revenue from non-
governmental sources for 90/10 Rule purposes.” (Id. ¶
196.) But the relators have not alleged that the Colleges
made false statements in their PPAs concerning the 90/10

Rule. (See id. ¶¶ 215–24.) 5  Accordingly, the relators have
not sufficiently alleged that any of the Colleges’ claims
for payment were “false or fraudulent” because they made
false statements in their PPAs concerning the 90/10 Rule.
(See id.) Thus, the court dismisses the relators’ first claim
to the extent that it rests upon the 90/10 Rule.

5 The court is confused as to why the relators allege
that the Colleges agreed to comply with the 90/10
Rule in their PPAs. (Fourth Am. Compl. ¶ 212.)
But then the relators do not allege that any of the
Colleges ever made false statements in their PPAs as
to the 90/10 Rule. (See id. ¶¶ 215-24.) This, however,
is consistent with the scattershot approach that the
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relators have taken with their pleadings. See Brooks,
305 F. Supp. 3d at 1309 n.20 (discussing how the
relators copied wholesale portions of a complaint
used by the Government in another case).

2) The ICB

As explained above, schools, in their PPAs agree to
not pay employees “commission[s], bonus[es], or other
incentive payment[s] based directly or indirectly on
[their] success in securing enrollments.” (Id. ¶ 212.)
The relators have plausibly alleged that the Colleges
compensated employees based on their success in enrolling
students beginning in 2003 and ending in July 2011.
(Id. ¶¶ 34–120.) Specifically, the Colleges uniformly
paid bonuses on versions of Procedure Directive 85R
during this timeframe. (Id. ¶¶ 42–65.) Each version of
Procedure Directive 85R detailed bonuses that admissions
consultants could earn based “on [their] success in
securing enrollments.” (Id.)

*16  In July 2011, the Colleges “repealed their then-
existing [Admissions Consultant] Bonus Plan and FP
Bonus Plan.” (Id. ¶ 120.) But according to the relators, the
Colleges began violating the ICB again in “approximately
April 2014.” (Id. ¶ 121.) Specifically, the Colleges
implemented an Online Admissions Consultant Bonus
Plan under which online admissions consultants earned
a base salary of $38,000 but could earn up to $60,000 if
they started, or enrolled, an average of six students per
module. (Id. ¶ 122.) In short, the relators have plausibly
alleged that the Colleges compensated online admissions
consultants based on their success in enrolling students
beginning around April 2014. (See id. ¶¶ 120–27.)

The relators have plausibly alleged that the Colleges
knowingly misrepresented their intent to comply with
the ICB in the following PPAs: Stevens-Henager’s April
2007 PPA; Stevens-Henager’s January 2010 PPA; College
America Denver’s June 2007 PPA; College America
Denver’s February 2010 PPA; College America Arizona’s
June 2008 PPA; College America Arizona’s November
2011 PPA; and California College’s August 2008 PPA.

(See id. ¶¶ 215–24.) 6  When the Colleges executed these
PPAs, they were paying and continued to pay bonuses
based on employees’ successes in enrolling students. (See
id. ¶¶ 42–65.) This plausibly establishes that the Colleges
knowingly misrepresented their intent to comply with

the ICB when they executed the various PPAs identified
above.

6 Notably, if the Government can prove that the
Colleges made false statements concerning their
intent to comply with the ICB in these PPAs, the
additional factual bases for proving that the Colleges
fraudulently induced the Department of Education
to enter into these PPAs would be irrelevant for
establishing a claim under § 3729(a)(1)(A). That is,
proving that a school made multiple false statements
in a PPA does not increase the number of false claims.
Put simply, the number of claims doesn’t change when
there are multiple false statements in a PPA.

The relators, however, have failed to allege that CEHE
knowingly misrepresented its intent to comply with
the ICB in its 2013 PPA. (Id. ¶¶ 217, 220). When
CEHE executed this PPA, the Colleges had “repealed
their then-existing [Admissions Consultant] Bonus Plan
and FP Bonus Plan.” (Id. ¶ 120.) Indeed, “[admissions
consultants] could earn no new bonuses after July 2011”
but “they continued to be paid under the old program until
approximately early 2012.” (Id. ¶ 82 (emphasis added); see
also id. ¶ 110.)

So, taking the relators’ allegations as true, the Colleges
were not violating the ICB when CEHE executed its PPAs
in January 2013. (See id. ¶¶ 82, 120.) And the Colleges
did not begin to violate the ICB because of the Online
Admissions Consultant Bonus Plan until “approximately
April 2014,” over a year after CEHE executed its January
2013 PPAs. (See id. ¶ 121.) Consequently, unlike the PPAs
executed between 2007 and 2011, the relators have not
plausibly alleged that CEHE knowingly misrepresented its
intent to comply with the ICB in its January 2013 PPA.

In sum, the relators have plausibly alleged that the
Colleges knowingly misrepresented their intent to comply
with the ICB in the PPAs executed between 2007 and 2011.
But the relators have not plausibly alleged that CEHE
knowingly misrepresented its intent to comply with the
ICB in its January 2013 PPA. The court dismisses the
relators’ first cause of action to the extent that it is based
upon this PPA.

3) Refund Requirement
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Schools that participate in Title IV programs must keep
accurate records related to administration of Title IV
funds, including records relating to student attendance
and grades. (Id. ¶ 156.) Regulations specify that all
schools must keep accurate records at all times, including
records relating to a student’s eligibility to receive Title IV
funding and any refunds that the school must remit to the
Department of Education based on a student’s ineligibility
to receive Title IV funds. (Id. ¶ 157 (citing 34 C.F.R. §
668.24(c)(iii)–(iv) ).)

*17  If a student enrolls at a school but fails to attend
class, the school must refund any Title IV funds received
for that student to the Department of Education. (Id. ¶
158 (citing 20 U.S.C. § 1091b; 34 C.F.R. § 668.21(a), (c) ).)
Similarly, if a student attends some classes but then stops
attending classes, the school must calculate the amount of
unearned Title IV funds and refund that amount to the
Department of Education. (Id. ¶ 159 (citing 20 U.S.C. §
1091b; 34 C.F.R. § 668.22(a)(1), (4); § 668.33(b), (g)(i) ).)

A school uses its attendance records to determine a
student’s withdrawal date, which, in turn, determines how
much money the school must refund to the Department
of Education. (Id. ¶ 160 (citing 34 C.F.R. § 668.22(a)
(2)(i)(A), (b) ).) Because a student’s withdrawal date is
determined based on attendance records, schools must
accurately record and report student attendance. (Id. ¶
161.) But because schools retain more money if a student’s
withdrawal date is “postponed,” schools have a financial
incentive to misreport students’ withdrawal dates. (Id.)

As noted above, when a school executes a PPA, it agrees to
“comply with the refund provisions established in 34 CFR
Part 668.22.” (Id. ¶ 212.) The relators allege that three of
the Colleges made false statements concerning the refund
requirement in certain PPAs:

• Stevens-Henager falsely stated that it would comply
with the refund requirement in its January 2010
PPA. (Id. ¶ 216.)

• CollegeAmerica Denver falsely stated that it would
comply with the refund requirement in its February
2010 PPA. (Id. ¶¶ 219.)

• CEHE—on behalf of CollegeAmerica Denver and
California College—falsely stated that it would
comply with the refund requirement in its January
2013 PPA. (Id. ¶ 220, 224.)

i. Stevens-Henager: January 2010 PPA

The relators have alleged five “[r]epresentative examples”
of Stevens-Henager falsifying attendance records. (Id. ¶
168.) First, in “November 2009 and December 2009,” an
instructor reported that a student had perfect attendance
for an externship before the student completed the
externship. (Id.) The relators do not allege whether the
student did not end up with perfect attendance. Second,
in July 2010, an instructor reported that a student had
perfect attendance when the student missed a number of
classes because she was pregnant and gave birth. (Id.)
Third, in June 2010, an instructor gave a student an 84
percent attendance report even though the student missed
about half of the classes. (Id.) Fourth, in August 2010,
an investigation found that an instructor was “marking
students present ... when they are not in class.” (Id.) The
relators do not allege what action, if any, Stevens-Henager
took when it discovered this. Fifth, in 2013 and 2014,
several online admissions consultants called students
and encouraged them to login to the online learning
program because their attendance was determined based
on whether they logged in. (Id.)

These examples, four of which occurred between
November 2009 and August 2010, plausibly establish that
Stevens-Henager knew that it would not comply with the
refund requirement when it executed its January 2010
PPA. See Miller, 840 F.3d at 498–99 (identifying potential
violations of the refund requirement that occurred “before
and after the signing of the PPA”).

ii. CollegeAmerica Denver: February 2010 PPA

For CollegeAmerica Denver, the relators allege that
“Joshua Allen, who was a faculty member and an
Associate Dean ... explained that when he worked
for [CollegeAmerica Denver], he attended ‘Last Day
Attended’ meetings in which [the deans] reached out
to students who weren’t showing up and encouraged
them to log on to their student account so
[CollegeAmerica Denver] wouldn’t have to count them as
dropped.” (Fourth Am. Compl. ¶ 168 (internal quotation
marks omitted).) According to Mr. Allen, “it was his
most important duty to encourage students to appear
to be attending classes by logging into their accounts
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because [CollegeAmerica Denver] ‘needed the students to
have attendance so [it] wouldn’t have to drop them.” (Id.
(internal quotation marks omitted).) Mr. Allen worked
at CollegeAmerica Denver “from November 2009 to
October 2013.” (Id.) This allegation does not plausibly
establish that CollegeAmerica Denver falsely certified
that it intended to comply with the refund requirement
in the February 2010 PPA. At most, the allegation
suggests that it was possible but not plausible that
CollegeAmerica Denver falsely certified that it would
comply with the refund requirement in its February 2010
PPA. Indeed, the allegation does not even establish that
CollegeAmerica Denver improperly withheld Title IV
funds from the Department of Education. Consequently,
the relators have failed to allege that CollegeAmerica
Denver falsely certified that it would comply with the

refund requirement in its February 2010 PPA. 7  The
court, therefore, dismisses the first cause of action against
CollegeAmerica Denver to the extent that it is based upon
the February 2010 PPA.

7 To the extent relators are aware of specific instances
where a school improperly withheld Title IV funds,
they could have alleged violations of § 3729(a)(1)
(D), which imposes liability on any person who “has
possession ... of ... money used, or to be used, by the
Government and knowingly delivers, or causes to be
delivered, less than all of that money.” See Brooks,
305 F. Supp. 3d at 1313 n.24. Indeed, it is likely far
easier to allege a violation of § 3729(a)(1)(D) than it is
to allege that all of a school’s claims for payment are
false or fraudulent based on a theory of promissory
fraud.

iii. CEHE: January 2013 PPA

*18  The relators allege that CEHE, acting on behalf of
CollegeAmerica Denver and California College, falsely
certified that it intended to comply with the refund
requirement. (Id. ¶¶ 220, 224.) For California College, the
relators allege one representative example of “instructors
falsifying attendance records.” (Id. ¶ 168.) Specifically,
in “approximately 2013,” an adjunct professor taught
a “hybrid class” (i.e., a class that is partially online
and partially in class). (Id.) The Associate Dean of
Medical Specialties allegedly told the adjunct professor
“to deal with students that failed to attend [the class]
by ‘at least getting them to sign in on their computers
to keep their attendance active.’ ” (Id.) The relators do

not allege whether the professor actually followed this
advice. And, most importantly, the relators do not allege
that any professor at California College engaged in such
conduct. For CollegeAmerica Denver, the relators again
point to Mr. Allen’s statements about the importance of
encouraging students to log on to their accounts so that
they would not be “dropped.” (Id.)

These allegations do not plausibly establish that CEHE
knowingly misrepresented its intent to comply with
the refund requirement. Indeed, the allegations do not
establish that CEHE improperly withheld Title IV funds
from the Department of Education. That is, the relators
have failed to identify any students whose attendance
records were falsified, resulting in an underpayment of
Title IV funds. Consequently, these allegations do not
plausibly establish that CEHE knowingly misrepresented
its intent to comply with the refund requirement when it
signed its January 2013 PPA, and the court dismisses the
first cause of action against CEHE to the extent that it is
based upon this PPA.

4) Accreditation Requirement

To be eligible to participate in Title IV programs, all
schools must “meet the requirements established by ...
accrediting agencies or associations.” (Id. ¶ 128 (quoting
20 U.S.C. § 1094(a)(21).) Indeed, when schools execute
PPAs, they agree that they will “meet the requirements
established pursuant to Part H of Title IV of the HEA
by ... nationally recognized accrediting agencies.” (Id. ¶
212.) The Colleges accrediting agency is the Accrediting
Commission of Career Schools and Colleges (ACCSC).
(Id. ¶ 130.)

The relators allege that three schools made false
statements concerning the accreditation requirement in
certain PPAs:

• Stevens-Henager falsely stated it would comply with
the accreditation requirement in its January 2010
PPA. (Id. ¶ 216.)

• CollegeAmerica Denver falsely stated that it would
comply with the accreditation requirement in its
February 2010 PPA. (Id. ¶ 219.)

• CEHE—on behalf of Stevens-Henager,
CollegeAmerica Denver, and California College
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—falsely stated that it would comply with the
accreditation requirement in its January 2013 PPA.
(Id. ¶¶ 217, 220, 224.)

i. Stevens-Henager: January 2010 PPA

In the summer of 2010, Ms. Wride became the executive
assistant to the Dean of Education at Stevens-Henager’s
Orem campus. (Id. ¶ 133.) She was asked to investigate
each faculty member’s qualifications to ensure that they
met the minimum accrediting standards for the ACCSC.
(Id.)

According to the relators, Ms. Wride “discovered that
many faculty members ... did not have the required
minimum qualifications, as established by the ACCSC,
to teach the courses that [Stevens-Henager] allowed
them to teach.” (Id. ¶ 134.) The relators provide two
examples. (See id. ¶¶ 135–39.) First, Ms. Wride discovered
that one professor “did not have the minimum number
of years of related practical work experience that the
ACCSC required him to have ... to teach certain
courses ....” (Id. ¶ 135.) This professor, according to Ms.
Wride, had “misrepresented the nature of his prior work
experience.” (Id. ¶ 137.) Second, Ms. Wride discovered
that another professor “did not have sufficient education
and related practical work experience to meet the ACCSC
accreditation standards for faculty members.” (Id. ¶
139.) Specifically, the professor “had never practiced
as a chiropractor and had no related practical work
experience ....” (Id.)

*19  Ms. Wride eventually raised these issues with the
Dean of Education at Stevens-Henager’s Orem campus.
(Id. ¶ 140.) The Dean told Ms. Wride that he previously
brought similar problems to the attention of “upper
management” and that he was “nearly terminated for
exposing the problems.” (Id.) Ms. Wride eventually
reported the problems to the Colleges’ CEO and COO.
(Id. ¶ 144.) Despite this, Stevens-Henager continued to
submit the same faculty personnel reports to the ACCSC
for accreditation. (Id. ¶ 146.)

When the ACCSC conducted an audit of Stevens-
Henager’s Orem campus, Ms. Wride was told to “take
the day off” to make sure that she had no contact with
the auditors. (Id. ¶ 149.) Ms. Wride was also dropped
from Stevens-Henager’s respiratory-therapy program, the

program in which she was enrolled, as retaliation for
raising concerns with faculty personnel reports. (Id. ¶ 150.)
When Ms. Wride complained, she was reinstated and
Stevens-Henager agreed to waive her tuition and fees if she
“just [left] things alone.” (Id. ¶ 151.)

While the relators allegations suggest that Stevens-
Henager knowingly violated accreditation requirements
beginning in “summer 2010,” the allegations do not
establish that Stevens-Henager knowingly made false
statements regarding its intent to comply with accrediting
standards in January 2010, months before Ms. Wride first
raised concerns over faculty qualifications. Notably, the
relators have alleged only violations that occurred after
Stevens-Henager entered into the relevant PPA. See Main,
426 F.3d at 917 (“Tripping up on a regulatory complexity
does not entail a knowingly false representation.”).
Indeed, the relators have not alleged that Stevens-Henager
knew that faculty members were under-qualified when it
executed its PPA in January 2010. At most, the relators’
allegations are merely consistent with Stevens-Henager
knowingly misrepresenting its intent to comply with
accreditation requirements. Consequently, the relators
have not plausibly established that Stevens-Henager
knowingly misrepresented its intent to comply with the
accreditation requirement in its January 2010 PPA, and
the court dismisses the first cause of action against
Stevens-Henager to the extent that it rests upon the
accreditation requirement in this PPA.

ii. CollegeAmerica Denver: February 2010 PPA

The relators allege four examples of CollegeAmerica
Denver violating accrediting standards. (Id. ¶ 154.) First,
in approximately 2009, an instructor observed work-
study students and employees falsifying student files in an
attempt to bring the files into compliance with ACCSC
standards. (Id.) Second, during the same time period,
the same instructor falsified student files before giving
them to an ACCSC auditor. (Id.) Third, between 2011
and 2013, a career services employee reported students as
being “self-employed” with sufficient information and in
violation of ACCSC standards. (Id.) Fourth and finally,
in 2012, employees were told to hide documents and
a book room from ACCSC representatives. (Id.) The
documents advertised a “free” college program used to
recruit students, but ACCSC standards prohibit the use of
such inducements to enroll students. (Id.)
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These allegations plausibly establish that CollegeAmerica
Denver knowingly violated accrediting standards between
2009 and 2013. Consequently, the relators’ allegations
plausibly established that CollegeAmerica Denver
knowingly misrepresented its intent to comply with
accrediting standards in its 2010 PPA.

iii. CEHE: January 2013 PPA

*20  The relators allege that CEHE—acting on behalf of
Stevens-Henager, CollegeAmerica Denver and California
College—falsely certified that it intended to comply with
accrediting standards. (Id. ¶¶ 217, 220, 224.)

For California College, the relators allege examples of
when the school took action to conceal violations of
accrediting standard. (Id. ¶ 153.) But these events occurred
in “February 2016,” over three years after CEHE entered
into its January 2013 PPA. (Id.) For Stevens-Henager,
the relators allege that “[i]n 2013” the school reported
to ACCSC that a philosophy class was being taught by
a professor with the requisite qualifications. (Id.) But in
reality, a different instructor who was not qualified taught
the class. (Id.) “In 2013,” Stevens-Henager “allowed
instructors without the required years of experience
to teach medical coding and billing courses.” (Id. ¶
155.) And in late 2013, Stevens-Henager “allowed an
instructor without a background in the law to teach a
business law course.” (Id.) For CollegeAmerica Denver,
the relators have alleged the examples discussed above
in connection with CollegeAmerica Denver’s February
2010 PPA. And the relators also allege that in 2013, a
professor was allowed to teach several accounting courses
even though “he did not have the correct degree to teach
the classes.” (Id.)

These allegations plausibly establish that Stevens-
Henager and CollegeAmerica Denver violated accrediting
standards both before and after CEHE executed its
PPA (on their behalf) in January 2013. Consequently,
the allegations plausibly established that CEHE falsely
certified that it intended to comply with accrediting

standards in its 2013 PPA. 8

8 The allegations related to California College add
little, if any, support to this conclusion because the
alleged violations took place in February 2016—over

three years after CEHE entered into the January 2013
PPA.

III. VIABILITY OF THE RELATORS’ POST-

INTERVENTION COMPLAINTS 9

9 The court also asked the parties to brief whether
permitting private citizens to prosecute claims on
behalf of the Government violates the “take Care”
clause found in Article II of the U.S. Constitution.
Because the court strikes the relators’ complaints, it
need not address this constitutional question.

The court finally turns to the question of whether the
relators have a right to “maintain the non-intervened
portion of the action in the name of the United States.”
Up till this point, the parties have operated under the
assumption that the relators may do so. This apparently
led the relators to publicly file amended complaints, name
additional defendants, and assert additional claims for
relief. Problematically, however, nothing in the False
Claims Act or the legislative history suggests that a relator
can maintain the non-intervened portion of an action. In
fact, the plain language of the statute suggests otherwise.

The statute is unambiguous. If the Government intervenes
in the action, it must conduct the action and has the
“primary responsibility for prosecuting the action.” While
a relator retains a limited right to continue as a party to
the action, that right does not allow the relator to amend
his or her complaint to add defendants and claims to the
Government’s action. Those rights necessarily belong to
the party with the primary responsibility for conducting
the action—in this case, the Government. Consequently,
the Government’s complaint in intervention superseded
the relators’ amended complaint, and any pleading
subsequently filed by the relators lacked legal effect.

A. The False Claims Act
*21  “A [relator] may bring a civil action for a violation

of section 3729 for the person and for the United States
Government.” 31 U.S.C. § 3730(b)(1). “The action shall
be brought in the name of the Government.” § 3730(b)(1).
The Federal Rules of Civil Procedure provide that “[t]here
is one form of action—the civil action,” FED. R. CIV. P.
2, and one commences a civil action “by filing a complaint

with the court,” FED. R. CIV. P. 3. 10  In short, a relator
commences a civil action by filing a complaint with the
court.
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10 See Civil Action, BLACK’S LAW DICTIONARY
(10th ed. 2014) (defining civil action as “[a]n action
brought to enforce, redress, or protect a private or
civil right; a noncriminal litigation”).

“A copy of the complaint and written disclosure of
substantially all material evidence and information the
[relator] possesses shall be served on the Government ....”
§ 3730(b)(2). “The complaint shall be filed in camera,
shall remain under seal for at least 60 days, and shall not
be served on the defendant until the court so orders.” §
3730(b)(2).

“The Government may elect to intervene and proceed
with the action within 60 days after it received both the
complaint and the material evidence and information.” §
3730(b)(2). “The Government may, for good cause shown,
move the court for extensions of the time during which the
complaint remains under seal ....” § 3730(b)(3).

“Before the expiration of the 60-day period and any
extensions ..., the Government shall (A) proceed with the
action, in which case the action shall be conducted by the
Government; or (B) notify the court that it declines to take
over the action, in which case the [relator] shall have the
right to conduct the action.” § 3730(b)(4) (emphasis added).

“If the Government elects not to proceed with the action,
the [relator] shall have the right to conduct the action.” §
3730(c)(3) (emphasis added). “When a [relator] proceeds
with the action, the court, without limiting the status
and rights of the [relator], may nevertheless permit the
Government to intervene at a later date upon a showing
of good cause.” § 3730(c)(3).

“If the Government proceeds with the action, it shall
have the primary responsibility for prosecuting the action,
and shall not be bound by an act of the [relator].” §
3730(c)(1) (emphasis added). “If the Government elects to
intervene and proceed with an action ..., the Government
may file its own complaint or amend the complaint of
[the relator] to clarify or add detail to the claims in which
the Government is intervening and to add any additional
claims with respect to which the Government contends it
is entitled to relief.” § 3731(c).

If the Government intervenes, the relator has “the right
to continue as a party to the action,” subject to certain
limitations. § 3730(c)(1). Those limitations include “(i)
limiting the number of witnesses the [relator] may call;

(ii) limiting the length of the testimony of such witnesses;
(iii) limiting the [relator’s] cross-examination of witnesses;
[and] (iv) otherwise limiting the participation by the
[relator] in the litigation.” § 3730(c)(2)(C).

If the Government intervenes, the court may impose
restrictions on the relator if: (1) the Government shows
that “unrestricted participation during the course of
the litigation by the [relator] would interfere with or
unduly delay the Government’s prosecution of the case,
or would be repetitious, irrelevant, or for the purpose[ ]
of harassment,” § 3730(c)(2)(C); or (2) the defendant
shows that “unrestricted participation during the course
of the litigation by the [relator] would be for purposes of
harassment or would cause the defendant undue burden
or unnecessary expense ...,” § 3730(c)(2)(D).

B. “Action” Unambiguously Means “Civil Action”
*22  The Government contends that Congress used the

word “action” to mean “cause of action,” as opposed
to “civil action.” In evaluating this contention, the court
must “determine congressional intent, using traditional
tools of statutory construction.” Coffey v. Freeport
McMoran Copper & Gold, 581 F.3d 1240, 1245 (10th
Cir. 2009) (citation omitted). The first step in statutory
construction is to “determine whether the language at
issue has a plain and unambiguous meaning with regard
to the particular dispute in the case,” which is determined
by “reference to the language itself, the specific context in
which the language is used, and the broader context of the
statute as a whole.” Robinson v. Shell Oil Co., 519 U.S.
337, 340–41 (1997). To the extent a statute is ambiguous, a
court must consider its purpose and the legislative history
to determine the statute’s meaning. McGraw v. Barnhart,
450 F.3d 493, 499 (10th Cir. 2006).

Here, the text of the statute and its structure undermine
the Government’s interpretation of the term “action.”
First, § 3730(b)(1) unambiguously shows that Congress
used “action” to mean “civil action.” The first sentence
provides that a relator may bring a “civil action,” and the
following sentence explains that the “action” (i.e., the civil
action) shall be brought in the name of the Government. §
3730(b)(1). The next sentences provides that “[t]he action
[i.e., the civil action] may be dismissed only if the court and
the Attorney General give written consent to the dismissal

and their reasons for consenting.” § 3730(b)(1). 11
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11 This sentence further undermines the Government’s
position because it is unlikely that Congress would
have required that the court and the Attorney General
give written consent anytime a relator moves to
dismiss a cause of action.

Second, other provisions show that Congress used
“action” to mean something other than “cause of
action.” “The court shall dismiss an action or claim
under this section, unless opposed by the Government,
if substantially the same allegations or transactions as
alleged in the action or claim were publicly disclosed.” §
3730(e)(4)(A) (emphasis added). If “action” means “cause
of action,” the words “or claim” would be superfluous.
See Cause of Action, BLACK’S LAW DICTIONARY
(10th ed. 2014) (suggesting that one review the definition
of “claim” for more information on the definition of
“cause of action”). That is, interpreting “action” to mean
“cause of action” runs afoul of the rule that courts must
“give effect, if possible, to every clause and word of a
statute.” Inhabitants of Montclair Tp. v. Ramsdell, 107
U.S. 147, 152 (1883).

The Government contends that the so-called first-to-
file bar supports its position. It provides, “When a
person brings an action under this subsection, no person
other than the Government may intervene or bring a
related action based on the facts underlying the pending
action.” § 3730(b)(5). According to the Government,
courts uniformly examine the bar’s applicability to a
second case on a cause-of-action by cause-of-action basis.
And, as the Government’s argument goes, this suggests
that “action” means “cause of action.” Not so.

The court agrees that the phrase “related action based
on the facts underlying the pending action,” bars claims
arising from events that are already the subject of existing
suits. United States ex rel. LaCorte v. SmithKline Beecham
Clinical Labs., Inc., 149 F.3d 227, 232 (3d Cir. 1998). But
this is because once a court dismisses the claims that arise
from events that are the subject of a pending suit, the
second action is no longer “based on the facts underlying
[a] pending action.” § 3730(b)(5). The cause-of-action by
cause-of-action approach simply lets courts excise those
claims that are the subject of a pending action. This makes
it so that the second action is no longer based on the facts

underlying a pending action. 12

12 The relators contend that the court’s interpretation
will lead to a perverse outcome: relators will “file

separate complaints—perhaps for each defendant,
each cause of action, or both.” But the court struggles
to see how relators would do so when the first-to-
file bar provides that “[w]hen a person brings an
action under this subsection, no person other than the
Government may ... bring a related action based on
the facts underlying the pending action.” § 3730(b)(5)
(emphasis added). The plain language of the first-to-
file bar prevents a relator from commencing a second
action that is based on the facts underlying the first.
The relators also contend that “a construction that
eliminates partial intervention will simply lead the
Government and relators to sever the non-intervened
claims into separate actions during the seal period.”
Again, the court struggles to see how this is possible
when relators cannot file a second action that is based
on the underlying facts of the first action.

*23  Notably, the Government’s proffered interpretation
is inconsistent with actions it took in this case.
Following the Supreme Court’s decision in Escobar,
the Government, by its own admission, instructed
the relators to not file a motion for reconsideration.
Specifically, the Government “asserted its authority to
restrict Relators’ counsel from taking actions in the case
that the Government believed were inappropriate.”

But according to the Government’s proffered
interpretation, it declined to intervene as to the relators’
”causes of action,” so the relators should have had
the right to conduct those “causes of action.” See §
3730(c)(3). Short of seeking outright dismissal of those
“causes of action,” which would require a showing
of good cause, see § 3730(c)(2)(A), it is unclear what
authority the Government had to instruct the relators
to not file a motion for reconsideration. Indeed, “if the
United States declines to intervene, the relator retains
‘the right to conduct the action’ ” and “[t]he United
States is thereafter limited to exercising only specific rights
during the proceeding,” such as “requesting service of
pleadings and deposition transcripts,” “seeking to stay
discovery that ‘would interfere with the Government’s
investigation or prosecution of a criminal or civil matter
arising out of the same facts,’ ” and “vetoing a relator’s
decision to voluntarily dismiss the action” United States
ex rel. Eisenstein v. City of New York, 556 U.S. 928,
932 (2009) (emphasis added). Nothing in the statute
gives the Government the authority to instruct relators
to not file certain motions when the Government has
declined to intervene. See § 3730(c)(3), (4). Instead, the
Government’s actions in this case are consistent with
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the court’s interpretation and the plain language of
the statute, which gives the Government the primary
responsibility for prosecuting “the action.”

In sum, the False Claims Act unambiguously uses
“action” to mean “civil action.” See Ratzlaf v. United
States, 510 U.S. 135, 143 (1994) (“A term appearing in
several places in a statutory text is generally read the same
way each time it appears.”). The Government’s arguments
to the contrary are unavailing and undermined by the
plain language of the statute.

C. The Government May Intervene on Some But Not
All of a Relator’s Claims

The Government, in its briefing, creates a false narrative.
The Government argues that the court’s interpretation
will force the Government to “choose between intervening
in the case as a whole, even including those claims and
defendants that it did not wish to pursue, or declining
the entire matter and abandoning potentially meritorious
causes of action.” This would be troubling if it were true.
But it is not.

“If the Government elects to intervene and proceed
with an action ..., the Government may file its own
complaint or amend the complaint of [the relator] to
clarify or add detail to the claims in which the Government
is intervening and to add any additional claims with
respect to which the Government contends it is entitled to
relief.” § 3731(c) (emphasis added). This unambiguously
lets the Government add claims when it intervenes—
indeed, the Government did so in this case. And it lets the
Government intervene as to certain claims in the relators’
complaint. But it says nothing about whether relators can
maintain the non-intervened portion of the action, which
is the concern at issue here.

D. Relators May Not Maintain the Non-Intervened
Portion of an Action

*24  The court now turns to the heart of the matter:
whether a relator retains an independent right to
maintain the non-intervened portion of an action. The
Government’s main argument is that Congress’ silence as
to whether a relator may prosecute the non-intervened
portion of an action suggests that the relator retains a right
to do so. Specifically, the Government contends that the
language allowing it “to clarify or add detail to the claims

in which [it] is intervening” means that a relator can pursue
the non-intervened claims. The court is not convinced.

Congress would not have given relators the primary
responsibility for prosecuting the non-intervened claims in
such a cryptic fashion. See F.D.A. v. Brown & Williamson
Tobacco Corp., 529 U.S. 120, 160 (2000) (“[W]e are
confident that Congress could not have intended to
delegate a decision of such economic and political
significance to an agency in so cryptic a fashion.”). There
are a number of ways in which Congress could have
given relators such a right. It could have written, “The
person bringing the action has the primary responsibility
for prosecuting the claims in which the Government did
not intervene.” Cf. § 3731(c). Or, “If the Government
proceeds with the action, the action shall be conducted
by the Government and the person bringing the action.”
Cf. § 3730(b)(4). Or, Congress could have taken the
Government’s “practical” approach, replacing “action”

with “claim for relief.” 13  But such language is noticeably
absent from the statute.

13 See Claim, BLACK’S LAW DICTIONARY (10th
ed. 2014) (defining claim as “[a] demand for money,
property, or a legal remedy to which one asserts a
right; esp., the part of a complaint in a civil action
specifying what relief the plaintiff asks for.—Also
termed claim for relief”).

Congress’ silence as to a relator’s right to prosecute the
non-intervened claims leads to the conclusion that no such
right exists. In essence, the Government asks the court to
read provisions into the statute to allow the relators to
maintain the non-intervened portion of the action. But
this would result “not [in] a construction of [the] statute,
but, in effect, an enlargement of it by the court, so that
what was omitted [i.e., the relator’s right to maintain
the non-intervened claims] ... may be included within its
scope.” Lamie v. U.S. Trustee, 540 U.S. 526, 538 (2004)
(first and second alterations in original) (citation omitted).
But the court need not proceed in this fashion—indeed,
there is a fundamental “difference between filling a gap left
by Congress’ silence and rewriting rules that Congress has
affirmatively and specifically enacted,” which is what the
Government asks the court to do. Id. (citation omitted).

The structure of the statute further undermines the
Government’s position. Indeed, if the Government
intervenes, it has “the primary responsibility for
prosecuting the action, and shall not be bound by an act
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of the [relator].” § 3730(c)(1) (emphasis added). Allowing
relators to pursue the non-intervened claims is in direct
conflict with this provision. The Government would not
have primary responsibility for conducting the action if,
after the Government files a complaint in intervention,
a relator’s complaint remained operative and the relator
retained the right to amend that complaint, adding parties
and claims to the Government’s action. And it is unclear
how the Government is not “bound by an act of [a
relator]” if the relator can add allegations, defendants, and

claims to the Government’s action. 14

14 The relators argue that “[t]he Government is
primarily, not solely, responsible for the claims
in which it has intervened.” And they state that
they are “not in any way challenging the authority
of the Government to prosecute the intervened
claims in whatever way the Government prefers,
with as little or as much help from Relators as
the Government desires.” (emphasis added). This
statement is problematic. It implies that the relators
think that they, not the Government, are primarily
responsible for prosecuting portions of the action,
which is troubling since it is the Government that is
primarily responsible for “prosecuting the action.” §
3730(c)(1).

*25  At least three other provision of the False Claims Act
suggest that relators may not maintain the non-intervened
portion of an action. First, consider the provisions that
deal with awards to relators. Section 3730(d)(1) provides
that “[i]f the Government proceeds with an action brought
by a [relator] under subsection (b), such [relator] shall ...
receive at least 15 percent but not more than 25 percent
of the proceeds of the action or settlement of the
claim.” (emphasis added). Section 3730(d)(2) provides
that “[i]f the Government does not proceed with an action
under this section, the [relator] ... shall receive ... not
less than 25 percent and not more than 30 percent of
the proceeds of the action or settlement.” (emphasis
added). Put simply, a relator’s potential award depends on
whether the Government intervenes in the action, not on
whether a relator prevails on the non-intervened claims.

The legislative history confirms this:

If the Government enters the action and if the [relator]
disclosed relevant evidence or relevant information
which the Government did not have at the time the
action was brought, the [relator] shall receive not less

than 15% nor more than 25% of the proceeds of the
action or settlement of the claim....

If the government does not enter and proceed with the
action, and if the [relator] proceeds with it to judgment
or settlement, the [relator] shall receive an amount which
the court decides is reasonable. That amount shall not
be less than 25% nor more than 30% of the proceeds of
the action or settlement and is to be paid out of such
proceeds.

H.R. Rep. No. 99-660, at 36–37 (1986) (emphasis

added). 15  Like the statute, nothing in the legislative
history suggests that Congress intended for courts to
apply the damages provision for intervened actions to the
claims that the Government prosecuted and then apply
the damages provision for non-intervened actions to the
claims that the relators prosecuted.

15 See also S. Rep. No. 99-345, at 27 (1986), reprinted
in 1986 U.S.C.C.A.N. 5266, 5292 (“Subsection (d)(1)
provides that when the Government has intervened,
taken over the suit and produced a recovery either
through a settlement agreement or a judgment, the
relators will receive between 10 and 20 percent
[sic] of the recovery. Subsection (d)(2) provides that
if the relator has litigated the false claims action
successfully and the Government did not take over the
suit, the relator will be awarded between 20 and 30
percent [sic] of the judgment or settlement proceeds.”)

The relators, in their fourth amended complaint, request
that “to the extent that the United States Government
has not intervened in this action, [they] be awarded an
amount that the Court decides is reasonable, which is
not less than 25% nor more than 30% of the proceeds
of any award or settlement for those claims.” But the
statute unambiguously provides that the relators would
be entitled to “at least 15 percent but not more than 25
percent of the proceeds of the action or settlement of the
claim” because the Government has “proceed[ed] with
[the] action.” § 3730(d)(1); see also H.R. Rep. No. 99-660,
at 36 (1986) (“If the Government enters the action ... the
[relator] shall receive not less than 15% nor more than
25% ....”). Neither the statute nor the legislative history
suggests that a relator can pursue claims that are separate
from the Government’s to recover an increased award. In
sum, the structure of damages provisions undermines the
idea that relators can pursue “non-intervened claims.”
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Even if the court could apply the damages provisions
to separate claims, the way in which this case has
been litigated would create additional problems with
apportioning an award between the Government and
the relators. The Government seeks to impose liability
on Stevens-Henager’s requests for Title IV funds based
on allegations that the school made false statements in
certain PPAs concerning its intent to comply with the ICB.
The relators seek to impose liability on the same exact
requests for Title IV funds based on different sets of false
statements. That is, the relators’ claims against Stevens-
Henager are duplicative of the Government’s in the sense
that the relators attempt to impose liability on the same
claims for payment, but with a different factual basis.
Assuming that both the relators and the Government
prevail on their claims, it is entirely unclear how the
court would determine the relators’ share of damages.
Presumably, the Government and the relators can come
up with a “practical” solution to this problem. But such a
solution would be unmoored from the plain language of

the statute. 16

16 In fact, with respect to the claims against Stevens-
Henager, the relators’ interests and the Government’s
are potentially adverse. Assuming that relators are
entitled to an increased award if they prevail on
their separate claims, it is in the relators’ interest
to prevail on their claims against Stevens-Henager
without assisting the Government. Indeed, under
the relators’ interpretation of the statute, this would
allow them to recover 25 to 30 percent of the
proceeds of any award or settlement. But if the
Government were to prevail on its claims against
Stevens-Henager, the relators would potentially be
limited to recovering 15 to 25 percent of the proceeds.
Surely Congress did not intend that relators could
prosecute claims in a way that makes them potentially
adverse to the Government. This would undermine
the entire purpose of the statute: “to encourage a
working partnership between both Government and
the [relator].” 132 Cong. Rec. H9382-03, 1986 WL
786917 (1986) (Remarks of Rep. Howard L. Berman).
The Government even points out, citing United States
ex rel. Becker v. Tools & Metals, Inc., Nos. 3:05-
CV-0627-L, 3:05-CV-2301-L, 2009 WL 855651, at *6
(N.D. Tex. Mar. 31, 2009), that courts have dismissed
“claims of relators that overlap[ ] with the claims
as to which the Government intervened.” So it is
unclear why the Government has not taken issue with
the relators’ continued attempts to allege alternative
factual bases for liability related to the same exact

claims for payment upon which the Government
seeks to impose liability. Indeed, even if the relators
could pursue their own separate claims, the court
would likely need to strike the relators’ allegations
that arise from alternative factual bases for liability as
to Stevens-Henager.

Second, consider the provisions dealing with an award of
attorney fees to the defendant:

If the Government does not proceed
with the action and the [relator]
conducts the action, the court
may award to the defendant
its reasonable attorneys’ fees and
expenses if the defendant prevails
in the action and the court finds
that the claim of the [relator] was
clearly frivolous, clearly vexatious,
or brought primarily for purposes of
harassment.

§ 3730(d)(4) (emphasis added); see also H.R. Rep. No.
99-660, at 37 (1986) (“This section further provides that
that if the [relator] proceeds with the action without
the Government and the defendant prevails, the court
may award reasonable attorneys fees and expenses to
the defendant ....”). Put simply, defendants are precluded
entirely from recovering attorney fees if the Government
“proceeds with the action.” If, however, the Government
declines to intervene in the action, the relator is potentially
on the hook for expenses and attorney fees.

*26  The attorney fee provision does not contemplate a
situation in which a relator prosecutes “separate” claims
after the Government intervenes in the action. And this
makes sense. When the Government intervenes, it has
the primary responsibility for conducting the action,
and the Government presumably elected to intervene
because the action has merit: Congress envisioned that the
Government would intervene in those cases with merit, as
opposed to those without. See Eisenstein, 556 U.S. at 933
(“Congress expressly gave the United States discretion to
intervene in [False Claims Act] actions—a decision that
requires consideration of the costs and benefits of party
status.”).
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But if relators, after the Government intervenes, are
allowed to add defendants and claims to the action, the
attorney fee provision is undermined because the relators’
new claims could prove frivolous, and the defendants
would nevertheless be precluded from recovering attorney
fees because the Government “proceed[ed] with the
action.” In short, the attorney fee provision envisions that
the Government, when it intervenes, takes responsibility
for the entire action. It does not contemplate a situation

in which a relator continues to add claims to the action. 17

17 The relators contend that the attorney fee provision
can be applied to non-intervened claims only. Of
course, this conflicts with the plain language of
the statute. And it is problematic because it would
shift the burden to defendants to apportion attorney
fees and expenses between the intervened and non-
intervened claims. Thus, even if a defendant proves
that a relator’s claims were frivolous, the relator
could, and likely would, argue that the defendant has
not properly apportioned fees between the fee-bearing
and non-fee-bearing claims.

Third, consider the False Claims Act’s statute of
limitations:

A civil action under section 3730 may not be brought

(1) more than 6 years after the date on which the
violation of section 3729 is committed, or

(2) more than 3 years after the date when facts material
to the right of action are known or reasonably should
have been known by the official of the United States
charged with responsibility to act in the circumstances,
but in no event more than 10 years after the date on
which the violation is committed, whichever occurs last.

*27  § 3731(b) (emphasis added).

The Tenth Circuit has held that paragraph (2) “was not
intended to apply to private qui tam suits.” United States
ex rel. Sikkenga v. Regence BlueCross BlueShield of Utah,
472 F.3d 702, 725 (10th Cir. 2006). So only the six-year
statute of limitations in paragraph (1) “applies to actions
pursued by private qui tam relators.” United States ex rel.
Told v. Interwest Constr. Co., 267 F. App’x 807, 809 (10th
Cir. 2008). Put simply, the Tenth Circuit’s interpretation
of § 3731(b) suggests that either the Government or the
relators conducts the action, not both. Indeed, if a relator
could pursue non-intervened claims after the Government

intervenes in an action, it is unclear why the relator could
not invoke the statute of limitations found in paragraph
(2). The better approach is that the Government, when it
intervenes, decides which claims are a part of the action,
and the Government decides whether to prosecute any
claims that fall under paragraph (2).

In sum, there is nothing in the False Claims Act to suggest
that a relator may maintain “non-intervened portion[s] of
[an] action.” Indeed, the False Claims Act is clear that the
Government either “elect[s] to intervene and proceed with
the action,” § 3730(b)(2), or it “declines to take over the

action,” § 3730(b)(4)(B). 18  There is no in between. 19

18 see also United States ex rel. Bennett v. Biotronik,
Inc., 876 F.3d 1011, 1021 (9th Cir. 2017) (“[T]he
Government becomes a ‘party’ to the suit as a whole
when it intervenes. It does not become a ‘party’ to a
particular claim or number of claims.”); United States
ex rel. Estate of Robert Gadbois v. PharMerica Corp.,
292 F. Supp. 3d 570, 577 (D.R.I. 2017) (“The plain
language of the statute makes clear that intervention
serves to make the Government a party to the entire
suit, not just certain claims or causes of action.”)

19 This is confirmed by the legislative history:
Subsection (b)(4) of section 3730 restates current
law which provides that within the initial 60-day
period, or before expiration of any stays granted by
the court, the Government must indicate whether it
will intervene and proceed with the action or decline
to enter. If the Government takes over the civil false
claims suit, the litigation will be conducted solely by
the Government. If the Government declines, the suit
will be litigated by the individual who brought the
action.

S. Rep. No. 99-345, at 23 (1986), reprinted in 1986
U.S.C.C.A.N. 5266, 5290 (emphasis added).

When the Government intervenes in the action, the relator
can “continue as a party to the action.” § 3730(c)(1).
But that right does not encompass the right to conduct
the action. If Congress intended to let relators conduct
portions of the action after the Government intervened,
the statute would provide, “If the Government proceeds
with the action, the action shall be conducted by the
Government and the person bringing the action.” Cf. §
3730(b)(4); see also § 3730(c)(3) (“If the Government elects
not to proceed with the action, the [relator] shall have the
right to conduct the action.”). But it does not. Instead,
after the Government intervenes, it conducts the action
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and the relator continues as a party to the action. § 3730(c)
(1); Eisenstein, 556 U.S. at 932 (“If the United States
intervenes, the relator has ‘the right to continue as a party
to the action, but the United States acquires the ‘primary
responsibility for prosecuting the action.’ ”).

*28  The right to continue as a party to the action is more
limited than the right to conduct the action, and it does not
encompass the right to add defendants and claims to the
action. Section 3730(c)(2)(C) contemplates the rights that
a relator would have as a party to the action. It provides
that the court, after the Government has intervened, can
limit the number of witnesses a relator may call, limit the
testimony of those witnesses, and limit the relator’s cross-
examination of other witnesses. § 3730(c)(2)(C). So, the
statute contemplates that a relator, as a party to the action,
could call and cross-examine witnesses.

Section 3730(c)(2)(D) further undermines the idea that a
relator, as a party to the action, can add defendants and
claims to the Government’s action. It lets a court limit a
relator’s “participation during the course of the litigation”
if the defendant shows that the relators’ participation
“would cause the defendant undue burden or unnecessary
expense.” § 3730(c)(2)(D). This provision makes little
sense if the right to continue as a party to the action
includes the right to add defendants and claims to the
action.

Assume, as is the case here, that a relator named an
additional defendant after the Government intervened.
Could the defendant then argue that the relator’s
“participation” causes the defendant “undue burden”
and “unnecessary expense”? § 3730(c)(2)(D). Indeed, the
defendant would not have been a party to the action but
for the relator’s “participation.” If a relator had the right
to add defendants and claims to the action, courts would
be put in the awkward position of evaluating these types
of arguments. See United States ex rel. Landis v. Tailwind
Sports Corp., 51 F. Supp. 3d 9, 28–29 (D.D.C. 2014)
(noting that the “similarity of the legal theories advanced
by the government and the relator” alleviates the potential
burden “caused by relator’s continued prosecution of th[e]
action”).

If Congress truly intended that the right to continue as a
party to the action included the right to add defendants
and claims to the action, it would not have given courts
the ability to limit a relator’s “participation” upon a

showing that the defendant would suffer undue burden or
unnecessary expense. Section 3730(c)(2)(D) contemplates
that the right to continue as a party to the action is more
limited (e.g., calling and cross-examining witnesses and
engaging in discovery). And it suggests that Congress did
not intend to let relators maintain the non-intervened
portion of an action.

The legislative history provides further insight on what
Congress intended when it gave relators the right to
continue as a party to the action. The Senate Judiciary
Committee explained that relators, under prior versions
of the False Claims Act, “ha[d] virtually no guaranteed
involvement or access to information about the false
claims suit.” S. Rep. No. 99-345, at 25 (1986), reprinted in
1986 U.S.C.C.A.N. 5266, 5290. So, the proposed § 3730(c)
(1) in the Senate Bill gave relators the right to request
“copies of all pleadings filed in the action and copies of
all deposition transcripts.” S. 1562, 99th Cong. (1986). It
also gave relators the right to “file objections with the
court and petition for an evidentiary hearing to object
to any proposed settlement or to any motion to dismiss
filed by the Government.” Id. But the court was required
to grant an evidentiary hearing only “upon a showing of
substantial and particularized need.” Id. And finally, the
relators could “move the court for leave to conduct the
action in the name of the United States if, after making
its election to take over the suit, the Government does
not proceed with the action with reasonable diligence
within six months or such reasonable additional time
as the court may allow after notice.” Id. As the Senate
Judiciary Committee explained, the proposed Senate Bill
gave relators “increased involvement in suits brought by
the relator but litigated by the Government.” S. Rep. No.
99-345, at 13 (1986), reprinted in 1986 U.S.C.C.A.N. 5266,
5278 (emphasis added).

*29  The House Judiciary Committee expressed similar
concerns, citing an example where a relator was
“precluded from conducting his own discovery.” H.R.
Rep. No. 99-660, at 29 (1986). So, the proposed § 3730(c)
(1) in the House Bill would have expanded the “role
of the relator so that when the Government enters the
action ..., the relator remains a party to the suit with
the same rights as if he had been an intervenor of right
under Rule 24(a), Federal Rules of Civil Procedure.” Id.
at 30. “The Government remains the primary litigant and
has control of the litigation, but ... the relator has access to
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all documents filed with the court, as well as the right to
conduct discovery.” Id. (emphasis added).

Notably, the final language passed by Congress tracked
the proposed Senate Bill, which “narrowed somewhat” a
relator’s role as a party to the action by allowing courts
“to limit the role of qui tam plaintiffs in the litigation.” 132
Cong. Rec. H9382-03, 1986 WL 786917 (1986) (remarks
of Rep. Dan R. Glickman). The House Bill defined
the rights of relators by express reference to the rights
of an intervenor of right under Federal Rules of Civil
Procedure. See H.R. Rep. No. 99-660, at 30 (1986). But
the final language of the statute does not. This severely
undercuts the relators’ argument that the court must look
to the Federal Rules of Civil Procedure to ascertain what

rights a relator has as a “party to the action.” 20

20 Moreover, the Department of Justice expressed
concerns with the language in the House Bill that gave
relators the “same rights as provided by Rule 24(a).”
Specifically, the Department of Justice believed that
there was a “serious potential for the [misuse] of the
statute and the sweeping rights available to a private
plaintiff under the Federal Rules of Civil Procedure,”
so it “strongly object[ed]” to the provision giving
relators the same rights “as provided by Rule 24(a).”
H.R. Rep. No. 99-660, at 67 (1986) (letter from
Assistant Attorney General John R. Bolton). In the
Department of Justice’s view, giving relators the
same rights as a private plaintiff would “introduce[ ]
a major disruptive element into the careful and
tactically difficult job of proving a complex fraud
case,” leading to “an unnecessary burden to the courts
and to the United States.” Id.

In sum, both the plain language of the statute and
the legislative history suggest that Congress envisioned
that a relator, as a party to the action, could (1) call
witnesses, (2) cross examine witnesses, (3) request to
receive pleadings and deposition transcripts, (4) object
to proposed settlements, and (5) at the most, conduct
discovery. See A.C.L.U. v. Holder, 673 F.3d 245, 250 (4th
Cir. 2011) (noting that a relator, as a party to the action,
“may participate in discovery, engage in motions practice,
and participate at trial”). But neither the statute nor the
legislative history suggests that a relator, as a party to an
action, can add defendants and claims to the action. If
Congress intended to give relators such rights, one would
imagine that either the statute or the legislative history

would reflect its intent to do so. But neither does. 21

21 Indeed, if finding legislative history to support one’s
position is “the equivalent of entering a crowded
cocktail party and looking over the heads of guests
for one’s friends,” the relators and the Government
have no friends at the party. Conroy v. Aniskoff, 507
U.S. 511, 519 (1993). At most, the Government and
the relators point to general statements about the
statute’s purpose. These statements, however, do not
suggest one way or the other that Congress intended
to let relators maintain the non-intervened portion of
an action.

E. The Relators’ Post-Intervention Complaints Lack
Legal Effect

*30  Here, the relators filed a complaint and later
an amended complaint. The Government then filed its
complaint in intervention. See § 3731(c) (providing that
the Government may file its own complaint if it elects to
intervene in an action). At that point, the Government
was required to conduct the action and had the primary
responsibility for prosecuting the action. § 3730(b)(4); §
3730(c)(1). The Government’s complaint superseded the
relators’ complaint and became the operative pleading.
Cf. United States ex rel. Serrano v. Oaks Diagnostics,
Inc., 568 F. Supp. 2d 1136, 1140 (C.D. Cal. 2008) (“The
intervening complaint simply alters the complaint already

filed [by the relator].”). 22  The relators then lost the right
to add defendants and claims to the action. Any pleading
filed by the relators after the Government elected to
intervene lacked legal effect. At most, the relators could
have persuaded the Government to amend its complaint

to include additional claims, allegations, or defendants. 23

But the relators were unable to take the steering wheel
from the Government, adding new claims, allegations, and
defendants to the Government’s action. Accordingly, the
court must strike the relators’ second, third, and fourth
amended complaints because they have no legal effect.

22 Indeed, the statute is clear that the action is “brought
in the name of the Government” and no one else.
§ 3730(b)(1). So it is unclear why the plaintiff—the
Government—can have two operative complaints,
one filed by the Government and one filed by
the relators. The Federal Rules of Civil Procedure
contemplate no such thing. See FED. R. CIV. P. 2,
3, 15.

23 This would let the relators take some responsibility
in prosecuting those claims, but the Government
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would nevertheless be primarily responsible for
prosecuting them. This is entirely consistent with
the purpose of the statute, which is “to encourage
a working partnership between both Government
and the [relator].” 132 Cong. Rec. H9382-03, 1986
WL 786917 (1986) (remarks of Rep. Howard L.
Berman). The Government could delegate work to the
relators’ counsel, achieving “a coordinated effort of
both the Government and the citizenry [to] decrease
[fraud on the Government].” S. Rep. No. 99-345,
at 2 (1986), reprinted in 1986 U.S.C.C.A.N. 5266,
5267. If anything, this approach would achieve a more
coordinated effort between the Government and the
relators.

F. Alternatively, Relators May Not Pursue Claims
Alleged in Their Fourth Amended Complaint Because It
Was Not Filed Under Seal

The False Claims Act provides that relators must comply
with certain mandatory filing requirements. Specifically,
a relator must (1) provide the Government with a copy
of the complaint and (2) file the complaint under seal for
at least 60 days. § 3730(b)(2); State Farm Fire & Cas. Co.
v. United States ex rel. Rigby, 137 S. Ct. 436, 442 (2016).
These requirements allow the Government to “make an
informed decision about whether to intervene in the qui
tam action.” A.C.L.U., 673 F.3d at 250.

The False Claims Act, however, says nothing “about the
remedy for a violation of [the sealing requirement].” State
Farm, 137 S. Ct. at 442. The structure of the statute
indicates that violating the sealing requirement “does
not mandate dismissal.” Id. The sealing requirement is
meant to protect the Government, so it “make[s] little
sense to adopt a rigid interpretation of the seal provision
that prejudices the Government by depriving it of needed
assistance from private parties.” Id. at 443. Thus, while
dismissal may be an appropriate sanction in some cases,
courts should look to the following factors: (1) whether the
Government suffered harm because of the violation of the
sealing requirement, (2) the nature of the violation, and
(3) whether the violation was willful or made in bad faith.
See id. at 444 (citing United State ex rel. Lujan v. Hughes
Aircraft Co., 67 F.3d 242, 246 (9th Cir. 1995) ).

Here, the relators have added new claims to both their
third and fourth amended complaint while disregarding
the sealing requirement. The relators were aware of the
sealing requirement. In fact, they stated that they filed
portions of their second amended complaint under seal

because it “alleged violations of the [False Claims Act]
never before set forth in any prior complaint.” see also
United States ex rel. Davis v. Prince, 766 F. Supp. 2d 679,
684 (E.D. Va. 2011) (holding that the sealing requirement
applies when a relator “add[s] new claims for relief or new
and substantially different allegations of fraud”).

*31  Most recently, the relators added allegations that
CEHE fraudulently induced the Department of Education
to execute a PPA in January 2013. By including allegations
concerning the January 2013 PPA, the relators attempted
to impose liability on claims for payment that were never
before at issue in this case. That is, the fourth amended
complaint “allege[s] violations of the [False Claims Act]
never before set forth in any prior complaint.” But the
relators did not file it under seal.

The Government states that the third and fourth amended
complaints merely “added detail to the fraudulent schemes
already described, and thus did not have to be filed under
seal.” This is, at best, a misstatement. As noted above, the
third amended complaint added a defendant— Weworski
& Associates—to the action. And the fourth amended
complaint attempts to impose liability on requests for Title
IV funds that were not covered by any prior pleading.
Those complaints undeniably allege new violations of the
False Claims Act.

Because the fourth amended complaint was not filed
under seal, the Government had no opportunity to
intervene as to the new claims while the fourth
amended complaint remained under seal. By not filing
the complaint under seal, the relators deprived the
Government of its right to intervene as to the new
claims without showing “good cause” to do so. Compare
§ 3730(b)(2) (“The Government may elect to intervene
and proceed with the action ....”), with § 3730(c)(3)
(“When a person proceeds with the action, the court,
without limiting the status and rights of the [relator], may
nevertheless permit the Government to intervene at a later
date upon a showing of good cause.”).

Even if the relators had a right to pursue their own claims,
the proper sanction for violating the sealing requirement
in this case is to prohibit relators from pursing the
new claims alleged in their third and fourth amended
complaints. See State Farm, 137 S. Ct. at 444 (suggesting
that district courts have broad discretion to craft sanctions
when the sealing requirement is violated). Such a sanction
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is appropriate because it encourages compliance with
the sealing requirement, but it does not prevent the
Government from pursuing the relators’ claims. See id.
at 443 (stating that the sealing requirement was meant to
protect the Government’s interest).

G. Government’s Request to Amend
The Government requests that it be given an opportunity
to submit a revised complaint in intervention if the
court determines that the relators cannot pursue the
non-intervened portion of the action. If the Government
intends to expand the scope of its allegations, it is
directed to file a motion to amend under Federal Rule of
Civil Procedure 15(a)(2). Given the age of this case, the
court is inclined to deny a motion to amend unless the
Government files its motion within 21 days of this order.

CONCLUSION AND ORDER

For the reasons set forth above, it is hereby ORDERED:

1. The Colleges’ ”Motion for Leave to Take Judicial
Notice” (ECF No. 440) is GRANTED.

2. Stevens-Henager’s and CEHE’s “Motion to
Dismiss the Government’s Amended Complaint
in Intervention” (ECF No. 439) is GRANTED
IN PART and DENIED IN PART. The court

dismisses with prejudice the Government’s claims
under the False Claims Act to the extent that
they are based upon its G5 certification theory of
liability. The court denies the remainder of this
motion to dismiss.

3. The Colleges’ ”Motion to Dismiss Relators’ Fourth
Amended Complaint” (ECF No. 438) is GRANTED
IN PART and DENIED IN PART. The court
dismisses with prejudice the relators’ second cause of
action based upon the G5 certifications and the third
cause of action based upon the RMAs. As described
in detail above, the court also dismisses portions of
the relators’ first cause of action based upon the
PPAs.

*32  4. Additionally, the relators’ ”Second Amended
Complaint” (ECF No. 52), “Third Amended
Complaint” (ECF No. 175), and “Fourth Amended
Complaint” (ECF No. 427) are STRICKEN for the
reasons stated in Part III of this Order.

5. If it desires to expand the scope of its allegations,
the Government is directed to file a motion to amend
under Federal Rule of Civil Procedure 15(a)(2) by
February 4, 2019.

All Citations

Slip Copy, 2019 WL 186663

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040456601&pubNum=0000708&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RP&fi=co_pp_sp_708_443&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_708_443
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040456601&pubNum=0000708&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=RP&fi=co_pp_sp_708_443&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_708_443
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR15&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR15&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR15&originatingDoc=I0dc33f7018a911e9a1b0e6625e646f8f&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)


United States ex rel. Petratos v. Genentech Inc., 855 F.3d 481 (2017)

Med & Med GD (CCH) P 305,985

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

KeyCite Yellow Flag - Negative Treatment

 Distinguished by United States v. Johnson & Johnson, D.N.J., May 31,

2017

855 F.3d 481
United States Court of Appeals,

Third Circuit.

UNITED STATES of America,
EX REL. Gerasimos PETRATOS,

Gerasimos Petratos, ex rel. United States of
America; State of California; State of Colorado;
State of Connecticut; State of Delaware; State of

Florida; State of Georgia; State of Hawaii; State of
Illinois; State of Indiana; State of Louisiana; State
of Maryland; Commonwealth of Massachusetts;

State of Michigan; State of Minnesota; State
of Montana; State of Nevada; State of New

Hampshire; State of New Jersey; State of New
Mexico; State of New York; State of North Carolina;

State of Oklahoma; State of Rhode Island; State
of Tennessee; State of Texas; Commonwealth
of Virginia; District of Columbia, Appellants

v.
GENENTECH INC.; Roche Group;

Hoffman La Roche, Inc.; Roche Holdings,
Ltd.; F Hoffman—La Roche, Ltd.

No. 15-3805
|

Argued November 1, 2016
|

(Filed: May 1, 2017)

Synopsis
Background: Qui tam relator brought action against
pharmaceutical manufacturer and its parent corporation
under False Claims Act (FCA), alleging that drug
manufacturer submitted false statements to the Food and
Drug Administration (FDA) when it sought approval of
anti-cancer drug. The United States District Court for
the District of New Jersey, No. 2-11-cv-03691, Madeline
C. Arleo, J., 141 F.Supp.3d 311, granted manufacturer's
motion to dismiss for failure to state a claim. Relator
appealed.

Holdings: The Court of Appeals, Hardiman, Circuit
Judge, held that:

[1] prescriptions of manufacturer's drug were not
reasonable and necessary merely because they were
prescribed for a medically accepted indication, abrogating
United States ex rel. Simpson v. Bayer Corp., 2013 WL
4710587;

[2] relator failed to sufficiently allege that manufacturer
made misrepresentations that were material to
government's payment decision, as required to state an
FCA claim;

[3] law of the case doctrine did not preclude district judge,
after reassignment, from reconsidering order; and

[4] district court did not abuse its discretion in denying
relator's motion for leave to amend his complaint.

Affirmed.

West Headnotes (22)

[1] Federal Courts
Pleading

Court of Appeals exercises plenary review of
a district court's order granting a motion to
dismiss for failure to state a claim. Fed. R. Civ.
P. 12(b)(6).

1 Cases that cite this headnote

[2] Federal Courts
Pleading

Federal Courts
Altering, amending, modifying, or

vacating judgment or order;  proceedings
after judgment

Court of Appeals reviews for abuse of
discretion both a district court's decision to
reconsider a predecessor judge's ruling, and its
denial of leave to amend a complaint.
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1 Cases that cite this headnote

[3] United States
False Claims

False Claims Act (FCA) is meant to reach all
types of fraud that might result in financial
loss to the government. 31 U.S.C.A. § 3729 et
seq.

1 Cases that cite this headnote

[4] United States
False certification

A claim is legally false within the meaning
of the False Claims Act (FCA) when it does
not comply with a statute or regulation the
compliance with which is a condition for
government payment. 31 U.S.C.A. § 3729(a)
(1)(A).

6 Cases that cite this headnote

[5] United States
False claim

A claim is factually false within the meaning
of the False Claims Act (FCA) when the
claimant misrepresents what goods or services
that it provided to the government. 31
U.S.C.A. § 3729(a)(1)(A).

2 Cases that cite this headnote

[6] United States
Elements

A False Claims Act (FCA) violation includes
four elements: falsity, causation, knowledge,
and materiality. 31 U.S.C.A. § 3729 et seq.

8 Cases that cite this headnote

[7] Health
Costs incurred

Prescriptions of pharmaceutical
manufacturer's anti-cancer drug were not
reasonable and necessary, within the meaning
of Medicare statute, merely because they

were prescribed for a medically accepted
indication; while drug had been approved
by Food and Drug Administration (FDA),
statutory requirement that “reasonable
and necessary” treatments for Medicare
beneficiaries would be reimbursed was
not coterminous with “medically accepted”
indications, so whether prescriptions were
reasonable and necessary was defined not
by regulatory scheme, but instead through
process involving the FDA, the Centers
for Medicare and Medicaid Services, and
individual doctors, considering medical
circumstances of patient's case; abrogating
United States ex rel. Simpson v. Bayer Corp.,
2013 WL 4710587. Social Security Act §§ 1861,
1862, 42 U.S.C.A. §§ 1395x(t)(2)(A), 1395y(a)
(1)(A).

1 Cases that cite this headnote

[8] Statutes
Similarity or difference

Use of different words or terms within a
statute demonstrates that Congress intended
to convey a different meaning for those words.

Cases that cite this headnote

[9] Federal Courts
Theory and Grounds of Decision of

Lower Court

Court of Appeals may affirm district court's
judgment on any ground supported by the
record.

2 Cases that cite this headnote

[10] United States
Materiality

Relator failed to sufficiently allege that
pharmaceutical manufacturer, whose anti-
cancer drug was prescribed to Medicare
patients, made misrepresentations that were
material to government's payment decision, as
required to state a claim that manufacturer
violated False Claims Act (FCA); relator
made no allegations that manufacturer
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would not have been reimbursed had it
made additional reports regarding side-
effects of its drug, there was no indication
the Food and Drug Administration (FDA)
would have acted differently in approving
drug had manufacturer provided allegedly
concealed information, but-for causation was
insufficient to show materiality, and relevant
question was not whether misrepresentations
were material to physicians' determinations,
but to government's payment decision. 31
U.S.C.A. § 3729(b)(4).

2 Cases that cite this headnote

[11] United States
Materiality

Materiality, within the meaning of the False
Claims Act (FCA), may be found where
the government consistently refuses to pay
claims in the mine run of cases based on
noncompliance with a particular statutory,
regulatory, or contractual requirement as a
condition of payment. 31 U.S.C.A. § 3729(b)
(4).

11 Cases that cite this headnote

[12] United States
Materiality

There is very strong evidence that a
requirement is not material, within the
meaning of the False Claims Act (FCA),
if the government pays a particular claim
in full despite its actual knowledge that
certain statutory, regulatory, or contractual
requirements as a condition of payment were
violated. 31 U.S.C.A. § 3729(b)(4).

9 Cases that cite this headnote

[13] United States
Materiality

Materiality, within the meaning of the False
Claims Act (FCA), cannot be found where
noncompliance with a particular statutory,
regulatory, or contractual requirement as

a condition of payment is minor or
insubstantial. 31 U.S.C.A. § 3729(b)(4).

6 Cases that cite this headnote

[14] United States
Materiality

A misrepresentation is not “material” to
the government's payment decision, in the
context of a claim under the False Claims
Act (FCA), when a relator concedes that the
government would have paid the claims with
full knowledge of the alleged noncompliance.
31 U.S.C.A. § 3729(b)(4).

10 Cases that cite this headnote

[15] United States
Materiality

At a minimum, where a relator does not
plead that knowledge of a violation could
influence the government's decision to pay in
support of a claim under the False Claims
Act (FCA), this would be very strong evidence
that the misrepresentation was not material.
31 U.S.C.A. § 3729(b)(4).

4 Cases that cite this headnote

[16] United States
False Claims

False Claims Act (FCA) is not a blunt
instrument to enforce compliance with all
regulations. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[17] United States
Materiality

Because the False Claims Act (FCA) was
passed to protect the federal treasury, and
since the government decides on payment, it
is the government's materiality decision that
ultimately matters when determining whether
the materiality requirement of a claim under
the FCA has been met. 31 U.S.C.A. § 3729 et
seq.
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3 Cases that cite this headnote

[18] Courts
Different courts or judges, rulings by

Law of the case doctrine did not preclude
district judge, after reassignment, from
reconsidering order concluding that relator
sufficiently alleged an False Claims Act (FCA)
claim against pharmaceutical manufacturer;
prior judge's order granting relator leave
to amend was an interlocutory order, so it
remained open to reconsideration, and district
judge was within her discretion to disagree
with it. 31 U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[19] Courts
Interim relief, rulings relating to

Interlocutory orders remain open to trial
court reconsideration, and do not constitute
the law of the case.

3 Cases that cite this headnote

[20] Courts
Different courts or judges, rulings by

Although the law of the case doctrine provides
that a successor judge should not lightly
overturn decisions of her predecessors in a
given case, it does not limit the power of trial
judges from reconsidering issues previously
decided by a predecessor judge from the same
court.

2 Cases that cite this headnote

[21] Federal Civil Procedure
Requisites of motion

Federal Civil Procedure
Amendments by briefs or motion papers

District court did not abuse its discretion in
denying relator's motion for leave to amend
his complaint, in False Claims Act (FCA)
action against pharmaceutical manufacturer,
where relator offered no reason why leave

to amend was appropriate or what his
amendment would have looked like, as his
threadbare recital in the final clause of
his brief opposing manufacturer's motion
to dismiss for failure to state a claim was
insufficient. Fed. R. Civ. P. 12(b)(6), 15(a).

2 Cases that cite this headnote

[22] Federal Civil Procedure
Amendments by briefs or motion papers

While rule governing amendment of pleadings
provides that leave to amend shall be freely
given when justice so requires, a mere request
in a brief in opposition to a motion to dismiss,
without any indication of the particular
grounds on which amendment is sought,
does not constitute a motion within the
contemplation of rule governing amendment
of pleadings. Fed. R. Civ. P. 15(a).

2 Cases that cite this headnote

*484  On Appeal from the United States District Court
for the District of New Jersey, (D.C. No. 2-11-cv-03691),
District Judge: Honorable Madeline C. Arleo

Attorneys and Law Firms

Michael J. DeBenedictis, Debenedictis & Debenedictis,
LLC, 125 Kings Highway West, Haddonfield, NJ 08033,
Adam Gutride, Seth Safier, Anthony Patek, Matthew
T. McCrary, [Argued], Gutride Safier LLP, 100 Pine
Street, Suite 1250, San Francisco, CA 94111, Counsel for
Plaintiffs-Appellants

*485  Lawrence S. Lustberg, Gibbons P.C., One Gateway
Center, Newark, NJ 07102, Matthew J. O'Connor, Mark
W. Mosier [Argued], Matthew F. Dunn, David M.
Zionts, Covington & Burling LLP, 850 10th Street, N.W.,
One City Center, Washington, DC 20001, Counsel for
Defendants-Appellees

Michael S. Raab, Weili J. Shaw [Argued], U.S.
Department of Justice, 950 Pennsylvania Ave., N.W.,
Washington, D.C. 20530, Counsel for United States of
America as Amicus Curiae in support of neither party
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Before: HARDIMAN and SCIRICA, Circuit Judges, and

ROSENTHAL, *  District Judge.

OPINION OF THE COURT

HARDIMAN, Circuit Judge.

This appeal arising under the False Claims Act involves
a multi-billion dollar cancer drug, Avastin, which was
developed by Appellee Genentech. Relator Gerasimos
Petratos, who was head of healthcare data analytics for
Genentech, filed a qui tam action soon after leaving the
company. He alleged that Genentech suppressed data that
caused doctors to certify incorrectly that Avastin was
“reasonable and necessary” for certain at-risk Medicare
patients. The District Court dismissed Petratos's suit for
failure to state a claim. Although we disagree with the
District Court's grounds for dismissal, we will affirm
because Petratos failed to satisfy the False Claims Act's
materiality requirement.

I

A

A widely prescribed cancer drug that has accounted for
$1.13 billion a year in Medicare reimbursements, Avastin
is approved by the FDA to treat several types of cancer.
Petratos alleged that Genentech concealed information
about Avastin's health risks. Specifically, he claimed the
company ignored and suppressed data that would have
shown that Avastin's side effects for certain patients were
more common and severe than reported. According to
Petratos, such analyses would have required the company
to file adverse-event reports with the FDA, and could have
resulted in changes to Avastin's FDA label. Genentech
also allegedly suppressed information regarding Avastin's
side effects for patients with renal failure despite a request
to disclose that information by a “Key Opinion Leader,”
a recognized industry expert who “influence[s] peers'
medical practice, including but not limited to prescribing
behavior.” John Mack, A KOL by Any Other Name, 14-03
Pharm. Mktg. News 1, 1 (2015).

Petratos claimed Genentech's data suppression was part
of a formal campaign, dubbed “Optimizing Data Value,”
during which the company avoided certain analyses and
data sets that might yield negative results to mitigate its
“business risk.” App. 324–26. Petratos asserted that he
tried to bring the safety risks inherent in this strategy to
the attention of upper management, but was told “to stop
any further work in [the] area,” App. 318, and had his job
“threatened,” App. 314.

As a consequence of Genentech's data-suppression
strategy, Petratos claimed the company caused physicians
to submit Medicare claims that were not “reasonable and
necessary.” In the opinion of one oncologist, if Genentech
had properly disclosed *486  Avastin's side-effects for
certain at-risk patients, “the standard of care would
have been to prescribe a lower dose of Avastin, a lower
frequency of doses, or no dose at all.” App. 341.

B

Initially filed in 2011, this case was heard by three judges
of the United States District Court for the District of
New Jersey. Soon before his retirement, Judge Cavanaugh
dismissed Petratos's initial complaint in part, but granted
a stay of the order so Petratos could amend his complaint.
The case was reassigned to Judge Wigenton, who rejected
Genentech's argument that an amendment would be futile
and held that Petratos “sufficiently alleged causes of
action” under the False Claims Act. App. 56. Finally, the
case was transferred to Judge Arleo, who took a different
tack than Judge Wigenton and reasoned that “medically
‘reasonable and necessary’ is a determination made by
the relevant agency, not individual doctors.” App. 16–
17. Because Petratos's theory relied on the doctors as
part of the “reasonable and necessary” determination,
Judge Arleo deemed the complaint fatally deficient and
dismissed all claims. App. 18–19. Petratos filed this timely
appeal.

II

[1]  [2] The District Court had subject-matter jurisdiction
over Petratos's federal claim under 28 U.S.C. § 1331 and
supplemental jurisdiction over his state-law claims under
28 U.S.C. § 1367. We have appellate jurisdiction under 28
U.S.C. § 1291. We “exercise plenary review of the District
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Court's order granting appellees' motion to dismiss for
failure to state a claim.” United States ex rel. Wilkins v.
United Health Grp., Inc., 659 F.3d 295, 302 (3d Cir. 2011).
We review for abuse of discretion both the District Court's
decision to reconsider a predecessor judge's ruling, Fagan
v. City of Vineland, 22 F.3d 1283, 1290 (3d Cir. 1994), and
its denial of leave to amend the complaint, United States
ex rel. Schumann v. Astrazeneca Pharms. L.P., 769 F.3d
837, 849 (3d Cir. 2014).

III

A

Petratos's claims implicate three interlocking federal
schemes: the False Claims Act, Medicare reimbursement,
and FDA approval. We begin by briefly outlining each
scheme.

[3]  [4]  [5] The False Claims Act is meant “to reach all
types of fraud ... that might result in financial loss to the
Government.” Cook Cty. v. United States ex rel. Chandler,
538 U.S. 119, 129, 123 S.Ct. 1239, 155 L.Ed.2d 247 (2003)
(quoting United States v. Neifert-White Co., 390 U.S. 228,
232, 88 S.Ct. 959, 19 L.Ed.2d 1061 (1968)). A False Claims
Act violation occurs when a person “knowingly presents,
or causes to be presented, a false or fraudulent claim for
payment or approval.” 31 U.S.C. § 3729(a)(1)(A). A claim
is legally false when it does not comply “with a statute or
regulation the compliance with which is a condition for

Government payment.” Wilkins, 659 F.3d at 305. 1

The allegedly false claims in this case were submitted
to the Medicare program, *487  which reimburses the
health care costs incurred by program beneficiaries. The
Medicare statute provides that “no payment may be
made” for items and services that “are not reasonable
and necessary for the diagnosis and treatment of illness or
injury.” 42 U.S.C. § 1395y(a)(1)(A). Because a claim can
be false if it does not comply with statutory conditions for
payment, the claims at issue here are false if Avastin was
not “reasonable and necessary.” See id.

One important factor considered by the Centers for
Medicare and Medicaid Services (CMS) to determine
whether a prescribed drug is “reasonable and necessary”
is whether it has received FDA approval. Indeed, CMS

guidance explains that “with some exceptions, a drug
must have final marketing approval from the FDA to be
considered ‘reasonable and necessary.’ ” Medicare Benefit
Policy Manual, CMS Pub. 100-2, ch. 1, § 30 (Part A). In
most instances, the drug must also be used for a “medically
accepted indication”—meaning that it has been deemed
appropriate for the particular treated condition. 42 U.S.C.
§ 1395x(t)(2). An indication is “medically appropriate” if
it has been approved by the FDA or supported by research
in certain authoritative compendia. See id.; 42 C.F.R. §
414.930.

B

[6] A False Claims Act violation includes four elements:
falsity, causation, knowledge, and materiality. Universal
Health Servs., Inc. v. United States ex rel. Escobar,
––– U.S. ––––, 136 S.Ct. 1989, 1996, 195 L.Ed.2d 348
(2016) (materiality); Wilkins, 659 F.3d at 304–05 (falsity,
causation, knowledge). The District Court focused on the
falsity element, concluding that the disputed claims were
not false because they were “reasonable and necessary” as
a matter of law.

[7] The District Court reached its conclusion by
conflating two separate standards from the Medicare
statute. First, the Court noted that § 1395x provides
that a drug is used for a “medically accepted indication”
when it has been approved by the FDA or listed in
authoritative compendia. 42 U.S.C. § 1395x(t)(2)(A). It
then adopted the rule from another district court case
that this “medically accepted” standard is coterminous
with the “reasonable and necessary” standard in §
1395y(a)(1)(A). App. 14 (citing United States ex rel.
Simpson v. Bayer Corp., 2013 WL 4710587, at *3 (D.N.J.
Aug 30, 2013)). Consequently, the District Court held
that because “Avastin is approved by the FDA and
supported by compendia listings, ... [Petratos cannot]
argue that prescriptions [for] Avastin were not ‘reasonable
and necessary.’ ” App. 14 (citations omitted) (second
alteration in original). The Court explained that its
decision aligns with the principle that “ ‘reasonable and
necessary’ is a determination made by the relevant agency,
not individual doctors.” App. 17.

We disagree with the District Court's reading of the
statute. In our view, its analysis was premised on a
false choice, namely, that “this dispute comes down to
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whether medically ‘reasonable and necessary’ is assessed
by doctors individually or is defined by the regulatory
scheme.” App. 16. But these two options do not account
for all possibilities. As Petratos and the United States
argue, a third possibility exists: that the “reasonable and
necessary” determination is a process involving the FDA,
CMS, and individual doctors. Indeed, CMS guidance,
other Medicare provisions and regulations, and canons of
statutory construction lead us to conclude that this is the
best reading of the statute.

First, CMS guidance makes clear that the “reasonable and
necessary” determination *488  does not end with FDA
approval. The claim at issue must also be “reasonable
and necessary for [the] individual patient” based on
“accepted standards of medical practice and the medical
circumstances of the individual case.” Medicare Benefit
Policy Manual, ch. 15, § 50.4.3 (emphases added). The
Manual provides examples of when a drug treatment
could be approved by the FDA and used for a medically
accepted indication, but still not be “reasonable and
necessary.” For example, a drug treatment is not “
‘reasonable and necessary’ for Medicare Part B if standard
medical practice indicates that oral administration (as
opposed to injection) ‘is effective and is an accepted
or preferred method of administration,’ or if the
administration of injections ‘exceed[s] the frequency or
duration of injections indicated by accepted standards
of medical practice.’ ” United States Br. 21 (quoting
Medicare Benefit Policy Manual, ch. 15, § 50.4.3).

Second, other Medicare provisions and regulations
underscore the critical role of the physician in Medicare's
payment and reimbursement scheme. The regulations
provide that “[t]he physician has a major role in
determining utilization of health services furnished by
providers. The physician decides upon admissions, orders
tests, drugs, and treatments, and determines the length
of stay.” 42 C.F.R. § 424.10(a). Under Medicare Parts A
and B, it usually is “a condition for Medicare payment
that a physician certify the necessity of the services and,
in some instances, recertify the continued need for those
services.” Id. Indeed, physicians prescribing Avastin often
must submit CMS Form 1500 along with a claim for
reimbursement, wherein the doctor certifies that the drug
was “medically necessary and personally furnished by
me or ... my employee under my direct supervision.”
United States Br. 29–30 (quoting CMS Form 1500). In
addition, the Medicare statute contains a separate section

that outlines the obligations of physicians when providing
services to plan beneficiaries, including the obligation to
provide services “economically and only when, and to the
extent, medically necessary.” 42 U.S.C. § 1320c-5(a).

[8] Third, principles of statutory construction show that
“medically accepted” and “reasonable and necessary” are
not coterminous. “[T]he use of different words or terms
within a statute demonstrates that Congress intended to
convey a different meaning for those words.” Race Tires
Am., Inc. v. Hoosier Racing Tire Corp., 674 F.3d 158, 165
(3d Cir. 2012) (citation omitted). And once this erroneous
premise is removed from the District Court's decision,
its analysis falters. See App. 14 (reasoning that because
“the ‘reasonable and necessary’ standard [is] coterminous
with the ‘medically accepted’ requirement, ... [Petratos
cannot concede that] Avastin is approved by the FDA
and supported by compendia listings” and “still argue
that prescriptions [for] Avastin were not reasonable and
necessary”).

The cases cited by the District Court do not hold that the
“reasonable and necessary” decision is decided exclusively
by federal agencies. Rather, these cases show that federal
agencies retain ultimate control over the decision and that
Government approval is a necessary component of the
determination. See, e.g., United States ex rel. Bodnar v.
Secretary of Health & Human Servs., 903 F.2d 122, 125
(2d Cir. 1990). And none of the cited cases purports to
eliminate the treating physician from the process. Indeed,
other Courts of Appeals have recognized that “Congress
intends the physician to be a key figure in determining
what services are needed and consequently reimbursable.”
*489  Goodman v. Sullivan, 891 F.2d 449, 450 (2d Cir.

1989) (citing Rush v. Parham, 625 F.2d 1150, 1157 (5th Cir.
1980)).

From a practical perspective, this multi-step
interpretation makes sense. CMS and the FDA are
best positioned to make high-level policy decisions—
such as issuing national coverage determinations and
drug approvals. These general approvals demarcate what
treatments can be considered “reasonable and necessary,”
and are thus a necessary condition for reimbursement.
Meanwhile, the doctors are best suited to evaluate each
patient and determine whether a treatment is “reasonable
and necessary for [that] individual patient.” See Medicare
Benefit Policy Manual, ch. 15, § 50.4.3 (emphasis added).
For example, Avastin is approved by the FDA to
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treat patients with metastatic colorectal cancer and such
prescriptions are reimbursable by CMS. But if a doctor
determined that a colorectal cancer patient had five hours
to live and would best be treated with palliative care,
then prescribing Avastin in that situation may not be
“reasonable and necessary.”

C

[9]  [10] Although we disagree with the District Court's
reasoning, we may affirm its judgment on any ground
supported by the record. See, e.g., Guthrie v. Lady Jane
Collieries, Inc., 722 F.2d 1141, 1145 n.1 (3d Cir. 1983).
Our review of the record leads us to conclude that Petratos
cannot establish materiality, which the False Claims Act
defines as “having a natural tendency to influence, or be
capable of influencing, the payment or receipt of money.”
31 U.S.C. § 3729(b)(4).

Just last year in Universal Health Services v. United
States ex rel. Escobar, the Supreme Court confirmed
that “[a] misrepresentation about compliance with a
statutory, regulatory, or contractual requirement must
be material to the Government's payment decision in
order to be actionable under the False Claims Act.” –––
U.S. ––––, 136 S.Ct. 1989, 1996, 195 L.Ed.2d 348 (2016).
The Court described this standard as “demanding” and
“rigorous,” id. at 2002–03, and explained that a material
misrepresentation is one that goes “to the very essence
of the bargain,” id at 2003 n.5 (citations omitted). This
requirement helps ensure that the False Claims Act does
not become “an all-purpose antifraud statute or a vehicle
for punishing garden-variety breaches of contract.” Id. at
2003 (citation and internal quotation marks omitted).

[11]  [12]  [13] The Supreme Court also provided
guidance as to how the materiality requirement should
be enforced. It explained that a misrepresentation is
not material “merely because the Government designates
compliance with a particular statutory, regulatory, or
contractual requirement as a condition of payment ... [or
because] the Government would have the option to decline
to pay if it knew of the defendant's noncompliance.”
Id. Materiality may be found where “the Government
consistently refuses to pay claims in the mine run of cases
based on noncompliance with the particular statutory,
regulatory, or contractual requirement.” Id. On the other
hand, it is “very strong evidence” that a requirement is

not material “if the Government pays a particular claim in
full despite its actual knowledge that certain requirements
were violated.” Id. Finally, materiality “cannot be found

where noncompliance is minor or insubstantial.” Id. 2

[14]  [15]  *490  Petratos's allegations do not meet
this high standard. As the District Court noted: “there
are no factual allegations showing that CMS would
not have reimbursed these claims had these [alleged
reporting] deficiencies been cured.” App. 18. Petratos
does not dispute this finding, which dooms his case.
Simply put, a misrepresentation is not “material to
the Government's payment decision,” when the relator
concedes that the Government would have paid the claims
with full knowledge of the alleged noncompliance. See
Universal Health Servs., 136 S.Ct. at 1996 (emphasis
added). Similarly, we think that where a relator does not
plead that knowledge of the violation could influence
the Government's decision to pay, the misrepresentation
likely does not “have[ ] a natural tendency to influence ...
payment,” as required by the statute. See 31 U.S.C. §
3729(b)(4). At a minimum, this would be “very strong
evidence” that the misrepresentation was not material.
Universal Health Servs., 136 S.Ct. at 2003.

The Supreme Court's guidance in Universal Health
Services also militates against a finding of materiality.
The mere fact that § 1395y is a condition of payment,
without more, does not establish materiality. See id.
In addition, Petratos not only fails to plead that
CMS “consistently refuses to pay” claims like those
alleged, see id., but essentially concedes that CMS would
consistently reimburse these claims with full knowledge of
the purported noncompliance. Nor has he cited to a single
successful claim under § 1395y involving drugs prescribed
for their on-label uses or a court decision upholding such
a theory.

Petratos's allegations are much like the sort of “minor
or insubstantial” noncompliance that the Supreme Court
explained should not be litigated under the False Claims
Act. See id. Petratos does not claim that Genentech's
safety-related reporting violated any statute or regulation.
He acknowledges that the FDA would not “have acted
differently had Genentech told the truth.” App. 64. And
as we have explained, he does not dispute that CMS would
reimburse these claims even with full knowledge of the
alleged reporting deficiencies.
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In fact, Petratos admits that he disclosed “material,
non-public evidence of Genentech's campaign of
misinformation” to the FDA and Department of Justice
in 2010 and 2011. App. 337. Since that time, the FDA
has not merely continued its approval of Avastin for
the at-risk populations that Petratos claims are adversely
affected by the undisclosed data, but has added three
more approved indications for the drug. Nor did the FDA
initiate proceedings to enforce its adverse-event reporting
rules or require Genentech to change Avastin's FDA label,
as Petratos claims may occur. And in those six years,
the Department of Justice has taken no action against
Genentech and declined to intervene in this suit.

[16] Since Petratos concedes that the expert agencies
and government regulators have deemed these violations
insubstantial (or at least would do so if made aware), we
do not think it appropriate for a private citizen to enforce
these regulations through the False Claims Act. See
United States v. Sanford-Brown, Ltd., 840 F.3d 445, 447
(7th Cir. 2016) (dismissing False Claims Act complaint
on materiality grounds because “federal agencies in this
case have already examined [the claims] multiple times
over and concluded that neither administrative penalties
nor termination was warranted” (citations and internal
quotation marks omitted)). After all, the False Claims Act
is not “a blunt instrument to enforce compliance with all ...
regulations.” Wilkins, 659 F.3d at 307 (citation omitted).

*491  Petratos's arguments to the contrary are
unpersuasive. First, he claims that materiality is
established because “if physicians would have prescribed
no or less Avastin, the Government would have paid less
claims.” Reply Br. 4. In other words, Petratos argues that
materiality can be established by proving that the alleged
fraud was the “but for” cause of the submitted claim.
Petratos's argument conflates materiality with causation,
a separate element of a False Claims Act cause of
action. See Wilkins, 659 F.3d at 304–05. Collapsing the
materiality analysis into a causation inquiry would render
the materiality element “surplusage” and fail to “give
effect ... to every clause and word of [the] statute,” which
we are loath to do. Tavarez v. Klingensmith, 372 F.3d 188,
190 (3d Cir. 2004) (citations and internal quotation marks
omitted). And even the causation element cannot be met
merely by showing “but for” causation. See United States
ex rel. Hendow v. Univ. of Phoenix, 461 F.3d 1166, 1174
(9th Cir. 2006) (explaining that the false claim must be
“integral to a causal chain leading to payment” (citations

omitted)); United States Br. 27 (“The United States does
not contend that a claim is necessarily false or fraudulent
because an antecedent fraud was a ‘but for’ cause of the
claim being submitted.”); cf. Paroline v. United States,
––– U.S. ––––, 134 S.Ct. 1710, 1720, 188 L.Ed.2d 714
(2014) (“Proximate cause is a standard aspect of causation
in ... the law of torts”). If a “but for” causation theory
is insufficient to meet the causation element—where that
type of proof is more properly directed—it follows that it
should be insufficient to demonstrate materiality.

Petratos next argues that it is incorrect to focus
our materiality inquiry on the Government's payment
decision. Rather, he claims that “the relevant question is
whether Genentech's fraudulent misrepresentations were
material to the physicians' determinations.” Reply Br. at
13. Petratos points to Universal Health Services, where
the Supreme Court quoted a treatise to explain that
“materiality ‘look[s] to the effect on the likely or actual
behavior of the recipient of the alleged misrepresentation.’
” Universal Health Servs., 136 S.Ct. at 2002 (quoting
26 R. Lord, Williston on Contracts § 69:12, p. 549 (4th
ed. 2003)). Petratos reads this language to mean that in
indirect-causation cases—where the fraud is first directed
at an intermediary who then unwittingly forwards it to
the Government for payment—we look solely to the
initial recipient of the misrepresentation and not to the
Government.

We disagree. The full context of the quotation shows
that when the Court wrote “the recipient of the alleged
misrepresentation,” it was referring to the Government,
not the initial recipient. See id. This makes sense because
the Government will always be the recipient of the
misrepresentation in the False Claims Act context. See
Wilkins, 659 F.3d at 304–05 (explaining that a plaintiff
must prove that “the defendant presented or caused
to be presented to an agent of the United States a
claim for payment” (emphasis added) (citation omitted)).
Indeed, when the Court turned to materiality in the
False Claims Act—specific context, it exclusively referred
to the Government as the ultimate recipient of the
misrepresentation. Universal Health Servs., 136 S.Ct. at
1996 (“A misrepresentation about compliance with a
statutory, regulatory, or contractual requirement must be
material to the Government's payment decision in order
to be actionable under the False Claims Act.” (emphasis
added)).
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[17] Our sister courts have interpreted Universal Health
Services the same way. See, e.g., *492  United States ex
rel. Garzione v. PAE Gov't Servs., Inc., 670 Fed.Appx. 126,
127 (4th Cir. 2016) (“The relevant question is whether
the defendant knowingly violated a requirement that
the defendant knows is material to the government's
decision to pay a claim.”); United States ex rel. Escobar
v. Universal Health Servs., Inc., 842 F.3d 103, 109 (1st
Cir. 2016) (“In order for False Claims Liability to
attach, these misleading omissions must be material to
the government's decision to pay the claim.”); United
States v. Sanford–Brown, Ltd., 840 F.3d 445, 447 (7th
Cir. 2016) (dismissing claim where there was “no evidence
that the government's decision to pay [the claim] would
likely or actually have been different had it known of [the
violation]”). Besides, it would make little practical sense
to give the doctors' materiality determinations dispositive
weight. Because the False Claims Act was passed to
protect the federal treasury, United States v. McNinch,
356 U.S. 595, 599, 78 S.Ct. 950, 2 L.Ed.2d 1001 (1958),
and since the Government decides on payment, Universal
Health Servs., 136 S.Ct. at 1996, it is the Government's
materiality decision that ultimately matters.

By attempting to focus our inquiry solely on the
physician's materiality determination, Petratos again tries
to pass off restyled causation arguments as proof of
materiality. The alleged fraud's effect on physicians is
relevant to the extent that it caused claims eventually to
reach CMS. That is, evidence of how the claim makes its
way to the government should be considered under the
causation analysis, while the materiality analysis begins
after a claim has been submitted. The materiality inquiry,
in asking whether the government's payment decision is
affected, assumes that the claim has in fact reached the
government. See Universal Health Servs., 136 S.Ct. at
1996.

The Supreme Court's treatment of indirect-causation
cases confirms this result. In United States ex rel. Marcus
v. Hess, the defendant contractors submitted fraudulent
bids to local governments for various projects funded
by the federal government. 317 U.S. 537, 542–43, 63
S.Ct. 379, 87 L.Ed. 443 (1943). Even though the fraud
was not directed at the federal government in the first
instance, the Court held the defendants liable because
their “fraud did not spend itself with the execution of the
contract,” but rather “taint[ed]” the claims paid by the
United States. Id. at 543–44, 63 S.Ct. 379. In other words,

if the fraud had deceived only the initial recipients (and not
the government), then the defendants would not have been
liable under the False Claims Act. Therefore, the alleged
fraud must affect the United States' payment decision to
be actionable. Following this logic, our focus here should
not be whether the alleged fraud deceived the prescribing
physicians, but rather whether it affected CMS's payment

decision. Because it did not, Petratos's claim fails. 3

In holding that Petratos did not sufficiently plead
materiality, we now join the many other federal courts that
have recognized the heightened materiality standard after
Universal Health Services. See, e.g., United States ex rel.
Kelly v. Serco, Inc., 846 F.3d 325, 332–36 (9th Cir. 2017);
*493  Sanford-Brown, 840 F.3d at 447; City of Chicago

v. Purdue Pharma L.P., 211 F.Supp.3d 1058, 1078–79
(N.D. Ill. 2016); United States ex rel. Scharff v. Camelot
Counseling, 2016 WL 5416494, at *8 (S.D.N.Y. Sept. 28,
2016); United States v. N. Adult Daily Health Care Ctr.,
205 F.Supp.3d 276, 295–96 (E.D.N.Y. 2016); Knudsen v.
Sprint Commc'ns Co., 2016 WL 4548924, at *12–13 (N.D.
Cal. Sept. 1, 2016); cf. Escobar, 842 F.3d at 111 (finding
FCA violations material where those violations were “as
central to the bargain as the United States ordering and
paying for a shipment of guns, only to later discover that
the guns were incapable of firing”).

IV

[18] We turn next to what is essentially a procedural
challenge. Petratos claims that Judge Arleo erred by
granting Genentech's motion to dismiss in light of Judge
Wigenton's earlier finding that Petratos had “sufficiently
alleged causes of action.” App. 56. He alleges that Judge
Arleo did not satisfy our rule that absent “ ‘exceptional
circumstances,’ ‘judges of co-ordinate jurisdiction sitting
in the same court and in the same case should not overrule
the decisions of each other.’ ” Petratos Br. 22 (quoting
Hayman Cash Register Co. v. Sarokin, 669 F.2d 162, 168
(3d Cir. 1982) (citation omitted)).

[19] Though Petratos does not cite it by name in his
opening brief, he invokes the “law of the case” doctrine:
a judicial rule of practice meant to “maintain consistency
and avoid reconsideration of matters once decided during
the course of a single continuing lawsuit.” 18 Charles
A. Wright & Arthur R. Miller, Federal Practice and
Procedure § 4478 (2d ed.). The law of the case doctrine is
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unhelpful to Petratos because it “does not limit the power
of trial judges to reconsider their [own] prior decisions.”
Williams v. Runyon, 130 F.3d 568, 573 (3d Cir. 1997).
Therefore, “[i]nterlocutory orders ... remain open to trial
court reconsideration, and do not constitute the law of
the case.” Perez-Ruiz v. Crespo-Guillen, 25 F.3d 40, 42
(1st Cir. 1994). And the grant of a leave to amend is an
interlocutory order. Powers v. Southland Corp., 4 F.3d
223, 229 (3d Cir. 1993). Therefore, Judge Wigenton's order
granting leave to amend was not the law of the case—and
Judge Arleo was within her discretion to disagree with it.

[20] That this case was transferred between judges does
not change the result. Although the doctrine provides that
“a successor judge should not lightly overturn decisions of
[her] predecessors in a given case,” “it does not limit the
power of trial judges from reconsidering issues previously
decided by a predecessor judge from the same court.”
Fagan, 22 F.3d at 1290; see also Rimbert v. Eli Lilly & Co.,
647 F.3d 1247, 1252 (10th Cir. 2011) (explaining that the
“law of the case doctrine has no bearing on the revisiting of
interlocutory orders, even when a case has been reassigned
from one judge to another”).

V

[21]  [22] Finally, Petratos argues that the District Court
abused its discretion because it denied his request for leave
to amend without explanation. But there was nothing to
explain. Petratos offered no reason why leave to amend
was appropriate or what his amendment would have

looked like. His cursory request for leave was contained
in the final clause of his brief opposing Genentech's
motion to dismiss. See App. 99 (“Relator respectfully
requests that this Court deny Genentech's motion in its
entirety or, alternatively, that Relator be granted leave
to amend.”). This threadbare recital was insufficient.
“While Federal Rule 15(a) provides that leave to amend
*494  shall be freely given when justice so requires, a

mere request in [a brief in] opposition to a motion to
dismiss—without any indication of the particular grounds
on which amendment is sought—does not constitute a
motion within the contemplation of Rule 15(a).” U.S. ex
rel. Williams v. Martin-Baker Aircraft Co., 389 F.3d 1251,
1259 (D.C. Cir. 2004) (citation omitted). Because Petratos
did not properly seek leave to amend in the District Court,
we will not consider this argument on appeal.

* * *

Petratos's allegations may be true and his concerns may
be well founded—but a False Claims Act suit is not
the appropriate way to address them. He concedes that
Genentech followed all pertinent statutes and regulations.
If those laws and regulations are inadequate to protect
patients, it falls to the other branches of government to
reform them. We will affirm the judgment of the District
Court.

All Citations

855 F.3d 481, Med & Med GD (CCH) P 305,985

Footnotes
* The Honorable Lee H. Rosenthal, United States District Judge for the Southern District of Texas, sitting by designation.

1 A claim may be factually or legally false. Wilkins, 659 F.3d at 305. “A claim is factually false when the claimant
misrepresents what goods or services that it provided to the Government.” Id. Although Petratos halfheartedly argues
that the claims at issue are factually false, he is incorrect. There is no dispute that the physicians actually provided the
claimed good (Avastin) in the claimed doses.

2 The Court also rejected the argument that materiality is “too fact intensive” to allow dismissal at the pleading stage,
explaining that plaintiffs must “plead[ ] facts to support allegations of materiality.” Id. at 2004 n.6.

3 Having reached this conclusion, it follows that Petratos's two related claims also fail. Petratos's state law claims are, as
he notes, dependent on the viability of his FCA claim. See Petratos Br. 54 (arguing that because “dismissal of the FCA
claims was in error, the dismissal of the other claims should be reversed.”). The same is true for his “reverse” FCA claims.
A reverse false claim occurs when a defendant acts improperly to avoid paying an “obligation” owed to the government.
31 U.S.C. § 3729(a)(1)(G). But Genentech did not violate the FCA and, as the District Court noted, Petratos “provides
no other basis for reverse false claims liability.” App. 21.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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845 F.3d 1
United States Court of Appeals,

First Circuit.

Jeffrey D'AGOSTINO, Plaintiff, Appellant,
State of California; State of Connecticut; District of
Columbia; State of Florida; State of Georgia; State
of Hawaii; State of Illinois; State of Indiana; State

of Louisiana; State of Maryland; Commonwealth of
Massachusetts; State of Michigan; State of Montana;

State of Nevada; State of New Hampshire; State
of New Jersey; State of New Mexico; State of New
York; State of North Carolina; State of Oklahoma;
State of Rhode Island; State of Tennessee; State

of Texas; Commonwealth of Virginia; State
of Wisconsin; John Doe; United States; State
of Delaware; State of Minnesota, Plaintiffs,

v.
EV3, INC.; Microtherapeutics,

Inc., Defendants, Appellees,
John Cubelic; Vitas J. Sipelis; John

Hardin; Brett Wall, Defendants.

No. 16-1126
|

December 23, 2016

Synopsis
Background: Relator, a former medical device salesman,
brought qui tam action against his former employer
on behalf of United States, 25 states, and District
of Columbia, asserting claims under False Claims
Act (FCA) and analogous state statutes and alleging
employer engaged in improper conduct in connection
with manufacturing and marketing of medical devices and
had knowingly caused health-care providers to submit
false claims to government entities. The United States
District Court for the District of Massachusetts, Richard
G. Stearns, J., 2014 WL 4926369, dismissed action with
prejudice. Relator appealed. The Court of Appeals for the
First Circuit, 802 F.3d 188, vacated and remanded. Upon
remand, the District Court, Sterns, J., 153 F.Supp.3d 519,
again dismissed. Relator appealed.

Holdings: The Court of Appeals, Kayatta, Circuit Judge,
held that:

[1] there was no evidence of a causal link between
manufacturer's alleged misrepresentations to Food and
Drug Administration (FDA) and government's later
payment of claims, as required for false inducement claim,
and

[2] complaint failed to allege fraud with particularity, as
required for false submission claim.

Affirmed.

West Headnotes (11)

[1] Federal Civil Procedure
Form and sufficiency of amendment; 

 futility

A district court's ruling under federal rule
governing amendments to pleadings before
trial, that amendment would be futile, means
that the complaint, as amended, would fail
to state a claim upon which relief could be
granted. Fed. R. Civ. P. 15(a).

4 Cases that cite this headnote

[2] Federal Courts
Pleading

Court of Appeals reviews, for abuse of
discretion, a district court's ruling that
amendment of complaint before trial would
be futile; district court's material error of law
constitutes such an abuse. Fed. R. Civ. P.
15(a).

Cases that cite this headnote

[3] Federal Courts
Pleading

The question of whether a motion to amend
complaint before trial is futile, because the
amended complaint fails to state a claim upon
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which relief can be granted or because court
lacks subject matter jurisdiction, is a question
of law, which the Court of Appeals reviews de
novo. Fed. R. Civ. P. 12(b)(1), (6), 15(a).

4 Cases that cite this headnote

[4] United States
Materiality

Even if medical device manufacturer made
fraudulent representations to the Food and
Drug Administration (FDA) when seeking
approval to market its device used to treat
malformed blood vessels in the brain, there
was no evidence of a causal link between
these alleged misrepresentations and payment
of claims to hospitals for reimbursement by
the government, as required to support qui
tam relator's false inducement claim against
manufacturer under False Claims Act (FCA);
the FDA had approved use of the device, it
had never withdrawn that approval, despite
broad authority to impose postapproval
requirements or suspend approval, and the
FDA, itself, made none of the Medicare
payments at issue. Federal Food, Drug, and
Cosmetic Act § 515, 21 U.S.C.A. § 360e(e);
31 U.S.C.A. § 3729(a)(1)(A)-(B); 21 C.F.R. §
814.82(a).

5 Cases that cite this headnote

[5] United States
Materiality

The False Claims Act's (FCA) materiality
standard for fraudulent inducement claims
is demanding, in that it requires that a
fraudulent representation be material to the
government's payment decision itself. 31
U.S.C.A. § 3729(b)(4).

11 Cases that cite this headnote

[6] United States
Elements

A fraudulent inducement claim under False
Claims Act (FCA) requires plaintiff to
demonstrate not only materiality of false

representation, but that the representation
caused the government to make a payment or
to forfeit money owed. 31 U.S.C.A. § 3729(b)
(4).

7 Cases that cite this headnote

[7] United States
False Claims

The False Claims Act (FCA) exists
to protect the government from paying
fraudulent claims, not to second-guess
agencies' judgments about whether to rescind
regulatory rulings. 31 U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[8] Federal Civil Procedure
Fraud, mistake and condition of mind

Federal rule for pleading fraud requires a
qui tam relator bringing claim under False
Claims Act (FCA) to allege with particularity
the who, what, when, where, and how of the
fraud. 31 U.S.C.A. § 3729 et seq.; Fed. R. Civ.
P. 9(b).

6 Cases that cite this headnote

[9] Federal Civil Procedure
Fraud, mistake and condition of mind

Allegations limited to describing a defendant's
scheme and intent are insufficient to plead
fraud with particularity, for purposes of
False Claims Act (FCA) claim, because
FCA liability attaches only to false claims;
instead, allegations must also establish that
the fraudulent conduct actually caused the
submission of false claims to the government
for payment. 31 U.S.C.A. § 3729; Fed. R. Civ.
P. 9(b).

9 Cases that cite this headnote

[10] Federal Civil Procedure
Fraud, mistake and condition of mind

Qui tam relator's conclusory allegations,
that medical device manufacturer encouraged
medically unnecessary and dangerous uses of
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its blood vessel device by physicians who
had not attended its training program, and
that “certain lots” of the device contained
manufacturing defects causing device to
malfunction, failed to allege fraud with
particularity, as required to state False Claims
Act (FCA) claim against manufacturer for
submission of false claims to the government;
there were no allegations that false claims
had been filed by untrained physicians, nor
did such allegations advance a theory and
facts that together created a strong inference
that any false claims were actually filed. 31
U.S.C.A. § 3729; Fed. R. Civ. P. 9(b).

6 Cases that cite this headnote

[11] United States
False claim

An original product cannot be called
“defective,” for purposes of establishing
falsity in a False Claims Act (FCA) qui
tam case, merely because new versions of
the product contain design improvements. 31
U.S.C.A. § 3729 et seq.
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*3  APPEAL FROM THE UNITED STATES
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MASSACHUSETTS [Hon. Richard G. Stearns, U.S.
District Judge]

Attorneys and Law Firms

Daniel Robert Miller, with whom Susan Schneider
Thomas, Philadelphia, PA, Berger & Montague PC, Lynn
G. Weissberg, Jonathan Shapiro, and Shapiro, Weissberg
& Garin LLP, Boston, MA, were on brief, for appellant.

Joshua S. Levy, with whom Mitchell Stromberg, Rebecca
C. Ellis, Boston, MA, Bryan Alexander Pennington,
Chicago, IL, Jeremy E. Kanarek, and Ropes & Gray LLP
were on brief, for appellees.

Tara S. Morrissey, Attorney, Department of Justice, Civil
Division, with whom Michael S. Raab, Attorney, Civil
Division, Benjamin C. Mizer, Principal Deputy Assistant

Attorney General, Civil Division, and Carmen M. Ortiz,
United States Attorney, were on brief, for amicus curiae
the United States of America.

Before Howard, Chief Judge, Selya and Kayatta, Circuit
Judges.

Opinion

KAYATTA, Circuit Judge.

This qui tam action makes its second appearance before
us. Last year, we held that the district court should have
evaluated Jeffrey D'Agostino's request for leave to file his
fourth amended complaint under the standard set forth
in Federal Rule of Civil Procedure 15(a). United States
ex rel. D'Agostino v. ev3, Inc. (D'Agostino I), 802 F.3d
188, 193–96 (1st Cir. 2015). On remand, the district court
found that D'Agostino's desired amendment failed under
that standard because, even as proposed to be amended,
the complaint did not allege claims upon which the court
could grant relief. United States ex rel. D'Agostino v. ev3,
Inc., 153 F.Supp.3d 519, 538 (D. Mass. 2015). For the
following reasons, we agree.

I. Background

A. Factual Allegations
Defendant ev3, Inc. (“ev3”) discovers, develops,
manufactures, and markets medical devices. Defendant
Micro Therapeutics, Inc. (“MTI”), ev3's subsidiary since
2006, likewise manufactures and markets medical devices.
D'Agostino's original and proposed complaints against
these companies focus on two devices, the Onyx Liquid
Embolic System (“Onyx”) and the Axium Detachable Coil
System (“Axium”). We recite the relevant facts concerning
each device as they are alleged by D'Agostino in his
proposed complaint, assuming them to be true unless they
are merely conclusory. See Ashcroft v. Iqbal, 556 U.S. 662,
678, 129 S.Ct. 1937, 173 L.Ed.2d 868 (2009).

1. Onyx
Onyx is an artificial liquid material developed by MTI
to treat malformed blood vessels in the brain. In plain
terms, it is injected into blood vessels near the brain, and
then forms a mass blocking the flow of blood to facilitate
subsequent surgery. In the early 2000s, MTI licensed the
Onyx molecule to a company named Enteric. Enteric used
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the molecule to develop another medical device, Enteryx,
which went to market first, after gaining Food and Drug
Administration (“FDA”) approval in April 2003 for the
treatment of gastroesophageal reflux disease. A series of
adverse events involving Enteryx followed, prompting a
patient safety alert in October 2004, and culminating in a
complete recall of the device in September 2005.

It was during this timeframe—between Enteryx's approval
and recall—that MTI sought approval for Onyx.
The FDA's regulations require a premarket approval
(“PMA”) process for medical devices like *4  Onyx.
See 21 C.F.R. § 814.1(c). During that process, the
device manufacturer supplies the FDA with extensive
information regarding the device—including its design,
manufacturing, packing, labeling, and testing—to satisfy
the agency that the device is safe and effective. Id. §
814.20. A “sufficiently complete” application proceeds
to substantive review. Id. § 814.42(a). That review is
performed by FDA personnel and, at the FDA's election
as in this instance, by an advisory panel of outside experts.
Id. § 814.44(a). The panel holds a public meeting to
review the PMA before making a recommendation to the
FDA. Id. § 814.44(b). The FDA then considers the PMA
application, together with any advisory panel report and
recommendation, before issuing a decision on approval.
Id. § 814.44(c).

MTI's PMA application identified a narrow indication
for Onyx: “use in the treatment of brain arteriovenous
malformations (‘BAVM's'), when embolization is
indicated to minimize blood loss to reduce the BAVM
size prior to surgery.” While seeking approval, MTI
emphasized the narrow scope of the indication as well
as the rigorous nature of the training program required
for physicians using Onyx. According to the testimony of
MTI's Vice President before the FDA advisory panel, that
training program would include an instructional session,
a hands-on workshop, a case review, and observations.
According to another MTI witness, any physician who
completed this training would receive the assistance of
an experienced proctor the first time he or she used
Onyx. The advisory panel members placed great weight on
these training requirements, describing them as “critically
important” and “a very big component of getting [Onyx]
into safe use.”

The panel ultimately recommended approval of Onyx.
However, several of its members explained that it was a

“cautious approval,” and others warned that they would
advise the FDA to rescind approval if MTI disregarded
their suggestions for carefully monitoring Onyx cases.

The FDA adopted the panel's recommendation, granting
approval to Onyx in July 2005. The Onyx label authorized
by the FDA restricted the device's use to “physicians with
neurointerventional training and a thorough knowledge
of the pathology to be treated, angiographic techniques,
and super-selective embolization.” It stated, “Contact
your Micro Therapeutics Inc. sales representative for
information on training courses.”

Enter D'Agostino, a sales representative who worked at
ev3 from January 2005 until his termination in January
2010. After ev3 acquired MTI in 2006, D'Agostino
became familiar with the manner in which the defendants
promoted and sold Onyx. He says that he observed
physician trainings that lasted as little as four hours and
proctored surgeries that involved off-label procedures.
He also alleges that the defendants instituted a “Site
Certification Process” whereby they certified and sold
Onyx to any site where a single neurosurgeon who had
completed their training enjoyed privileges. As a result,
he says that Onyx fell into the hands of physicians at
those sites with inadequate training or no training at
all. Additionally, the defendants encouraged off-label
marketing by setting sales quotas for their representatives
that anticipated such sales, educating their sales force
on “peripheral applications,” and providing off-label
training to physicians during all-expenses-paid retreats.
All in all, it became clear, alleges D'Agostino, that the
defendants never intended to honor the commitments that
MTI had made to the FDA.

*5  2. Axium
Because clinical trials involving Onyx in the treatment
of aneurysms evinced numerous complications, the
defendants in 2007 launched a new medical device,

Axium. 1  Put simply, Axium provides another means of
generating an embolism to facilitate the surgical treatment
of anomalies in blood vessels in the brain. Surgeons
use the device to place a small, detachable coil at a
desired spot to generate a blockage of blood flow to an
abnormality such as an aneurysm. Following the initial
launch in 2007, the defendants redesigned the device
several times in response to reports that it malfunctioned
during procedures. They did not, however, recall earlier
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generations or relabel any devices. Problems persisted,
notwithstanding frequent modifications. On top of these
design challenges, irregularities during manufacturing
resulted in defective lots of the devices that the defendants
nonetheless sold. D'Agostino, who also promoted Axium,
attended a February 2009 meeting where top brass
admonished the sales force to keep quiet about defects in
hopes of dodging FDA scrutiny.

3. Qui Tam Action
Approximately one year later, the defendants terminated
D'Agostino's employment. In October 2010, he brought
this qui tam action as a “relator” on behalf of the
United States under the False Claims Act (“FCA”), 31
U.S.C. §§ 3729–3733, and on behalf of numerous states
under similar state statutes. The relevant provisions of
the FCA are those imposing liability on anyone who
“knowingly presents, or causes to be presented, a false or
fraudulent claim for payment or approval,” id. § 3729(a)
(1)(A), or “knowingly makes, uses, or causes to be made
or used, a false record or statement material to a false
or fraudulent claim,” id. § 3729(a)(1)(B). D'Agostino's
proposed complaint accuses ev3 and MTI of violating
those provisions in selling Onyx and Axium to hospitals
that seek reimbursement from the federal government
through, for example, the Centers for Medicare and
Medicaid Services (“CMS”).

B. Procedural History
Our opinion in D'Agostino I provides a full recitation
of the suit's early procedural history, 802 F.3d at
190–91, which we repeat only briefly here. D'Agostino
filed his original complaint under seal in October 2010
and amended the complaint as a matter of course in
February 2011. Through two subsequent amendments,
both with permission of the court, D'Agostino added

several defendants 2  and retooled his claims. In October
2013, the United States declined to intervene, and the
court lifted the seal and authorized service. The parties
then submitted a joint briefing schedule to the court for
the defendants' motion to dismiss. The court endorsed the
schedule and the defendants timely filed their motion.

A few days before his opposition was due, D'Agostino
filed a fourth amended complaint (i.e., his fifth version
of the complaint). The defendants immediately moved to
strike, insisting that D'Agostino had used up his right
to amend as a matter of course back in February 2011.

The court agreed but construed D'Agostino's filing as
*6  a request for leave to amend. It applied to that

request the “good cause” standard from Rule 16(b) of the
Federal Rules of Civil Procedure and struck the amended
complaint for want of good cause. His fourth amended
complaint rejected, D'Agostino opposed the motion to
dismiss his third amended complaint. The district court
sided with the defendants, ruling that certain claims were
subject to the FCA's public disclosure bar, 31 U.S.C. §
3730(e)(4), and that the remaining claims failed to satisfy
the pleading requirements of Rules 9(b) and 12(b)(6). See
United States ex rel. D'Agostino v. ev3, Inc., No. 10–CV–
11822, 2014 WL 4926369, at *5–9 (D. Mass. Sept. 30,
2014).

In the appeal that followed, we held that the district court
erred by applying Rule 16(b)'s standard rather than Rule
15(a)'s more lenient standard. D'Agostino I, 802 F.3d
at 194. We therefore remanded the case to the district
court to evaluate under Rule 15(a) D'Agostino's request
to file a fourth amended complaint. Id. at 195–96. After
briefing and argument on the proposed amendment, the
district court once again denied D'Agostino's request to
file a fourth amended complaint. See D'Agostino, 153
F.Supp.3d at 525. As before, the district court determined
that certain claims were subject to the FCA's public
disclosure bar. Id. at 530–32. Others, it found, lacked
particularity per Rule 9(b), id. at 533–38, or otherwise
failed to state a claim upon which relief can be granted
per Rule 12(b)(6), id. at 538–39. It therefore deemed the
motion to amend futile.

In addition to finding the proposed amendment futile, the
district court expressed the “tentative view that permitting
a further amendment would substantially prejudice the
individual defendants,” id. at 539, but decided it was
“not necessary for the court to definitively resolve the
issue,” id. at 540. The court finally noted that it was
“inclined to agree” with undue delay arguments advanced
by the defendants, which faulted D'Agostino for labeling
as “new evidence” information that he could have
obtained through reasonable diligence before filing the
third amended complaint. Id.

This appeal followed.

II. Discussion
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[1]  [2]  [3] A district court's ruling under Rule 15(a) that
amendment would be futile “means that the complaint,
as amended, would fail to state a claim upon which relief
could be granted.” Glassman v. Computervision Corp.,
90 F.3d 617, 623 (1st Cir. 1996) (citing 3 Moore's Federal

Practice ¶ 15.08[4], at 15–80 (2d ed. 1993)). 3  While we
review Rule 15(a) rulings for abuse of discretion, see, e.g.,
Nikitine v. Wilmington Trust Co., 715 F.3d 388, 389 (1st
Cir. 2013), a material error of law constitutes such an
abuse, and the question whether a motion to amend is
futile because the amended complaint fails to state a claim
upon which relief can be granted is a question of law, see
Ouch v. Fed. Nat'l Mortg. Ass'n, 799 F.3d 62, 65 (1st Cir.
2015). Hence, our review in this case is actually de novo.

In performing this review, we, like the district court,
confront a proposed complaint that covers 123 pages
and features extensive single-spaced excerpts. D'Agostino
devotes most of his pleading to establishing in excessive
detail that the defendants said and did things that they
knew were false or improper, and to critiquing the Onyx
and Axium devices. At the same *7  time, the pleading
offers hints of numerous theories for tying the alleged
improprieties and defects to false claims. D'Agostino's
briefs on appeal call for us to consider two of those
theories for his claims concerning Onyx, and two for his
claims concerning Axium.

A. Onyx Fraudulent Inducement Claims
[4] D'Agostino's principal claim relating to the

government's payment for the use of MTI's Onyx device
rests on an allegation that MTI made three fraudulent
representations to the FDA in seeking approval to market
Onyx. Specifically, the defendants disclaimed uses for the
device they later pursued, overstated the training they
later provided, and omitted critical safety information
about the molecule, including its failure in the Enteryx
device. The FDA, however, made none of the payments
at issue in this lawsuit. Rather, CMS made the payments
by reimbursing physicians who performed procedures
using Onyx and hospitals where such procedures took
place. “FCA liability attaches to a ‘false or fraudulent
claim for payment or approval’ or to a ‘false record or
statement material to a false or fraudulent claim.’ ” United
States ex rel. Kelly v. Novartis Pharm. Corp., 827 F.3d
5, 14 (1st Cir. 2016) (quoting 31 U.S.C. § 3729(a)(1)
(A)–(B)). To link those CMS payments to the fraudulent
representations allegedly made to the FDA, D'Agostino

notes that FDA approval is a precondition to CMS
reimbursement for use of a medical device, and argues that
the fraudulent representations allegedly made by MTI to
the FDA “could have” influenced the FDA to grant that
approval.

We reject this argument because alleging that the
fraudulent representations “could have” influenced the
FDA to approve Onyx falls short of pleading a causal
link between the representations made to the FDA and
the payments made by CMS. If the representations
did not actually cause the FDA to grant approval it
otherwise would not have granted, CMS would still have
paid the claims. In this respect, D'Agostino's fraudulent
inducement theory is like a kick shot in billiards where the
cue ball “could have” but did not in fact bounce off the
rail, much less hit the targeted ball.

D'Agostino tries to rebut this conclusion by relying on
the FCA's materiality standard. Under that standard, a
representation made to secure a payment is material if
it has “a natural tendency to influence, or [is] capable
of influencing, the payment or receipt of money or
property.” 31 U.S.C. § 3729(b)(4). He reasons that as long
as MTI's representations at issue “could have” influenced
the FDA to grant approval, the representations were
material.

[5] This argument may well misconstrue the FCA's
materiality standard. It is a “demanding” standard.
Universal Health Servs., Inc. v. United States, –––
U.S. ––––, 136 S.Ct. 1989, 2003, 195 L.Ed.2d 348
(2016). Moreover, the FCA requires that the fraudulent
representation be material to the government's payment
decision itself. Id. at 2002–04. The fact that CMS
has not denied reimbursement for Onyx in the wake
of D'Agostino's allegations casts serious doubt on
the materiality of the fraudulent representations that
D'Agostino alleges. Id. at 2003–04 (“[I]f the Government
regularly pays a particular type of claim in full despite
actual knowledge that certain requirements were violated,
and has signaled no change in position, that is strong
evidence that the requirements are not material.”).

[6] In any event, even if the alleged fraudulent
representations were material as defined by the FCA,
the elements of *8  D'Agostino's fraudulent inducement
claims include not just materiality but also causation; the
defendant's conduct must cause the government to make
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a payment or to forfeit money owed. See United States
ex rel. Westrick v. Second Chance Body Armor Inc., 128
F.Supp.3d 1, 18 (D.D.C. 2015) (holding that a plaintiff
asserting fraudulent inducement claims must demonstrate
“not only that the omitted information was material but
also that the government was induced by, or relied on,
the fraudulent statement or omission” (quoting United
States ex rel. Thomas v. Siemens AG, 991 F.Supp.2d 540,
569 (E.D. Pa. 2014))), reconsideration granted in part on
other grounds sub nom. United States v. Second Chance
Body Armor Inc., No. 04–CV–280, 2016 WL 3033937
(D.D.C. Feb. 11, 2016); see also, e.g., United States ex
rel. Main v. Oakland City Univ., 426 F.3d 914, 916 (7th
Cir. 2005) (“The [FCA] requires a causal rather than a
temporal connection between fraud and payment.”). See
generally 1 John T. Boese, Civil False Claims and Qui
Tam Actions §§ 2.01[A][3], 2.05 (4th ed. 2016). If the FDA
would have approved Onyx notwithstanding the alleged
fraudulent representations, then the connection between
those representations to the FDA and a payment by CMS
relying on FDA approval disappears.

The defect in D'Agostino's claim is not a mere flaw
in the complaint's choice of words. In the six years
since D'Agostino surfaced the alleged fraud, the FDA
has apparently demanded neither recall nor relabeling
of Onyx—this notwithstanding the agency's option to
impose postapproval requirements, 21 C.F.R. § 814.82(a),
its clear prerogative to suspend approval temporarily,
id. § 814.47(a), and its broad authority to withdraw
approval, id. § 814.46(a). In particular, when the FDA
concludes that it has been misled because an “application
contained or was accompanied by an untrue statement of
a material fact,” it can commence an “informal” hearing
and withdraw its approval allowing the marketing of a
device. See 21 U.S.C. § 360e(e). In such an instance, it
acts with the benefit, where appropriate, of “advice on
scientific matters from a panel or panels [of experts] under
section 360c.” Id.

[7] The FDA's failure actually to withdraw its approval
of Onyx in the face of D'Agostino's allegations precludes
D'Agostino from resting his claims on a contention that
the FDA's approval was fraudulently obtained. To rule
otherwise would be to turn the FCA into a tool with
which a jury of six people could retroactively eliminate
the value of FDA approval and effectively require that a
product largely be withdrawn from the market even when
the FDA itself sees no reason to do so. The FCA exists

to protect the government from paying fraudulent claims,
not to second-guess agencies' judgments about whether to
rescind regulatory rulings. See D'Agostino, 153 F.Supp.3d
at 539 (“Surely, where the FDA was authorized to render
the expert decision on ... use and labeling, it, and not
some jury or judge, is best suited to determine the factual
issues and what their effect would have been on its original
conclusions.” (quoting King v. Collagen Corp., 983 F.2d
1130, 1140 (1st Cir. 1993) (Aldrich, J., concurring))).

The collateral effects of allowing juries in qui tam actions
to find causation by determining the judgment of the
FDA when the FDA itself has not spoken are akin to
those practical effects that counsel in favor of not allowing
state-law fraud-on-the-FDA claims. See Buckman Co. v.
Plaintiffs' Legal Comm., 531 U.S. 341, 349–51, 121 S.Ct.
1012, 148 L.Ed.2d 854 (2001). If jurors in a single qui
tam case could determine precisely what representations
were essential to approval, which experts to believe,
and how the FDA interpreted *9  submissions made to
it, some potential applicants who would otherwise seek
approval for new products might be deterred, others might
swamp the FDA with more data than it wants, and the
“FDA's responsibility to police fraud consistently with
the Administration's judgment and objectives” might be
undercut. Id. at 350, 121 S.Ct. 1012.

Practical problems of proof also inform our conclusion.
How would a relator prove that the FDA would not have
granted approval but for the fraudulent representations
made by the applicant? Would competing experts read
someone's mind? Whose? What if former officials no
longer in government were of one view, and current
officials of another? These and similar questions all
support our position that the absence of some official
agency action confirming its position and judgment in
accordance with the law renders D'Agostino's fraud-on-
the-FDA theory futile.

The United States as amicus curiae agrees that
D'Agostino's fraudulent inducement theory “necessarily
asks whether [the] FDA would have made a different
decision absent the fraud.” The United States does request
that we reject any reading of the district court's opinion
as implying that a fraudulent inducement claim would not
lie even if fraudulent representations “actually caused [the]
FDA to approve or clear the device.”
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We do not read the district court's carefully crafted
opinion that way. Its holding does not, in our view, hinge
on rejecting or accepting the position of the United States,
and neither does ours. Nor are we saying that the FCA
is in this context preempted by the Federal Food, Drug,
and Cosmetic Act, 21 U.S.C. §§ 301–399f. We hold only
that causation is an element of the fraudulent inducement
claims D'Agostino alleges and that the absence of official
action by the FDA establishing such causation leaves a
fatal gap in this particular proposed complaint. Certainly
some official action by the FDA confirming that its
approval was actually procured by the alleged fraudulent
representations would fill that particular gap in the
proposed complaint. Whether it would suffice to sustain
the proposed complaint we need not decide.

We do recognize that, should a valid FCA claim
exist if the FDA withdrew its approval for a product
upon discovering fraud, our ruling today would pose a
theoretical risk that the whistleblowing relator might be
deprived of his or her bounty by a government intent on
doing so. This is because the relator would need to alert
the FDA—to secure withdrawal of approval—before the
relator could allege causation. In theory, the government
in such an instance might first file an FCA action
itself, thereby arguably precluding the whistleblower from
qualifying for a share of the recovery under 31 U.S.C.
§ 3730(d). As a practical matter, though, this risk is
small, and it does not warrant eliminating causation as
an element of the claim. As the United States notes,
instances in which fraudulent representations “masked
problems that are so serious that [the] FDA would have
(for example) withheld or withdrawn its approval” are
“likely rare.” Moreover, if such a case actually arises,
there is no logical reason why the government itself (in a
case involving what the FDA finds to be the fraudulent
procural of approval) would want to proceed in a manner
that deprives the whistleblower of a bounty, thereby
reducing the incentive for future potential whistleblowers

aware of fraud on the FDA. 4

*10  In any event, the FDA approved Onyx, and has
never withdrawn that approval. D'Agostino therefore
cannot establish a causal link between the alleged
fraudulent representations made to the FDA and the
payment of claims for reimbursement by the government.

B. Onyx “Training Program” Claims

That leaves, with respect to Onyx, D'Agostino's theory
that the defendants caused the submission of false claims
by encouraging medically unnecessary and dangerous uses
of Onyx by physicians who did not attend the training
program offered by the defendants. Undergirding this
theory is the fact that Medicare excludes from coverage
claims involving procedures that “are not reasonable
and necessary for the diagnosis or treatment of illness
or injury.” 42 U.S.C. § 1395y(a)(1)(A). D'Agostino's
proposed complaint incorporates the statement of a
neurosurgeon and leading Onyx user, who opines that
it is never “medically reasonable or medically necessary
for an untrained physician to use Onyx in procedure
[sic] involving a live human being,” as such use “creates
an exceedingly dangerous situation for the patient.”
According to D'Agostino, the defendants therefore caused
the submission of false claims by “fail[ing] to provide the
physician training that the FDA required as a condition
of approved usage, and subsequently induc[ing] those
untrained doctors to use Onyx anyway.” This theory,
rather than targeting every Onyx claim, attacks the
subset of claims seeking reimbursement for procedures
performed by physicians whom the defendants did not
train.

[8]  [9] We evaluate the sufficiency of these allegations
under Federal Rule of Civil Procedure 9(b), which
provides that, “[i]n alleging fraud or mistake, a party must
state with particularity the circumstances constituting
fraud or mistake.” Fed. R. Civ. P. 9(b). More precisely,
Rule 9(b) requires a relator to allege with particularity
the who, what, when, where, and how of the fraud.
United States ex rel. Ge v. Takeda Pharm. Co., 737
F.3d 116, 123 (1st Cir. 2013). Furthermore, allegations
limited to describing the defendant's scheme and intent are
insufficient, “[b]ecause FCA liability attaches only to false
claims.” Id. at 124 (citing United States ex rel. Karvelas
v. Melrose–Wakefield Hosp., 360 F.3d 220, 225 (1st Cir.
2004), abrogated on other grounds by United States ex
rel. Gagne v. City of Worcester, 565 F.3d 40 (1st Cir.
2009)). Thus, the allegations must also establish that the
fraudulent conduct actually caused the submission of false
claims to the government for payment. Id. (citing United
States ex rel. Rost v. Pfizer, Inc., 507 F.3d 720, 732–33
(1st Cir. 2007), overruled in part by Allison Engine Co.
v. United States ex rel. Sanders, 553 U.S. 662, 128 S.Ct.
2123, 170 L.Ed.2d 1030 (2008)). As a general matter, a
relator does this by alleging with particularity examples of
actual false claims submitted to the government. Karvelas,
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360 F.3d at 232–33. By doing so, the relator conveys
that if the facts alleged are true, the filing of a false
claim is not merely a possibility, but rather, necessarily
occurred. Alternatively, in appropriate circumstances, a
relator may instead allege “factual or statistical evidence
to strengthen the inference of fraud beyond possibility.”
United States ex rel. Duxbury v. Ortho Biotech Prod.,
L.P., 579 F.3d 13, 29 (1st Cir. 2009) (quoting Rost, 507
F.3d at 733). See, e.g., United States ex rel. Escobar v.
Universal Health Servs., Inc., 780 F.3d 504, 515 (1st Cir.
2015), overruled on other grounds by ––– U.S. ––––,
136 S.Ct. 1989, 195 L.Ed.2d 348 (2016) *11  (holding
that particular allegations concerning one patient were
sufficient because they arose from a “systematic failure”
that necessarily “infected” other claims with fraud).

[10] Applying these rules, the district court found the
proposed complaint's allegations insufficient, citing their
failure to identify any specific false claim submitted
to the government for reimbursement. D'Agostino, 153
F.Supp.3d at 536 n.38. In response, D'Agostino repeats
the argument he made to the district court, pointing to
allegations in his proposed complaint that two physicians
who did not attend the defendants' training program
performed a total of approximately seventy procedures
using Onyx, and that “well over 50%” of these physicians'
patients were insured under government health plans. So,
reasons D'Agostino, the odds are very high that at least
some bills were submitted to and paid by the government
for use of Onyx by untrained physicians. And since the
device label calls for use only by trained physicians, the
use by untrained physicians was both off-label and, in
the opinion of an expert retained by D'Agostino, not
medically necessary.

There are several problems with this line of reasoning.
First, and most simply, while the FDA-approved label
for Onyx does indeed restrict use to “physicians with
neurointerventional training,” and refers users to MTI
“for information on training courses,” it contains no
requirement that the physician must obtain the training
from MTI or ev3. Therefore, D'Agostino's allegation that
the defendants did not train these two physicians falls
materially short of alleging facts showing that they were
not trained at all. And if they were indeed otherwise

trained, 5  the use of Onyx would not have been off-label.
For this reason alone, D'Agostino's “training program”
claims fail.

Additionally, even if we were to overlook this gap in
the allegations, the assumption that physicians submitted
claims for reimbursement merely because many of their
patients in general were insured under government
programs is faulty. The district court noted as much,
explaining the distinction between alleging that a certain
percentage of patients carried government insurance and
alleging that any patient carrying government insurance
underwent a procedure involving the device that resulted
in a claim for government reimbursement. D'Agostino,
153 F.Supp.3d at 536 n.38. D'Agostino's assumption is
particularly faulty because seeking reimbursement here
would have required the physicians knowingly to submit
off-label claims if they did indeed lack the training the
label plainly required. See Rost, 507 F.3d at 732–34.

For each of these reasons, we agree with the district
court that D'Agostino's “training program” version of his
Onyx claim fails because it does not sufficiently allege the
submission of a false claim nor does it advance a theory
and facts that together create a “strong inference” that
false claims were actually filed. Id. at 732.

C. Axium Manufacturing Defect Claims
D'Agostino describes various alleged defects in the
manufacture of Axium. Instead of identifying specific
false claims to CMS involving Axium, the proposed
complaint seeks to rely on what D'Agostino calls a
“complete falsity” theory. This theory applies, he argues,
when every device is defective, *12  rendering each
claim for reimbursement involving the product false, and
thereby “logically obviat[ing] the need for identification of
specific false claims, because their submission is a virtual
certainty.”

This case presents no need to decide whether such a
theory is tenable. The proposed complaint simply does not
allege facts making it plausible that all Axium devices—
or even most-were defective. It alleges only that “certain
lots of Axium” contained manufacturing defects that
caused the device to malfunction when the surgeon tried
to use it. The proposed complaint does not give the
number or percentage of Axium devices that suffered
these manufacturing defects. It does identify by hospital,
surgeon, date, and (sometimes) Axium generation and
lot number a dozen or so surgeries during which the
surgeon encountered difficulty or failure in trying to
deploy the Axium coil. Only certain of those instances
are said to involve defectively manufactured devices, and
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none are alleged to have resulted in any particular false
claims paid by the government. See, e.g., Hagerty ex rel.
United States v. Cyberonics, Inc., No. 16–1304, 2016
WL 7321224, at *4–5 (1st Cir. Dec. 16, 2016) (holding
that identifying doctors and hospitals whose patients
had device replacement surgeries does not establish
that any medical provider actually submitted claims
for government reimbursement). Importantly, there is
no claim here of a latent manufacturing defect that
manifested itself only after the surgery was completed and
the claim for reimbursement submitted. To the contrary,
the allegation is that the defect caused the device to fail
as the surgeons tried to use it, and thus before any claim
for reimbursement might have been submitted. We are
therefore left with a proposed complaint that neither
alleges any specific false claims involving Axium devices
with manufacturing defects nor demonstrates beyond
possibility that claims of the type said to be false were
actually submitted.

D. Axium Design Defect Claims
[11] The proposed complaint also seeks to advance a

design defect claim. To do so, it first asserts that Axium
was modified and improved over time. It then calls
“defective” all earlier versions of the device that predated
such improvements. Even by their own conclusory terms,
these allegations do not make all devices defective;

for example, any device featuring the most recent
modifications when sold would not be “defective.” More
importantly, we agree with the district court that a product
(much less an FDA-approved medical device) cannot
be called defective for purposes of establishing falsity
in a qui tam case merely because new versions of the
product contain design improvements. See D'Agostino,
153 F.Supp.3d at 537. Indeed, by that standard, most
every car sold to the government would be per se defective.

III. Conclusion

None of the claims in D'Agostino's fourth amended
complaint is adequately pled, so his request for leave to file
that complaint was properly denied as futile. A fortiori,
the lesser included factual recitation set forth in the third
amended complaint fails as well. We therefore have no
need to consider the district court's alternative reasons for
rejecting D'Agostino's claims. The district court's order
denying D'Agostino's motion to amend the complaint is
affirmed.

All Citations

845 F.3d 1, Med & Med GD (CCH) P 305,828

Footnotes
1 The proposed complaint does not allege that Axium was not FDA-approved.

2 The defendants named in the fourth amended complaint are ev3, MTI, and two individuals: John H. Hardin II, a Vice
President of Sales at ev3 who oversaw Onyx and Axium, and Brett Wall, a Director at MTI who joined ev3 to serve as
a Vice President of Marketing. During the pendency of this appeal, D'Agostino voluntarily dismissed with prejudice his
appeal as to those individual defendants.

3 To be more precise, a futility finding could also mean that the proposed complaint would require dismissal for other
reasons, such as lack of subject-matter jurisdiction under Rule 12(b)(1).

4 The whistleblower in such a scenario, as an original source of the information, would trump any copycats who tried to
first file suit after the FDA publicly disclosed its actions. See 31 U.S.C. § 3730(e)(4)(A)(i)–(ii).

5 The proposed complaint alleges that the defendants trained at least one physician at each medical facility, including
presumably the facilities at which each of these two physicians worked.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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ORDER GRANTING IN PART AND DENYING
IN PART MOTION TO DISMISS THE

UNITED STATES' AMENDED COMPLAINT
AND DENYING MOTION TO DISMISS

DRESSER'S SECOND AMENDED COMPLAINT

BETH LABSON FREEMAN, United States District
Judge

*1  This case involves two plaintiffs, four defendants,
and five theories of Medicare fraud. Plaintiff-relator
Elma Dresser and Plaintiff-intervenor the United States
of America sue Defendants under the False Claims
Act (“FCA”), alleging that Defendants submitted false
claims to federal healthcare programs for diagnostic sleep
studies and sleep disorder-related medical devices. See
Second Amended Compl. (“SAC”), ECF 63; United
States' Amended Compl. in Intervention (“FAC”), ECF
62. Defendants move to dismiss both complaints. See

Mots., ECF 57, 58, 66, 67. The Court heard argument
on these motions on May 5, 2016. For the reasons stated
on the record and below, Defendants' motion to dismiss
the United States' Amended Complaint is GRANTED IN
PART and DENIED IN PART, with leave to amend, and
Defendants' motion to dismiss Dresser's Second Amended
Complaint is DENIED, but leave to amend is granted on
the implied false certification claim.

I. BACKGROUND
In 2012, Dresser sued Defendants under the FCA. See
Compl., ECF 1. After the United States intervened in
part and filed an Intervenor Complaint, Dresser amended
her complaint. See Compl. in Intervention, ECF 22; First
Amended Compl., ECF 24. Defendants then moved to
dismiss both complaints, see Mots., ECF 57, 58, and the
United States and Dresser amended their complaints. See
FAC, SAC.

A. United States' Claims
Defendants Tahereh Nader and Anooshiravan
Mostowfipour own and operate Defendants Qualium
Corp. and Amerimed Corp. See FAC ¶¶ 12-13. Qualium
owns a chain of California clinics, doing business as
Bay Sleep Clinic, that provides diagnostic services and
treatment for sleep disorders. See id. ¶ 10. Qualium,
doing business as CPAP Specialist, also dispenses durable
medical equipment (“DME”), specifically sleep disorder-
related devices. See id. ¶¶ 4, 11. Amerimed also provides
diagnostic services and treatment for sleep disorders, and
dispenses DME products. See id. ¶ 14. In its Amended
Complaint, the United States alleges that from April 4,
2002 to the present, Defendants engaged in a scheme to
violate Medicare rules in three ways: first, by conducting
sleep and titration tests in locations that had not been
approved by Medicare; second, by employing unqualified
personnel to conduct those tests; and third, by dispensing
DME to Medicare patients based on those tests, and/
or from unapproved locations, and/or by an unapproved
provider. See id. ¶ 90.

1. Unapproved Locations

Defendants have twenty sleep clinics, but enrolled
only two of them as Medicare-approved Independent
Diagnostic Testing Facilities (“IDTF”). See id. ¶¶ 47,
93, 94. Defendants did not apply to enroll the other
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18 clinic locations as Medicare-approved IDTFs. See
id. ¶ 98. Even if Defendants had applied to enroll
those locations, however, they would not have been
approved, because they did not post and maintain regular
business hours, as required for Medicare IDTFs. See id.
¶ 100. Under Medicare regulations, each IDTF practice
location must be enrolled in order to bill Medicare.
See Implementation of New Compliance Standards for
Independent Diagnostic Testing Facilities (IDTFs), CMS
Manual System, Pub. 100-08, Transmittal 216 (July 13,
2007), at 4.19.1(B). Defendants nonetheless performed
sleep tests on Medicare beneficiaries in the 18 unapproved
clinics, and then submitted payment claim forms that
falsely stated that the tests had occurred at one
of the two approved clinics. See FAC ¶¶ 95, 96.
By signing and submitting the payment claim forms,
Defendants expressly certified that their claims for
payment complied with Medicare laws, regulations, and
program instructions, and that they were true, accurate,
and complete. See id. ¶ 97.

2. Unqualified Personnel

*2  In addition to conducting tests in unapproved clinics,
Defendants used unlicensed personnel to conduct those
tests, concealed this fact from Medicare, and submitted
claims for diagnostic tests that were not performed by
licensed or certified technologists.

In order to bill Medicare, personnel performing sleep tests
at IDTFs must be licensed or certified. See 42 C.F.R.
§§ 410.33(c), (g); Implementation of New Compliance
Standards for Diagnostic Testing Facilities (IDTFs), CMS
Manual System, Pub. 100-08, Transmittal 216 (July 13,
2007). Defendants, however, knowingly and deliberately
employed at least 30 individuals who were not licensed
or registered to perform sleep and titration tests, because
they believed that employing licensed or registered sleep
technicians was too expensive. See FAC ¶¶ 111, 121. The
unlicensed, unregistered employees performed sleep and
titration tests on Medicare beneficiaries and Defendants
then submitted payment claim forms for these tests. See
id. ¶¶ 104-05, 121.

Defendants also concealed the identities of their
unlicensed employees. See id. ¶ 108. Medicare requires
IDTFs to submit a Medicare Enrollment Application,
Form CMS-855B, which provides information to

determine whether the IDTFs meet all of the standards for
IDTFs. See id. ¶¶ 55-56. Section D of Attachment 2 to the
CMS-855B requires the supplier to list all non-physician
personnel who perform tests at that IDTF and attach
copies of their state licenses or certificates. See CMS 855-
B, FAC, Ex. 1 at US0000835, ECF 62-1. In July 2010,
Defendants submitted a CMS-855B to update the location
of their Los Gatos clinic, and despite employing several
unlicensed employees to perform tests, Defendants listed
only two technicians on their CMS-855B and omitted
the unlicensed employees. See FAC ¶ 110. In January
2012, Defendants submitted a CMS-855B to re-validate
the enrollment of their San Francisco clinic, and similarly
listed only two technicians on their CMS-855B. See id. ¶
108-09.

3. DME Dispensing

In addition to performing sleep tests, Qualium and
Amerimed also dispensed sleep disorder-related DME
to Medicare beneficiaries from unapproved locations
and in violation of the payment prohibition. See id. ¶
122. Qualium was approved by Medicare to dispense
DME only from its Los Gatos clinic location. See
id. ¶ 123. Qualium dispensed DME from other Bay
Sleep clinic locations, however, and falsely represented
on the Medicare claim forms that the DME had been
dispensed from the approved Los Gatos location. See id.
¶¶ 128, 131. Amerimed, meanwhile, dispensed DME to
Medicare beneficiaries even though it was not approved
by Medicare to do so, and obtained reimbursement from
Medicare by having Qualium submit claim forms stating
that Qualium, not Amerimed, had dispensed the DME.
See id. ¶¶ 124-25. Finally, by dispensing DME while also
providing sleep tests, Defendants violated the payment
prohibition in 42 C.F.R. § 424.57(f), which provides that
“No Medicare payment will be made to the supplier of a
CPAP device if that supplier, or its affiliate, is directly or
indirectly the provider of the sleep test used to diagnose
the beneficiary with obstructive sleep apnea.” Defendants
performed sleep and titration tests at clinics that were not
approved by Medicare and not attended by appropriately
qualified technicians, dispensed DME from those same
clinics, and submitted claims to Medicare that violated the
payment prohibition. See FAC ¶¶ 132-35.

*3  Based on these allegations, the United States raises
four causes of action: (1) presentation of false claims under
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the FCA, 31 U.S.C. §§ 3729(a)(1), (a)(1)(A); (2) using false
statements to get false claims paid under the FCA, 31
U.S.C. §§ 3729(a)(2), (a)(1)(B); (3) payment by mistake;
and (4) unjust enrichment. See FAC ¶¶ 140-54.

B. Dresser's Claims
Following the United States' intervention on the above
allegations, Dresser separately alleges that Defendants
engaged in a scheme to violate Medicare rules in two
more ways: first, by using unlicensed personnel to dispense
DME and fraudulently obtaining licenses for unlicensed
employees to dispense DME; and second, by giving
kickbacks to doctors in exchange for patient referrals. See
SAC ¶¶ 71-85.

1. DME Dispensing

Dresser alleges that Qualium hired and directed
unlicensed employees to dispense DME and fraudulently
obtained licenses for unqualified employees to dispense
DME. See id. ¶ 71. Dresser identifies one employee,
Carolyn Dubbel, who dispensed DME from the Menlo
Park location, which was not enrolled in Medicare, even
though she initially was unlicensed. See id. While Dresser
worked at Qualium, Nader signed license applications
for employees that falsely stated that the employees had
worked in the business for a year, as required by California
law. See id. ¶ 73; Cal. Health & Safety C. § 111656.4.
Many of the employees, however, had not worked for
the required year, and the work they had done consisted
of dispensing DME without a license and without a
licensed dispenser on the clinic premises. See id. Among
the ranks of the unlicensed personnel who dispensed DME
are Soosan Mostowfipour (Mostowfipour's sister), Sina
Nader (Nader's son), Aline Smith (Nader's housekeeper),
Mersiha Begovic, Dr. Moiz (first name unknown),
Jasmin (last name unknown), Lora (last name unknown),
Nermina Donka, Jackie Floyd, Erica Vega, and Anel
Catic. See SAC ¶ 73. When submitting claim forms for
DME dispensed by unlicensed employees, Defendants
stated that one of their few licensed employees had
dispensed the DME. See id. ¶ 74.

2. Anti-Kickback Statute

Dresser also alleges that Defendants paid physicians for
referring patients to Defendants' sleep clinics, in violation
of the Anti-Kickback Statute. See id. ¶¶ 1, 76; 42 U.S.C. §
1320a-7b(b). Defendants directed their employees to give
payments to Dr. William Lewis and Dr. David Arnstein.
See SAC ¶ 76. The doctors received $100 for each patient
they referred to Defendants for sleep tests. See id. The
payments were nominally for patient consultations that
the doctors gave Defendants' patients after Defendants
had conducted sleep tests on those patients, but in
actuality, the doctors were paid whether or not they
provided the consultation and whether or not they had
expertise in reading sleep studies. See id. From 2008 to
2013, Lewis and Arnstein referred at least seven Medicare
beneficiary patients to Bay Sleep Clinic for sleep tests. See
id.

Based on these allegations, Dresser raises one cause of
action under the FCA, 31 U.S.C. §§ 3729(a)(1)-(2), 31
U.S.C. §§ 3729(a)(1)(A)-(B). See id. ¶¶ 103-109.

Defendants renew their motions to dismiss the United
States' Amended Complaint and Dresser's Second
Amended Complaint. See Mots., ECF 66, 67.

II. LEGAL STANDARD
*4  To survive a Rule 12(b)(6) motion to dismiss, “a

complaint must contain sufficient factual matter, accepted
as true, to ‘state a claim to relief that is plausible on
its face.’ ” Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009)
(quoting Bell Atlantic Corp. v. Twombly, 550 U.S. 544, 570
(2007)). When considering a motion to dismiss, the Court
“accept[s] factual allegations in the complaint as true
and construe[s] the pleadings in the light most favorable
to the nonmoving party.” Manzarek v. St. Paul Fire &
Marine Ins. Co., 519 F.3d 1025, 1031 (9th Cir. 2008). The
Court “need not, however, accept as true allegations that
contradict matters properly subject to judicial notice or by
exhibit.” Sprewell v. Golden State Warriors, 266 F.3d 979,
988 (9th Cir. 2001).

“In alleging fraud or mistake, a party must state with
particularity the circumstances constituting fraud or
mistake. Malice, intent, knowledge, and other conditions
of a person's mind may be alleged generally.” Fed. R.
Civ. P. 9(b). Because they involve allegations of fraud, qui
tam actions under the FCA must meet the particularity
requirements of Rule 9. See Bly-Magee v. California, 236
F.3d 1014, 1018 (9th Cir. 2001). Rule 9 requires only that
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the circumstances of fraud be stated with particularity;
other facts may be pled generally or in accordance with
Rule 8. See Iqbal, 556 U.S. at 686-87; Meijer, Inc. v.
Ferring B.V. (In re DDAVP Direct Purchaser Antitrust
Litig.), 585 F.3d 677, 695 (2d Cir. 2009), cert. denied, 130
S. Ct. 3505 (2010).

III. DISCUSSION
When Defendants moved to dismiss, a case on implied
false certification under the False Claims Act was pending
before the Supreme Court. See Universal Health Servs. v.
U.S. ex rel. Escobar, 136 S. Ct. 582 (Mem.) (2015). The
Supreme Court recently issued its ruling and so this Court
fully considers the holding of Universal Health Services in
adjudicating the Motions to Dismiss. See Universal Health
Servs. v. United States, 579 U.S. ____, 2016 WL 3317565
(2016).

A. Motion to Dismiss United States' Amended
Complaint

Defendants initially moved to dismiss the United States'
Complaint. See Mot., ECF 57. After the United States
amended its pleadings, Defendants renewed their motion
to dismiss. See Mot., ECF 66. The renewed motion
incorporates the earlier motion by reference and lists the
changes in the amended pleadings, but does not present
any new arguments. The initial motion is DENIED as
moot and the renewed motion is GRANTED IN PART
and DENIED IN PART, as explained below.

Defendants move to dismiss the United States' Amended
Complaint because it relies on a theory of implied false
certification and does not allege false claims; intentional,
palpable lies; materiality; or claims on the government fisc
with sufficient plausibility or particularity. See Mot. at
18-24, ECF 57. Defendants also argue that the six-year
statute of limitations period should apply. See id. at 24-25.

1. False Certification Theories

Defendants argue that the United States' claims are
based on the implied false certification theory of liability.
See id. at 10-11. The United States counters that its
claims are based on the literally false, express false
certification, and fraud in the inducement theories of
liability as well as implied false certification. See Opp.
at 7-15. The United States also argues that to the extent

it relies on implied false certification, those allegations
are sufficiently pled. See id. at 14-15. The Court finds
that the Amended Complaint sufficiently alleges claims
based on the literally false, express false certification, and
fraud in the inducement theories, but that the implied false
certification claim does not meet the newly articulated
Universal Health Services standard.

a. Literally False Certification Theory

*5  There are several theories of liability under the
FCA. The literally false theory says that an FCA action
may lie where “the claim for payment is itself literally
false or fraudulent.” U.S. ex rel. Hendow v. Univ. of
Phoenix, 461 F.3d 1166, 1170 (9th Cir. 2006). The
United States argues that the unapproved location and
the DME allegations are literally false. See Opp. at
7-8. The Amended Complaint alleges that Defendants
performed sleep tests in unapproved clinics, and then
stated on the payment claim forms for those tests that
the tests had been performed in one of the approved
clinic locations. See FAC ¶¶ 95-96. With respect to the
DME, the Amended Complaint alleges that Defendants
dispensed DME from unapproved clinic locations and
falsely stated on the claim forms that the DME had been
dispensed from the approved Los Gatos location. See id.
¶¶ 128, 131. The Amended Complaint also alleges that
Defendants dispensed DME through Amerimed, which
was not Medicare-approved, and stated on the claim
forms that Qualium had dispensed the DME. See id.
¶¶ 124-25. Finally, Defendants' practice of dispensing
DME violated Medicare's payment prohibition, which
bars DME suppliers from receiving Medicare payments
if they both provide sleep tests and distribute DME. See
42 C.F.R. § 424.57(f); FAC ¶ 132. Defendants nonetheless
knowingly submitted claims for those DME, even though
those claims were not payable. See FAC ¶ 134. The claim
forms for the sleep tests and the DME are literally false,
because they contained lies about where the tests were
performed, where the DME were distributed, and who
dispensed the DME. They also requested payment for
DME that were not legally reimbursable. Because the
claim forms themselves contained lies, these claims present
an “archetypal qui tam False Claims action.” Hendow, 461
F.3d at 1170. The literally false claims are sufficiently pled.
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b. Express False Certification Theory

Express false certification occurs when there is (1) a
false certification or statement of compliance with a
government regulation, (2) made with scienter, (3) that is
“material to the government's decision to pay out moneys
to the claimant” and (4) the claim asks for payment
from the government fisc. Id. at 1171-73. The United
States argues that the unqualified technician allegations
raise liability under express false certification, because
Defendants expressly certified they were in compliance
with Medicare regulations when they submitted payment
claims. See Opp. At 8-10. The Amended Complaint alleges
that when Defendants submitted payment claims for
reimbursement, they used the CMS-1500 form. See FAC
¶¶ 35, 145. Page three of the CMS-1500 states that by
“submitting this claim for payment from federal funds,”
the supplier “certif[ies] that ... 4) this claim ... complies
with all applicable Medicare and/or Medicaid laws,
regulations, and program instructions for payment ....”
CMS-1500, FAC, Ex. 3 at 3, ECF 62-3; see also FAC
¶ 36. Medicare requires that personnel performing sleep
tests at IDTFs be qualified to do so. See 42 C.F.R. §
410.33(c); FAC ¶ 64. The Amended Complaint alleges
that Defendants knowingly hired unqualified, unlicensed
sleep technicians because they were cheaper than licensed
or registered sleep technicians, and Defendants submitted
payment claim forms for sleep tests performed by these
unlicensed technicians. See FAC ¶¶ 104-05, 111, 114, 121.
This satisfies the elements of express false certification:
by submitting the CMS-1500, Defendants falsely certified
that they had complied with Medicare regulations, even
though they were not complying with the personnel
qualification requirement, and they made this false
certification knowingly. The certification was material to
the government's decision to reimburse Defendants for
their claims, because Medicare would only pay for sleep
and titration tests performed by licensed or registered
sleep technicians. See FAC ¶ 115. Finally, the claims asked
for reimbursement, which Defendants received. See id. ¶
121. The express false certification claim is sufficiently
pled.

c. Fraud In The Inducement Theory

Fraud in the inducement, also known as promissory
fraud, does not specifically require a false statement of

compliance with government regulations. See Hendow,
461 F.3d at 1173. Instead, it “holds that liability will
attach to each claim submitted to the government under
a contract, when the contract or extension of government
benefit was originally obtained through false statements
or fraudulent conduct.” Id. The United States argues that
the unqualified technician allegations also raise liability
under fraud in the inducement, because Defendants made
false statements and acted fraudulently in the CMS-855B
forms they submitted for the Los Gatos and San Francisco
clinics. See Opp. At 10-11. The CMS-855B is the Medicare
Enrollment Application for IDTFs, and clinics must
submit it to establish eligibility to participate in Medicare,
or to update their information or revalidate Medicare
enrollment. See FAC ¶ 29; CMS-855B, FAC, Ex. 1,
ECF 62-1. By signing the CMS-855B, a supplier certifies
that the information in the form is “true, correct, and
complete.” Id. at US0000821. Although Section D of
Attachment 2 to the CMS-855B requires the supplier
to list all non-physician personnel who perform tests,
Defendants did not list several unlicensed, non-physician
personnel on the CMS-855Bs they submitted to update the
location of their Los Gatos clinic and to re-validate the
enrollment of their San Francisco clinic. See FAC, Ex. 1
at US0000835; FAC ¶¶ 108-10. The Amended Complaint
alleges that Defendants deliberately made these omissions
because they knew that Medicare would only pay for
tests performed by licensed or registered personnel.
See FAC ¶ 115. Because Defendants obtained their
continued Medicare enrollment through false statements
and fraudulent conduct on their CMS-855Bs, liability
attaches to each claim they submitted under the fraud
in the inducement theory. The fraud in the inducement
allegations are sufficiently pled.

d. Implied False Certification Theory

*6  Implied false certification, as recently established
by the Supreme Court, occurs where (1) there is a
claim that “does not merely request payment, but also
makes specific representations about the goods or services
provided;” and (2) “the defendant's failure to disclose
noncompliance with material statutory, regulatory, or
contractual requirements makes those representations
misleading half-truths.” See Universal Health Servs.,
579 U.S. ____, 2016 WL 3317565, at *9 (2016). The
misrepresentation “must be material to the Government's
payment decision in order to be actionable under the
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False Claims Act,” and the “materiality standard is
demanding.” Id. at *11-12. Universal Health Services
emphasized that different types of misrepresentations may
be proof of materiality, but are not per se material.
For example, the government's decision to “expressly
identify a provision as a condition of payment is relevant,
but not automatically dispositive” of materiality. Id. at
*12. Proof of materiality may also include evidence that
the defendant knows that the government consistently
refuses to pay claims based on noncompliance with a
statutory, regulatory, or contractual requirement—but
“that the Government would have the option to decline
to pay if it knew of the defendant's noncompliance” is not
sufficient for a finding of materiality. Id. Conversely, if the
government consistently pays claims despite knowing that
certain requirements were violated, “that is very strong
evidence that those requirements are not material.” Id.
Nor can materiality be found “where noncompliance is
minor or insubstantial.” Id.

The United States argues that implied false certification
provides an alternate and independent basis for FCA
liability. See Opp. at 14-15. This theory is based on
Defendants' certifications in their Medicare enrollment
forms that they would abide by Medicare laws,
regulations, and program instructions, and that they
understood that payment of a claim was conditioned
on the claim being compliant with Medicare laws,
regulations, and program instructions. See id. The
Amended Complaint alleges that Defendants submitted
claims for payment and knowingly failed to disclose
their noncompliance with Medicare regulations. The
Amended Complaint alleges in several places that the
government would not have paid Defendants' claims
had they known of Defendants' fraudulent conduct, but
does not explain why. See, e.g., FAC ¶¶ 2, 73, 97, 126.
This does not meet Universal Health Services' heightened
materiality standard: While Universal Health Services
held that payment being conditioned on compliance with
regulations could be evidence that a misrepresentation
was material, it also explained that this did not necessarily
make a misrepresentation material. 579 U.S. ____, 2016
WL 3317565, at *12.

When the Amended Complaint was drafted, the United
States did not have the benefit of Universal Health
Services' guidance on materiality. In its opposition, the
United States comments that its case is not dependent
on implied false certification. See Opp. at 7. To the

extent that the United States wishes to pursue this theory,
its pleading is inadequate and so the Court GRANTS
IN PART Defendants' motion to dismiss the United
States' Amended Complaint only as to the implied false
certification claims, with leave to amend.

2. False Claims

Defendants argue that the Amended Complaint does not
satisfy Twombly and Iqbal's plausibility requirement or
Rule 9(b)'s particularity requirement because it pleads
only non-actionable regulatory violations and does not
set forth the role of each Defendant. See Mot. at
17-20. Defendants argue that the allegations about the
unapproved clinic locations are conclusory and sweeping;
that the allegations about the unqualified technicians do
not allege that Defendants failed to submit documentation
verifying the IDTF supervisory physicians' proficiency or
that Defendants' unqualified employees did not become
licensed after being hired; and that the allegations about
the DME dispensing are insufficient as to Amerimed
and fail to identify specific instances where Defendants
dispensed DME from unapproved locations, how many
hours the clinics were open, and instances where
Defendants provided both sleep tests and DME to
beneficiaries. See id. at 18-20. None of these arguments is
availing.

First, Defendants argue that the United States pled only
non-actionable regulatory violations, citing U.S. ex rel.
Hopper v. Anton, 91 F.3d 1261, 1267 (9th Cir. 1996).
See Mot. at 18-20. Anton held that “[m]ere regulatory
violations do not give rise to a viable FCA action. This
is particularly true here where regulatory compliance
was not a sine qua non of receipt of state funding.”
Defendants do not explain, however, why the United
States' allegations are only mere regulatory violations.
As discussed above, they give rise to a viable FCA
action based on literally false, fraud in the inducement,
and express false certification theories. Anton does
not apply here, either, because Medicare payment and
billing privileges are conditioned on compliance with the
Medicare regulations at issue in this case. See 42 C.F.R.
§ 410.33(h) (revoking billing privileges if the provider fails
to meet IDTF certification standards, located in 42 C.F.R.
§ 410.33(g)). Whether that is sufficient to make out an
implied false certification case is a separate question under
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Universal Health Services, but Anton does not bar the
United States' claims.

*7  Second, Defendants also argue that the Amended
Complaint does not set forth the role of each Defendant.
See Mot. at 17-20. But the United States sufficiently
alleges that a unity of interest and ownership exists
between and among the Defendants and that Qualium
and Amerimed are alter egos of Mostowfipour and Nader,
who control the companies' business and daily operations.
See FAC ¶¶ 10-20. Defendants do not challenge these
allegations. Furthermore, a complaint satisfies Rule 9(b)
if it adequately alleges that the employees of the company
“oversaw or actively participated in the alleged fraudulent
scheme,” United States ex rel. Lee v. Corinthian Colleges,
655 F.3d 984, 998 (9th Cir. 2011), and the Amended
Complaint does so. See FAC ¶¶ 12-13, 15-18, 31, 33, 102,
108, 111.

Third, Defendants state that the unapproved clinic
allegations are “conclusory” and “sweeping,” but do not
present any argument supporting this position. Mot. at 18.
Their bare, conclusory statement is insufficient.

Fourth, Defendants challenge the unqualified technician
allegations on the basis that the United States does not
allege that Defendants failed to submit documentation
verifying the IDTF supervisory physicians' proficiency
or that Defendants' unqualified employees did not
become licensed after being hired. See id. at 19. These
arguments are irrelevant to the sufficiency of the Amended
Complaint. Medicare regulations require that any non-
physician personnel used by an IDTF to perform tests
must be licensed or certified. See 42 C.F.R. § 410.33(c);
FAC ¶ 64. The United States alleges in great detail that
Defendants knowingly hired and used unlicensed and
uncertified non-physician personnel to perform tests and
submitted claims for those tests. See FAC ¶¶ 111, 114-15,
117, 121.

However, even if the unqualified technician allegations
focused entirely on the allegations that Defendants
made false representations about their personnel on
their CMS-855Bs, the Amended Complaint would
be sufficient. The Centers for Medicare & Medicaid
Services (“CMS”) Manual states that “each IDTF
must certify on its CMS-855B enrollment application”
that it “[p]rovides complete and accurate information
on its enrollment application.” Implementation of New

Compliance Standards for Independent Diagnostic Testing
Facilities (IDTFs), CMS Manual System, Pub. 100-08,
Transmittal 216 (July 13, 2007), at 4.19.1(B); FAC ¶ 58.
Section D of Attachment 2 to the CMS-855B requires the
supplier to list all non-physician personnel who perform
tests at that IDTF and attach copies of their state license
or certificate. See CMS-855B, FAC, Ex. 1 at US0000835,
ECF 62-1. Defendants submitted CMS-855Bs for Los
Gatos and San Francisco in 2010 and 2012 and despite
the requirement to certify that they provided complete and
accurate information, Defendants failed to list the many
unlicensed, non-physician personnel who performed tests
at the Los Gatos and San Francisco IDTFs. See FAC ¶¶
108-110. What Defendants claim the United States did not
allege is irrelevant in the face of the sufficiency of what the
United States did allege.

Fifth, Defendants argue that the DME dispensing
allegations are insufficient as to Amerimed and
furthermore, that the United States fails to allege
specific instances where Defendants dispensed DME
from unapproved locations, how many hours the clinics
were open, and instances where Defendants provided
both sleep tests and DME to beneficiaries. See Mot.
at 19-20. None of these arguments is successful, either.
The allegations against Amerimed are sufficient—the
Amended Complaint alleges that Amerimed distributed
DME to Medicare beneficiaries despite being unapproved
to do so, and that Qualium then submitted false claims to
Medicare for that DME. See FAC ¶¶ 124-26.

*8  As for Defendants' other arguments on the DME
dispensing allegations, Rule 9(b) requires only that the
circumstances of fraud be stated with particularity; other
facts may be pled generally or in accordance with Rule
8. See Iqbal, 556 U.S. at 686-87; Meijer, Inc., 585 F.3d
at 695. The Amended Complaint meets this standard and
identifies “the who, what, when, where, and how of the
misconduct charged,” and “what is false or misleading
about [the purportedly fraudulent] statement, and why it
is false.” Ebeid, 616 Fe.d at 998. The Amended Complaint
alleges that Defendants (the who) made false claims
for DME dispensing (the what) by dispensing DME
from unapproved, non-compliant locations in violation
of the payment prohibition and submitting false claims
stating that the DME had been dispensed from approved
locations (the how). See FAC ¶¶ 122-35. Exhibit 5 to
the Amended Complaint is a 500-page spreadsheet listing
every false claim identified by the United States at the date
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of filing, and it provides the patient name, date of service,
and amount of payment by Medicare to Defendants. See

id. ¶ 139; FAC, Ex. 5. 1  The spreadsheet thus specifically
identifies the date of each claim (the when) and the
National Provider Identifier (“NPI”), or location code, for
the clinic associated with the claim (the where). See FAC
¶ 139; FAC, Ex. 5. No more is necessary at the pleading
stage.

3. Intentional, Palpable Lies

Defendants argue that the United States did not
sufficiently allege scienter and did not allege any
“intentional, palpable lie.” Mot. at 20. Defendants
support their argument by saying that the United
States did not say that tests performed in unapproved
locations were billed as if they had occurred in the
approved San Francisco and Los Gatos locations;
that it is not reasonable to infer that the Defendants
deliberately omitted their unqualified technicians from
their CMS-855B forms; and that the United States did not
allege with sufficient detail how Defendants directed their
employees to violate DME rules and regulations. See id. at
20-21. But even a brief glance at the Amended Complaint
reveals that these arguments lack merit.

First, Defendants are incorrect in asserting that the United
States must allege a “palpably false statement.” The FCA
provides independent bases for liability for false claims
and false statements. See 31 U.S.C. §§ 3729(a)(1)(A), (B).

Second, the United States explicitly alleges that
after performing sleep tests at unapproved locations,
“Defendants then falsely stated on their payment claim
forms that the tests had occurred at either the San
Francisco or Los Gatos approved locations.” FAC ¶ 95.
The United States also explicitly alleges that “Defendants
deliberately concealed the identities of [their] unqualified
and unlicensed employees that were performing tests by
not listing them on Form CMS-855B, as required.” Id.
¶ 108. It is entirely reasonable to infer that Defendants
did so deliberately, because it is an elementary principle
of first year civil procedure that when considering a
motion to dismiss, the Court “construe[s] the pleadings
in the light most favorable to the nonmoving party.”
Manzarek, 519 F.3d at 1031. Finally, as for the DME
dispensing allegations, the United States explicitly alleges
that “Defendants ... directed their employees to pick up

the DME from the Los Gatos location and take it to other
locations,” where patients could pick them up. FAC ¶
128. The United States specifically identifies five claims
where Defendants billed Medicare for DME supplied
from unapproved locations. See id. ¶ 138. The United
States explicitly alleges that Defendants did not keep
their clinics open the minimum thirty hours per week
and that Defendants “simultaneously provided sleep tests
and DME to beneficiaries in violation of the payment
prohibition.” Id. ¶¶ 130, 132. The Ninth Circuit has made
clear that this level of detail satisfies Rule 9(b); what is
required is “enough detail ‘to give [Defendants] notice of
the particular misconduct which is alleged to constitute
the fraud charged so that [they] can defend against the
charge and not just deny that [they have] done anything
wrong.’ ” Ebeid, 616 F.3d at 999 (quoting U.S. ex rel.
Lee v. SmithKline Beecham, Inc., 245 F.3d 1048, 1051-52
(9th Cir. 2001)). Contrary to Defendants' position, Ebeid
explicitly rejected the notion that the complaint must
allege “all facts supporting each and every instance” of
billing submitted in violation of the relevant statute. 616
F.3d at 999.

4. Materiality

*9  Defendants argue that the United States' claims are
based on implied false certification, and so the United
States must identify the Medicare regulations that serve
as a basis for implied false certification. See Mot. at
21-24. As discussed above, the Court has found that
the United States' claims are not based only on implied
false certification. See supra at 7-11. To the extent
that the Amended Complaint relies on an implied false
certification theory, the United States has not sufficiently
pled materiality and is granted leave to amend. See id.

5. Alleged Claims

Defendants' next argument regarding Rule 9(b)
deficiencies repeats the particularity argument, claiming
that the United States did not sufficiently allege the
details of a scheme to submit false claims or provide
enough indicia to create a strong inference that claims
were actually submitted. See Mot. at 24. But the Amended
Complaint does precisely what Defendants say it does not.
See supra at 8 (the Amended Complaint alleges alter ego
liability and sets forth the role of each Defendant); supra
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at 11 (the Amended Complaint alleges that tests were
billed as if they had occurred at approved locations); FAC
¶¶ 104-05, 121 (allegations that unlicensed technicians
performed tests); id. ¶¶ 136-39; FAC, Ex. 5 (identifying
several hundred claims that were paid).

6. Statute of Limitations

Defendants' final argument against the United States is
that the six-year statute of limitations applies. See Mot. at
24-25.

31 U.S.C. § 3731(c) provides that when the United States
intervenes, it may file its own complaint. If the intervenor
complaint arises out of the same conduct, transactions,
or occurrences set forth in the original complaint, the
intervenor complaint will relate back to the filing date of
the original qui tam complaint for statute of limitations
purposes. See id. The United States' claims arise out of
the same conduct set forth in Dresser's original complaint,
and so the Amended Complaint relates back to April 4,
2012, the filing date of Dresser's original complaint. See
ECF 1.

31 U.S.C. § 3731(b) provides that an FCA action must
be brought within the later of either six years of a
violation or three years of the date by which the United
States should have known about the violation. But 31
U.S.C. § 3731(b)(2) “tolls the statute of limitations until
the facts underlying the fraud are or should have been
discovered by ‘the official of the United States charged
with responsibility to act in the circumstances,’ up to a
maximum of ten years.” U.S. ex rel. Hyatt v. Northrop
Corp., 91 F.3d 1211, 1216 (9th Cir. 1996) (discussing
legislative history and quoting Section 331(b)(2)). Because
the United States did not know of Defendants' conduct
before Dresser filed her complaint on April 4, 2012,
Section 3731(b)(2)'s tolling provision applies and the
United States may pursue claims submitted on or after
April 4, 2002. Moreover, the statute of limitations is
an affirmative defense, see Fed. R. Civ. P. 8(c), and
“[d]ismissal under Rule 12(b)(6) on the basis of an
affirmative defense is proper only if the defendant shows
some obvious bar to securing relief on the face of the
complaint.” ASARCO, LLC v. Union Pac. R. Co., 765
F.3d 999, 1004 (9th Cir. 2014). Because Defendants'
arguments on the statute of limitations “raises disputed
issues of fact” as to when the United States knew or should

have known of Defendants' conduct, “dismissal under
Rule 12(b)(6) is improper.” ASARCO, 765 F3.d at 999.

B. Motion to Dismiss Dresser's Second Amended
Complaint

*10  Defendants initially moved to dismiss Dresser's First
Amended Complaint. See Mot., ECF 58. After Dresser
amended her pleadings, Defendants renewed their motion
to dismiss. See Mot., ECF 67. The renewed motion
incorporates the earlier motion by reference and lists the
changes in the amended pleadings, but does not present
new arguments. The first motion thus is DENIED as moot
and the renewed motion is DENIED, as explained below.

Defendants move to dismiss Dresser's Second Amended
Complaint because the United States intervened, and
because it relies on a theory of implied false certification
and does not allege false claims; intentional, palpable
lies; materiality; or claims on the government fisc with
sufficient plausibility or particularity. See Mot. at 13-23,
ECF 58. Defendants also argue that the six-year statute of
limitations period should apply, and that the Court lacks
jurisdiction over Dresser's claims because she is not the
original source of the information in this case. See id. at
23-25.

1. Intervened Claims

Dresser's Second Amended Complaint contains
allegations supporting both the claims the United States
intervened on and the claims that Dresser is pursuing
alone. Because the United States has partially intervened,
its Amended Complaint is the operative complaint for
the intervened claims. See 31 U.S.C. § 3730(c)(1); United
States ex rel. Sansbury v. LB & B Associates, Inc., 58 F.
Supp. 3d 37, 47 (D.D.C. 2014) (“[B]y automatic operation
of [the FCA], the Government's complaint in intervention
becomes the operative complaint as to all claims in which
the government has intervened.”); U.S. ex rel. Feldman v.
City of New York, 808 F. Supp. 2d 641, 648 (S.D.N.Y.
2011) (same). The allegations in the Second Amended
Complaint are operative only as to the claims that
Dresser is pursuing on her own, regarding Defendants'
alleged use of unlicensed employees to dispense DME
and Defendants' alleged violation of the Anti-Kickback
Statute.
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Defendants argue that if Dresser has any claims that
overlap with the United States' claims, those claims should
be dismissed because Dresser has no cause of action
under the FCA once the United States intervenes, and
her allegations are insufficiently pled. See Reply at 3-5,
ECF 73; Mot. at 13-22. Defendants' view of the FCA is
contrary to the text of the statute, which gives relators the
right to continue as a party to an FCA action even when
the United States chooses to intervene. See 31 U.S.C. §
3730(c)(1). As for the sufficiency of Dresser's allegations
on the intervened claims, Defendants' arguments are
moot because the United States' allegations, not Dresser's
allegations, control as to the intervened claims.

2. False Certification Theories

Defendants argue that Dresser's claims that are separate
from the United States' claims are based on the implied
false certification theory of liability. See Mot. at 13-14.
They say that Dresser's claims do not meet the standard
for implied false certification, but give no explanation
as to why. See id. at 14. Dresser counters that her
Anti-Kickback Statute allegations and DME dispensing
allegations plead false claims. See Opp. at 6-11.

Dresser's allegations raise claims under the express
false certification and literally false theories of liability.
Express false certification occurs when there is (1) a
false certification or statement of compliance with a
government regulation, (2) made with scienter, (3) that is
“material to the government's decision to pay out moneys
to the claimant” and (4) the claim asks for payment from
the government fisc. Hendow, 461 F.3d at 1171-73. The
literally false theory says that a False Claims action may
lie where “the claim for payment is itself literally false or
fraudulent.” Id. at 1170.

*11  Dresser has adequately pled express false
certification claims as to both the Anti-Kickback Statute
and DME dispensing allegations. Dresser alleges that
Defendants engaged in a kickback referral scheme with
Dr. Lewis and Dr. Arnstein, where the doctors received
$100 for each patient they referred to Defendants for sleep
tests. See SAC ¶ 76. Defendants received several patient
referrals from these doctors and submitted payment claim
forms to Medicare for sleep tests performed on those
patients. See id. The CMS-1500 payment claim form states
that by “submitting this claim for payment from federal

funds,” the supplier “certif[ies] that ... 4) this claim ...
complies with all applicable Medicare and/or Medicaid
laws, regulations, and program instructions for payment
including but not limited to the Federal anti-kickback
statute ....” CMS-1500, FAC, Ex. 3 at 3, ECF 62-3. When
Defendants submitted claim forms for the sleep tests they
performed on patients they had obtained by paying a
kickback to the referring physicians, Defendants expressly
and falsely certified that the claims were compliant with
the Anti-Kickback Statute when they were not.

As for the DME dispensing allegations, Dresser alleges
that several of the DME dispensers did not meet
state licensing requirements for dispensing DME, but
Defendants nonetheless signed license applications for
these employees, falsely stating that the employees met
the requirements. See SAC ¶ 73. By submitting claim
forms for DME dispensed by unlicensed or improperly
licensed employees, Defendants expressly certified that
the claims “complie[d] with all applicable Medicare and/
or Medicaid laws, regulations, and program instructions
for payment ....” CMS-1500, FAC, Ex. 3 at 3. Medicare
conditions billing privileges on compliance with state
credentialing requirements, however, and by having
unlicensed employees distribute DME and by signing
license applications that falsely stated that employees
met California's one-year work requirement, Defendants
were noncompliant with California's credentialing
requirements. See SAC ¶¶ 47, 71, 73; see also Cal. Health
& Safety Code § 111656.4(a).

The DME dispensing allegations also present literally false
claims: Dresser alleges that Defendants had unlicensed
employees distribute DME, but stated on claim forms that
other employees, who were licensed, had dispensed the
DME. See SAC ¶ 74. The payment claim forms submitted
for these DME thus are literally false. Moreover, the
CMS-1500 states that “by submitting this claim for
payment from federal funds,” the supplier “certif[ies]
that ... 1) the information on this form is true, accurate
and complete ....” CMS-1500, FAC, Ex. 3 at 3. The claims
Defendants submitted, however, contained untrue and
inaccurate information as to who had dispensed the DME.

To the extent that Dresser wishes to proceed on an implied
false certification theory, she has not adequately pled
materiality under the Universal Health Services standard,
which is described above. See supra at 9-11. Leave to
amend is granted on that basis alone, but amendment is
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not necessary if Dresser wishes to proceed only on her
express false certification and literally false claims.

3. False Claims

Defendants next argue that the Second Amended
Complaint does not satisfy Twombly and Iqbal's
plausibility requirement or Rule 9(b)'s particularity
requirement because it pleads only non-actionable
regulatory violations and does not set forth the role
of each Defendant. See id. at 14-16. Defendants argue
that the Anti-Kickback Statute allegations do not allege
knowledge or willfulness, and lack details linking the
kickbacks to claims for payment. See id. None of these
arguments is availing.

First, the Anti-Kickback Statute allegations are more
than mere, non-actionable regulatory violations. Payment
claims that include items or services resulting from
a violation of the Anti-Kickback Statute are false or
fraudulent claims for purposes of the FCA. See 42
U.S.C. § 1320a-7b(g). Second, the Second Amended
Complaint alleges that a unity of interest and ownership
existed between Qualium and Amerimed, and Nader,
Mostowfipour and other entities under their control.
See SAC ¶ 25. The unity of interest and ownership, as
shown by Nader and Mostowfipour's use and control of
Qualium and Amreimed's assets for their personal use,
meant that Defendants were each other's alter egos. See id.
The Second Amended Complaint alleges that Defendants
directed the kickback scheme; in light of Dresser's alter
ego allegations, and Defendants' failure to challenge them,
this sufficiently sets forth the role of each Defendant.
See id. ¶ 76. Third, the Second Amended Complaint
alleges that Defendants “knew they were submitting
requests for payment ... when they were not entitled to
payment .... The Qualium Defendants knew that it was
wrong to provide money to doctors to induce them to
send referrals, including Medicare patients, to Bay Sleep
Clinic's testing facilities.” Id. ¶ 77. Fourth, the Second
Amended Complaint alleges that Defendants paid Lewis
and Arnstein for referring patients to Defendants' sleep
clinics; provides examples of checks that Defendants gave
to Lewis and Arnstein; and lists several patients that
Lewis and Arnstein referred to Defendants for sleep tests,
and the Medicare payments that Defendants received for
performing tests on those patients. See id. ¶ 76.

4. Intentional, Palpable Lies

*12  Defendants also argue that Dresser did not
allege any intentional, palpable lies with particularity or
plausibility. See Mot. at 16-19. As to Dresser's claims,
Defendants argue that the allegations that Defendants
made false statements on their employees' DME dispenser
license applications are insufficiently pled. But the Second
Amended Complaint alleges the details of the scheme:
Nader signed DME dispenser license applications for
employees and falsely stated that the employees had
worked for one year as required by law, even though most
of the employees had not. See SAC ¶ 73. Ebeid requires
plaintiffs to allege “enough detail ‘to give [Defendants]
notice of the particular misconduct which is alleged to
constitute the fraud charged so that [they] can defend
against the charge and not just deny that [they have] done
anything wrong.’ ” Ebeid, 616 F.3d at 999 (quoting U.S.
ex rel. Lee, 245 F.3d at 1051-52). Dresser's allegation
provides notice of the alleged misconduct—making false
statements on DME dispenser applications about whether
employees had satisfied the one year work requirement—
and thus satisfies this standard.

5. Materiality

Defendants argue that Dresser did not allege materiality,
because her claims are not pled with sufficient plausibility
and particularity. See Mot. at 19-22. But Defendants
challenge only Dresser's allegations regarding the claims
the United States has intervened on; Defendants fail
to make any arguments about the allegations regarding
the Anti-Kickback Statute and DME dispensing claims
Dresser is pursuing. See id. Because the United States'
Amended Complaint is the operative complaint on the
intervened claims, Defendants' arguments are moot.

6. False Claims

Defendants argue that Dresser has not alleged false claims
with plausibility and particularity because she has not
provided enough indicia leading to a strong inference
that Defendants actually submitted payment claims, and
because Dresser states that she cannot identify all of
Defendants' false claims for payment. See Mot. at 22-23.
But Defendants seriously exaggerate the level of detail
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required by Rule 9(b). Ebeid is clear that Rule 9(b)
only requires Dresser to provide enough detail to give
Defendants notice of the particular misconduct she alleges
to constitute the fraud charged and does not require her
to allege every single false claim. See Ebeid, 616 F.3d at
999. Dresser identified several claims arising out of the
kickback scheme that Defendants were reimbursed for,
and while use of representative examples is not required,
it is “one means of meeting the pleading obligation.” Id.
at 998-99; see SAC ¶ 76.

7. Statute of Limitations

Defendants argue that the six-year statute of limitations
applies to Dresser's claims. See Mot. at 23. As with the
United States' claims, dismissal on this basis at the Rule
12(b)(6) stage is inappropriate. See supra at 13.

8. Original Source

Defendants argue that 31 U.S.C. § 3730(e)(4)(A), the
public disclosure bar, blocks Dresser's complaint, because
she is not the original source of the information alleged in
this case. See Mot. at 23-25. Defendants quote the statute
at length, but they quote an outdated version of the statute
—Section 3730(e)(4)(A) was amended and substantially
altered in 2010. See P.L. 111-148, Title X, Subtitle A, §
10104(j)(2), 124 Stat. 90.

The public disclosure bar currently provides that the court

shall dismiss an action or claim ... if substantially the
same allegations or transactions as alleged in the action
or claim were publicly disclosed—

(i) in a Federal criminal, civil, or administrative hearing
in which the Government or its agent is a party;

(ii) in a congressional, Government2 Accountability
Office, or other Federal report, hearing, audit, or
investigation; or

(iii) from the news media,

unless the action is brought by the Attorney General or
the person bringing the action is an original source of
the information.

31 U.S.C. § 3730(e)(4)(A). Before reaching the issue of
whether Dresser is an original source, the court must
first determine whether Dresser's allegations were publicly
disclosed in one of the statutorily enumerated sources.
Defendants argue that the allegations were publicly
disclosed because Dresser relies on publicly available
Medicare Provider Utilization and Payment Data to
allege claims on the government fisc. See Mot. at 24.
Defendants also argue that Dresser's kickback allegations
were publicly disclosed in a federal investigation because
Exhibit 5 to the United States' Amended Complaint lists
all the false claims that the government has identified to
date. See Reply at 9. Both arguments are unsuccessful.

*13  First, the Medicare Provider Utilization
and Payment data lists only payments made by
Medicare; it does not list the claims Defendants
submitted or the factual statements Defendants
made in support of those claims, and thus
does not identify the fraudulent scheme pled in
Dresser's allegations. See Medicare Provider Utilization
and Payment Data: Physician and Other Supplier,
CMS.gov, https://www.cms.gov/Research-Statistics-
Data-and-Systems/Statistics-Trends-and-Reports/
Medicare-Provider-Charge-Data/Physician-and-Other-
Supplier.html. Second, Dresser pled the kickback
allegations in her initial Complaint, before the United
States investigated; they were not publicly disclosed prior
to Dresser's Complaint. See Compl. ¶¶ 16-18, ECF 1.

IV. ORDER
Defendants' motion against the United States is
GRANTED IN PART and DENIED IN PART, with
leave to amend as to the United States' implied false
certification claim. Defendants' motion against Dresser is
DENIED, but leave to amend is granted if she wishes to
pursue a claim based on implied false certification. Any
amended complaint shall be filed by August 8, 2016.

IT IS SO ORDERED.

All Citations

Not Reported in F.Supp.3d, 2016 WL 3880763

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR9&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR9&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022723002&pubNum=0000506&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=RP&fi=co_pp_sp_506_999&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_sp_506_999
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022723002&pubNum=0000506&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=RP&fi=co_pp_sp_506_999&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_sp_506_999
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022723002&pubNum=0000506&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=RP&fi=co_pp_sp_506_998&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_sp_506_998
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022723002&pubNum=0000506&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=RP&fi=co_pp_sp_506_998&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_sp_506_998
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_f4aa000038542
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_f4aa000038542
http://www.westlaw.com/Link/Document/FullText?findType=l&pubNum=1077005&cite=UUID(I6CC1A77037-5611DF8B35E-28066BB2A1E)&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=SL&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I578785a04d8411e6accba36daa2dab8f&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Keycite)#co_pp_f4aa000038542


United States ex. rel. Dresser v. Qualium Corp., Not Reported in F.Supp.3d (2016)

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 13

Footnotes
1 The spreadsheet is excerpted at ECF 62-5.
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305 F.Supp.3d 964
United States District Court, S.D.

Indiana, New Albany Division.

UNITED STATES of America EX
REL. Jessica KIETZMAN, Plaintiff,

v.
BETHANY CIRCLE OF KING'S DAUGHTERS
OF MADISON, INDIANA, INC. d/b/a King's

Daughters' Hospital and Health Services, Defendant.
Jessica Kietzman, Relator.

No. 4:16–cv–00009–SEB–DML
|

Signed 03/30/2018

Synopsis
Background: Relator brought qui tam action under False
Claims Act (FCA) alleging that hospital, which was
her former employer, fraudulently overbilled federal
government for certain medical services provided to
Medicare patients at hospital's cancer center, and
asserting, personally on her own behalf, state and federal
claims for wrongful and retaliatory discharge. Hospital
moved to dismiss for failure to state a claim.

Holdings: The District Court, Sarah Evans Barker, J., held
that:

[1] relator failed to state presentment or false statement
claim under FCA;

[2] relator failed to state conspiracy claim under FCA; but

[3] former employee stated retaliation claim under FCA.

Motion granted in part and denied in part.

West Headnotes (32)

[1] Federal Civil Procedure
Fraud, mistake and condition of mind

Because a claim under the False Claims Act
sounds in fraud, the circumstances alleged to

constitute the fraud must be pleaded with
particularity in a qui tam action. 31 U.S.C.A.
§ 3729 et seq.

Cases that cite this headnote

[2] Federal Civil Procedure
Fraud, mistake and condition of mind

Under the heightened fraud and mistake
pleading standard, a relator under the False
Claims Act (FCA) must allege the first
paragraph of any newspaper story: the who,
what, when, where, and how of the alleged
fraud. 31 U.S.C.A. § 3729 et seq.; Fed. R. Civ.
P. 9(b).

Cases that cite this headnote

[3] Federal Civil Procedure
Fraud, mistake and condition of mind

To satisfy the heightened fraud and mistake
pleading standard, it is enough to show, in
detail, the nature of the charge, so that vague
and unsubstantiated accusations of fraud
do not lead to costly discovery and public
obloquy. Fed. R. Civ. P. 9(b).

Cases that cite this headnote

[4] United States
Who May Bring Action for False Claims

Claims may be brought under the False
Claims Act (FCA) on behalf of the United
States by a relator functioning as a private
attorney general. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[5] United States
Elements

To state a presentment claim under the False
Claims Act (FCA), a relator must show: (1) a
false claim (2) which the defendant presented
or caused to be presented to the United States
for payment (3) knowing that the claim was
false. 31 U.S.C.A. § 3729(a)(1)(A).
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Cases that cite this headnote

[6] United States
Elements

To state a false statement claim under the
False Claims Act (FCA), a relator must show
that (1) the defendant made a statement in
order to receive money from the government;
(2) the statement was false; (3) the defendant
knew the statement was false; and (4) the
statement was material. 31 U.S.C.A. §§
3729(a)(1)(B), 3729(b)(4).

Cases that cite this headnote

[7] United States
Elements

To be simultaneously in receipt of government
money and in violation of federal regulations
is not fraud under the False Claims Act
(FCA). 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[8] United States
Intent

United States
Materiality

An express certification of compliance made
with present knowledge of its falsity or with
the present intent not to honor it is fraud
under the False Claims Act (FCA) if the
certification is material to the government. 31
U.S.C.A. § 3729(a)(1)(B).

Cases that cite this headnote

[9] United States
False certification

An implied certification of compliance
is fraud under the False Claims Act
(FCA) where, first, the claim does not
merely request payment, but also makes
specific representations about the goods or
services provided, and second, the defendant's
failure to disclose noncompliance with

material statutory, regulatory, or contractual
requirements makes those representations
misleading half-truths. 31 U.S.C.A. § 3729(a)
(1)(B).

Cases that cite this headnote

[10] Federal Civil Procedure
Fraud, mistake and condition of mind

Relator did not allege with particularity
that hospital made any false certification
to government with respect to billing for
certain medical procedures, including follow-
up radiological diagnostic scans, provided to
Medicare patients at hospital's cancer center,
and, thus, failed to state presentment or
false statement claim under False Claims
Act (FCA); relator alleged that hospital
made general statement about certifying
compliance with whole body of applicable
federal regulations, but did not allege that
hospital concealed what it was doing or
used false or misleading billing codes, rather
hospital sent Medicare two bills for two
radiological scans for same patient within
two weeks, and government paid them. 31
U.S.C.A. §§ 3729(a)(1)(A), 3729(a)(1)(B).

Cases that cite this headnote

[11] United States
Pleading;  complaint filed under seal

The materiality standard for an alleged
misrepresentation to be actionable under
the False Claims Act (FCA) is enforced as
necessary on a motion to dismiss for failure
to state a claim. 31 U.S.C.A. §§ 3729(a)(1)(A),
3729(a)(1)(B), 3729(b)(4).

Cases that cite this headnote

[12] United States
Materiality

Materiality, in determining whether an alleged
misrepresentation is actionable under the
False Claims Act (FCA), looks to the effect on
the likely or actual behavior of the recipient of
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the alleged misrepresentation. 31 U.S.C.A. §§
3729(a)(1)(A), 3729(a)(1)(B), 3729(b)(4).

Cases that cite this headnote

[13] United States
Materiality

Not every breach of contract or regulation is
material, for purposes of determining whether
an alleged misrepresentation is actionable
under the False Claims Act (FCA). 31
U.S.C.A. §§ 3729(a)(1)(A), 3729(a)(1)(B),
3729(b)(4).

Cases that cite this headnote

[14] United States
Materiality

Minor or insubstantial noncompliance with a
contract or regulation never is material, for
purposes of determining whether an alleged
misrepresentation is actionable under the
False Claims Act (FCA). 31 U.S.C.A. §§
3729(a)(1)(A), 3729(a)(1)(B), 3729(b)(4).

Cases that cite this headnote

[15] United States
Materiality

The government's designation of particular
compliance as a condition of payment does
not in itself satisfy the materiality standard for
an alleged misrepresentation to be actionable
under the False Claims Act (FCA), nor does
a showing that the government would have
the option to decline to pay if it knew of the
defendant's noncompliance. 31 U.S.C.A. §§
3729(a)(1)(A), 3729(a)(1)(B), 3729(b)(4).

Cases that cite this headnote

[16] United States
Materiality

Relator did not sufficiently allege materiality
of any purported misrepresentation by
hospital with respect to billing government
for certain medical procedures provided to
Medicare patients at hospital's cancer center,

and, thus, failed to state presentment or
false statement claim under False Claims
Act (FCA), where relator's allegation that
certain acts of noncompliance with federal
regulations by hospital were “material” was
conclusory, and relator did not allege what
types of claims government usually did or
did not pay, what government's compliance
priorities were, or degree of severity of
hospital's alleged breaches of regulations.
31 U.S.C.A. §§ 3729(a)(1)(A), 3729(a)(1)(B),
3729(b)(4).

Cases that cite this headnote

[17] United States
Materiality

The materiality standard for an alleged
misrepresentation to be actionable under
the False Claims Act (FCA) is demanding.
31 U.S.C.A. §§ 3729(a)(1)(A), 3729(a)(1)(B),
3729(b)(4).

Cases that cite this headnote

[18] Federal Civil Procedure
Fraud, mistake and condition of mind

Relator's allegations of fraud by hospital
with respect to billing government for certain
medical procedures provided to Medicare
patients at hospital's cancer center did
not satisfy heightened particularity pleading
standard, and, thus, she failed to state
presentment or false statement claim under
False Claims Act (FCA), where relator
did not allege that any single false claim
or statement was actually submitted to
government to extract payment, relator did
not allege on personal knowledge that any
Medicare beneficiary was ever treated at
hospital's cancer center, even though she
was previously director of cancer center,
and relator did not identify single federal
regulation that hospital's billing practices
violated. 31 U.S.C.A. §§ 3729(a)(1)(A),
3729(a)(1)(B); Fed. R. Civ. P. 9(b).
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[19] Federal Civil Procedure
Fraud, mistake and condition of mind

While plaintiffs are not absolutely required to
plead the specific date, place, or time of the
fraudulent acts to satisfy the heightened fraud
and mistake pleading standard, they must
still use some alternative means of injecting
precision and some measure of substantiation
into their allegations of fraud. Fed. R. Civ. P.
9(b).

Cases that cite this headnote

[20] Conspiracy
Conspiracy to defraud

General civil conspiracy principles apply to
False Claims Act (FCA) conspiracy claims. 31
U.S.C.A. § 3729(a)(1)(C).

Cases that cite this headnote

[21] Conspiracy
Conspiracy to defraud

To plead a conspiracy claim under the False
Claims Act (FCA), a relator must allege
an agreement by two or more persons to
accomplish a goal or goals and an act in
furtherance of that agreement. 31 U.S.C.A. §
3729(a)(1)(C).

Cases that cite this headnote

[22] Conspiracy
Conspiracy to defraud

An act in furtherance of an agreement, as an
element of a conspiracy claim under the False
Claims Act (FCA), must be overt and result
in actual damage or injury. 31 U.S.C.A. §
3729(a)(1)(C).

Cases that cite this headnote

[23] Conspiracy
Conspiracy to defraud

An actionable False Claims Act (FCA)
conspiracy exists only where at least one of the

alleged co-conspirators actually committed an
FCA violation. 31 U.S.C.A. § 3729(a)(1)(C).

Cases that cite this headnote

[24] Conspiracy
Combination

For purposes of an actionable conspiracy,
agents of the same corporate principal cannot
conspire with one another.

Cases that cite this headnote

[25] Conspiracy
Conspiracy to defraud

Relator did not sufficiently allege existence
of any agreement with respect to hospital's
purportedly fraudulent billing for certain
medical services provided to Medicare
patients at hospital's cancer center, and, thus,
failed to state conspiracy claim under False
Claims Act (FCA), where relator alleged that
hospital's vice president and chief executive
officer (CEO), who were both agents of
hospital, agreed with one another to defraud
government, but did not allege any agreement
between any hospital staff and independent-
contractor urologists or radiologists. 31
U.S.C.A. § 3729(a)(1)(C).

Cases that cite this headnote

[26] Labor and Employment
Reporting or Opposing Wrongdoing; 

 Criticism and "Whistleblowing"

A plaintiff establishes her entitlement to a
remedy under the anti-retaliation provision of
the False Claims Act (FCA) by showing that
(1) her actions were protected activity under
the FCA; (2) her employer had knowledge
that she was engaged in the protected activity;
and (3) there was a causal link between
the protected activity and the discharge. 31
U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

[27] Labor and Employment
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Protected activities

Under the anti-retaliation provision of the
False Claims Act (FCA), the question is
whether (1) the employee in good faith
believes, and (2) a reasonable employee in the
same or similar circumstances might believe,
that the employer is committing fraud against
the government. 31 U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

[28] Labor and Employment
Protected activities

A plaintiff asserting a retaliation claim under
the False Claims Act (FCA) need not be able
to prove fraud on the merits, and may proceed
on the retaliation claim independently of a qui
tam action. 31 U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

[29] Labor and Employment
Protected activities

Under the anti-retaliation provision of the
False Claims Act (FCA), Congress intended
to protect employees from retaliation while
they are collecting information about a
possible fraud, before they have put all the
pieces of the puzzle together; however, the
statute does not protect an employee who just
imagines fraud without proof. 31 U.S.C.A. §
3730(h)(1).

Cases that cite this headnote

[30] Health
Adverse employment action;  wrongful

discharge

Former employee sufficiently alleged that she
engaged in protected conduct under False
Claims Act (FCA), as required to state
retaliation claim under FCA against her
former employer, which was a hospital, where
former employee alleged that she subjectively
believed that hospital was fraudulently billing
government with respect to certain medical
services provided to Medicare patients at
hospital's cancer center, that several other

hospitals in same risk retention group stated
that such billing was against federal rules and
regulations, and that she told hospital's vice
president and chief executive officer (CEO)
that if such billing was actually occurring, she
would have to report it to federal government.
31 U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

[31] Health
Adverse employment action;  wrongful

discharge

Former employee sufficiently alleged that
her former employer, which was a hospital,
was aware of her protected activity under
False Claims Act (FCA), as required to
state retaliation claim under FCA, where
former employee alleged that she directly told
hospital's vice president and chief executive
officer (CEO) about her concerns that
hospital was fraudulently billing government
for certain medical services provided to
Medicare patients at hospital's cancer center,
and that if such billing was actually occurring,
she would have to report it to federal
government. 31 U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

[32] Health
Adverse employment action;  wrongful

discharge

Former employee sufficiently alleged causal
link between her protected activity under
False Claims Act (FCA) and her firing,
as required to state retaliation claim under
FCA against her former employer, which
was a hospital, where former employee
alleged that she was present when hospital's
chief executive officer (CEO) told another
employee that CEO would not tolerate
anyone who reported or threatened to
report to federal government hospital's billing
practices with respect to certain medical
services provided to Medicare patients at
hospital's cancer center, that former employee
had received only exemplary performance
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reviews prior to her termination, and that
none of concerns about her performance that
were stated in her termination letter had been
voiced before. 31 U.S.C.A. § 3730(h)(1).

Cases that cite this headnote

Attorneys and Law Firms

*968  Shelese M. Woods, United States Attorney's Office,
Indianapolis, IN, for Plaintiff.

Jennifer Orr Mitchell, Pro Hac Vice, Matthew S. Arend,
Pro Hac Vice, Michael W. Hawkins, Pro Hac Vice,
Dinsmore & Shohl LLP, Cincinnati, OH, Rodney Lee
Scott, Waters, Tyler, Hofmann & Scott, LLC, New
Albany, IN, for Defendant.

Andrew Dutkanych, III, Biesecker Dutkanych & Macer
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LLC, Cincinnati, OH, for Relator.

ORDER ON DEFENDANT'S
MOTION TO DISMISS (DKTS. 66, 68)

SARAH EVANS BARKER, JUDGE, United States
District Court

*969  Relator Jessica Kietzman (“Kietzman”), on behalf
of the United States, brought this qui tam action against
her former employer, The Bethany Circle of King's
Daughters' of Madison, Indiana, Inc. (“Bethany Circle”),
under the False Claims Act (FCA), 31 U.S.C. § 3729
et seq., alleging chiefly that Bethany Circle fraudulently
overbilled the United States for certain medical services.
There are also state and federal claims for wrongful and
retaliatory discharge, which Kietzman brought personally
on her own behalf. Now before the Court is Bethany
Circle's motion to dismiss Kietzman's second amended
complaint for failure to state a claim. See Fed. R. Civ.
P. 12(b)(6). For the reasons below, the motion is granted
in part and denied in part. Because the briefs adequately
present the issues for decision, we also summarily deny
Bethany Circle's motion for oral argument on the motion
to dismiss.

Facts and Procedural History

The complaint is hardly a model of clarity, but we take
its allegations, so far as their meaning and relevance
are comprehensible without speculation, as true for the
purposes of the instant motion.

Bethany Circle operates a hospital (“the Hospital”) in
southern Indiana. The Hospital has a cancer center
(“the Cancer Center”). Kietzman, a registered nurse,
was hired by the Hospital in 1999, and promoted to
director of the Cancer Center in 2007. For at least
2014 and 2015, Kietzman reported to Lisa Morgan
(“Morgan”), the Hospital's vice president for “Patient
Services.” Second Am. Compl. (SAC) ¶ 9. Kietzman was
fired from the Hospital in October 2015, despite having
consistently received “exemplary” performance reviews
and no employee discipline. Id. ¶ 8.

Some proportion of patients of the Hospital and Cancer
Center were beneficiaries of Medicare, a federal program
administered by the Centers for Medicare and Medicaid
Services (CMS).

When a Medicare claim is submitted, it processes
through a series of edits [sic] in the Fiscal Intermediary
Standard System [an undefined term] to ensure that the
information provided is complete and correct. If the
claim is deemed incomplete or incorrect, it is sent to
a return to provider (“RTP”) file. In connection with
each claim submitted to Medicare ... for payment, a
provider, such as [the Hospital], is required to, and does,
make certain certifications, including certifications that
the procedure in question was in compliance with CMS
rules, regulations, and guidelines.

Absent such certifications, the payments are not
processed and made.

Id. ¶ 20. The Hospital's billing procedures relating to CMS
are at the heart of Kietzman's case.

I. The Unnecessary Radiological Scans (SAC ¶¶ 22–43)
Since January 2010 (not a date relevant per se, but the
earliest date within the FCA's six-year limitations period),
the Cancer Center's independent-contractor radiologists
would perform an “initial diagnostic scan (‘IDS’)” (the
nature of the “scan” is not specified) on new oncology
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patients. Id. ¶ 22. Then, “typically” within two weeks
of the initial scan, the radiologists would perform a
“second full diagnostic [scan] for radiation treatment
planning *970  (‘RadPlanning’)[.]” Id. ¶ 23. The second
scan is alleged to be “improper and unnecessary.” Id.
The Hospital's practice was to bill CMS for both scans,
“which was in contravention of CMS guidelines and
regulations[,]” id. ¶ 24, but Kietzman does not tell us
which guidelines and regulations were contravened, or
in what respects. Kietzman avers it “[u]pon information
and belief” that the Hospital performed approximately
one hundred of these second, unnecessary scans per year,
a “significant percentage” of which was for Medicare
patients. Id.

Margie Combs (“Combs”) served as the Hospital's
director of “Risk Management, Patient Safety[,] and
Compliance[.]” Id. ¶ 15. She reported to Carol Dozier
(“Dozier”), the Hospital's CEO, or to the Hospital's CFO.
Around the beginning of August 2014, Combs “sent
emails out to all the Indiana hospitals that participated
in the same risk retention group as [the Hospital],
inquiring ... whether they billed CMS for the second scan.”
Id. ¶ 28. “Every hospital” contacted responded that it did
not, and several responded that such billing “was illegal,
improper, and against CMS rules and regulations.” Id.
Combs's e-mails and the hospitals' responses was the first
Kietzman heard of the Hospital's practice of billing for the
second scans. “Upon information and belief,” Kietzman
alleges that Combs was directed to send the e-mails by
Dozier and Morgan, knowing that billing CMS for the
second scans was illegal and “desiring to provide ‘cover’
” for the Hospital. Id. ¶ 29. On January 29, 2015, Dozier
informed Cancer Center staff, including Kietzman, that
the Hospital would continue to bill for the second scans.

In February 2015, trainers from Siemens USA, from
whom the Hospital had purchased scanning equipment,
were at the Hospital to train Hospital staff on the use
of the new equipment. The trainers “questioned” the
Hospital's practice of performing the second scans. Id. ¶
36. Present at the time was Elizabeth Meyer (“Meyer”),
an independent-contractor physicist at the Cancer Center
who reported to Kietzman, who threatened to “turn
[the Hospital] into the United States Government, for
fraudulent billing, if this practice did not immediately
stop.” Id. Kietzman was informed of this exchange
by a later e-mail from another Hospital staffer, which

characterized Meyer's comments as “inappropriate.” Id. ¶
38.

Kietzman was also informed that Dozier intended to
terminate Meyer's employment based on her comments.
Kietzman thought such action would be ill advised,
resulting in a February 15, 2015, meeting with Meyer,
Morgan, and Dozier, during which Dozier told Meyer
“that her comments were inappropriate, and that [Dozier]
would not tolerate anyone who threatened to report any
of [the Hospital's] practices to the federal government, nor
would she permit anyone who did so to remain employed”
at the Hospital. Id. ¶ 41. Meyer then apologized, and
Dozier explained that the Hospital's second-scan practice
“was for ‘best patient care’ ” and that the Hospital “did
not bill” for the second scans. Id. ¶ 42. Kietzman alleges
that Dozier was lying when she made this statement, but
that Kietzman was unaware that it was a lie at the time
—despite Kietzman's allegation that, two weeks earlier,
Dozier had informed Cancer Center staff that the Hospital
would continue to bill for the second scans. Perhaps
Kietzman meant to allege that, at the February 15, 2015,
meeting, Dozier represented that the Hospital would cease
billing for the second scans. These averments are unclear.

On February 18, 2015, Kietzman was informed by a
radiation therapist who reported to her that “additional
charges should not be entered according to the *971
code book[,] ... a reference manual ... outlin[ing] when
charges [to CMS] are, and are not, appropriate.” Id. ¶
43. This statement “was intended to alert [Kietzman] to
the fact that the directive from [Dozier] was illegal.” Id.
Kietzman does not explain what Dozier's “directive” was,
what “additional charges” were being discussed, and why
their not being entered “according to the code book” was
intended to “alert” Kietzman to the “illegality” of Dozier's
“directive.”

II. The Fiducial–Marker Kickbacks (SAC ¶¶ 47–49)
Around the middle of April 2015, Kietzman approached
Combs and another Hospital manager about the
Hospital's billing for “fiducial markers,” that is,
“interstitial devices for radiation therapy,” implanted by
independent-contractor urologists at the Hospital. Id. ¶
47. The urologists “desired” that the Hospital “begin”
purchasing fiducial markers for their use, presumably
rather than require the urologists to purchase the
markers for themselves. Id. As (again presumably) some
proportion of the purchased fiducial markers would be
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implanted in Medicare beneficiaries, Kietzman appears to
have believed that the Hospital's purchasing the markers
and billing Medicaid for them, when they should have
been paid for by the urologists themselves, constituted a
kickback and an “illegal[ ] entic[ement to] the urologists
to send patients to [the Hospital] ....” Id. But Combs told
Kietzman that, because “the urology department [was]
receiving credit for the billing for the fiducial markers,
there were no compliance concerns.” Id.

III. The Meaningful–Use Violations (SAC ¶¶ 50, 53)
“According to CMS,” entering a radiology order into
“the electronic medical system” must be done “by a
licensed healthcare professional or a credentialed medical
assistant.” Id. ¶ 50. “This requirement falls under the
‘meaningful use’ mandate set by CMS.” Id. Between
June and August 2015, Kietzman informed Morgan that
nonqualified Hospital personnel were entering orders into
the system. Morgan responded “that they needed to
help the physicians ‘get where they needed to be.’ ” Id.
Kietzman told Morgan “that it would be inappropriate
and illegal to do so.” Id.

IV. The Supervising–Provider Violations (SAC ¶¶ 51–52)
In the summer of 2015, Kietzman was told by Morgan and
Dozier to “find a physician within [the Hospital] to be the
‘supervising provider’ for medical oncology, if a medical
oncologist was absent, pursuant to CMS regulations.”
Id. ¶ 51. Obligingly, Kietzman “arranged for a surgeon
to obtain certain training and education on oncology
issues sufficient to meet CMS guidelines for a supervising
provider.” Id. She then took a two-week medical leave.

In her absence, Morgan and Dozier “knowingly and
illegally assigned physicians who did not meet ‘supervising
provider’ criteria to perform those roles. Specifically, the
physicians in question did not have privileges to order
the procedures in question.” Id. ¶ 52. When Kietzman
returned from leave, she “raised serious concerns” about
this matter with Dozier and Morgan. Id.

V. The Direct–Supervision Violations (SAC ¶ 56)
“According to CMS, radiation therapy requires direct
supervision. Direct supervision requires a physician
to provide supervision by being immediately available
and interruptible to provide assistance and direction
throughout the performance of the procedure.” Id. ¶ 56.

On September 9, 2015, Kietzman informed Morgan that,
because *972  Cancer Center physicians were requesting
too many days off, they were unable to directly supervise
all Cancer Center radiation therapy. Morgan responded
“that they would ‘have to make it work,’ because a
physician was unable to come in.” Id.

VI. The Full Ultrasounds (SAC ¶¶ 73–76)
Kietzman is informed and believes that, since 2010, the
Hospital has “invoiced CMS and the United States for
full radiological reads,” while performing only “limited or
follow up ultrasounds that should have been billed and
reimbursed under different [billing] codes.” Id. ¶ 73. This
issue was raised at “one ... meeting[ ]” by “one of the ...
physicians” “[a]t some time between 2007 and 2009[.]” Id.
¶ 15.

VII. Retaliation (SAC ¶¶ 58, 60–64, 67–72)
On September 15, 2015, a Cancer Center staffer sent an
e-mail to Cancer Center employees, including Kietzman,
inquiring about the Hospital's billing practices with
respect to radiological scans. Kietzman responded to
the e-mail “stating that it was her impression that the
radiologists were reading treatment planning CT scans,
but not charging for them.” Id. ¶ 58. Dozier, an addressee
of the original e-mail, replied to Kietzman, “Why would
you copy all these people on this question? This is
unprofessional.” Id. Less than two hours later, Dozier sent
a second e-mail to Kietzman, apologizing for the tone of
her first e-mail and asserting that “the radiologists are very
sensitive on this and when we mention charging, they get
defensive.” Id.

The next day, September 16, 2015, Morgan asked to
meet with Kietzman to discuss the previous day's e-
mail exchange with Dozier, and that meeting occurred
the following day, September 17, 2015. It was Morgan's
opinion that Kietzman “should have been at [Dozier's]
door first thing [the day before] apologizing for her
actions.” Id. ¶ 61. Kietzman responded that she had simply
stated Hospital policy as she understood it. Morgan
nevertheless thought Kietzman had been “disrespectful”
and “needed to make the situation ‘right’ ” with Dozier.
Id. Kietzman still did not understand what she had done to
give offense and “stated that she found it interesting” that
Dozier had subsequently apologized for her first e-mail.
Id. Kietzman noted that “people sometimes get emotional
for feelings of guilt, implying that [Dozier] felt guilty
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for these practices, and that [Kietzman] was considering
reporting the matter to the federal government. [Morgan]
responded, ‘Choose your words very carefully.’ ” Id.

Later the same day, September 17, 2015, Dozier met with
Kietzman and Morgan. Dozier again apologized for the
tone of her first e-mail on September 15, 2017, and asked
Kietzman “to clarify any questions she may have before
she sends out emails.” Id. ¶ 63. As she had with Morgan,
Kietzman expressed confusion over what her misstep
had been and “noted that if the billing [for the second
radiological scans] were occurring, she would need to
report it to the federal government.” Id. Dozier repeated
that “it is ‘touchy with the radiologists when you talk
about money.’ ” Id. Dozier “stated that it seemed that her
and [Kietzman] were always on a ‘different page.’ [Dozier]
additionally told [Kietzman] that she was unprofessional
and unsupportive of the organization. She also expressed
that she could not trust her.” Id.

On October 5, 2015, Morgan met with Kietzman “and
informed her that her employment was terminated[,]” id. ¶
69, producing a termination letter dated October 2, 2015.

The letter alleged that [Kietzman] was not happy
in her position and that her staff were not pleased
with her. The *973  letter additionally alleged that
[Kietzman] applauded employees who were considering
a job change and that there were ongoing issues within
the department, but [Kietzman] refused to make the
necessary changes to address these issues. The letter
cited miscommunications and lack of leadership on
Kietzman's behalf. Specifically, the letter stated, ‘[Y]ou
have had two separate instances with the CEO that were
less than exemplary.’ Lastly, the letter cited concerns
from directors, deficiencies in open positions and issues
surrounding failing to utilize appropriate channels for
pre-employment screening.

Id. ¶ 69 (fourth alteration in original). In response to her
firing, Kietzman “caused a letter to be placed in her file,
as of record, that indicated her disagreement with the
[termination] letter, and indicated that her termination
was solely due to her ongoing opposition to the fraudulent
billing of Medicare by [the Hospital], and retaliation by
[Dozier] and [Morgan] for ... not turning her head the
other way.” Id. ¶ 72.

VIII. The Instant Motions

Kietzman's original complaint was filed on January 19,
2016. Dkt. 1. After the United States declined to intervene,
Dkt. 17, Kietzman filed a first amended complaint
as of right on November 22, 2016. Dkt. 19. In the
face of Bethany Circle's first motion to dismiss, Dkt.
46, Kietzman sought leave to file a second amended
complaint, Dkt. 50, which, leave having been granted,
Dkt. 64, was filed on March 24, 2017. Dkt. 65. It is now
the operative complaint in this matter. Bethany Circle filed
the instant motion to dismiss on April 10, 2017, Dkt. 66,
seeking oral argument. Dkt. 68. The motion to dismiss is
now fully briefed and ripe for decision.

Counts I and II of the complaint are qui tam claims
brought by Kietzman on behalf of the United States.
Count I charges presentment of false or fraudulent claims
in violation of the FCA; Count II charges conspiracy
to commit the same. Counts III and IV are claims filed
by Kietzman personally, respectively charging wrongful
and retaliatory discharge under state law and under the
FCA. Bethany Circle attacks the three federal claims
as insufficiently pleaded and urges us to relinquish
jurisdiction over the state claim.

Standard of Decision

Federal Rule of Civil Procedure 8(a) requires “a short
and plain statement showing that the pleader is entitled
to relief[.]” Fed. R. Civ. P. 8(a)(2). To satisfy the
requirements of Rule 8(a) and withstand a motion to
dismiss under Rule 12(b)(6), a complaint must “state a
claim to relief that is plausible on its face ....” Swanson v.
Citibank, N.A., 614 F.3d 400, 404 (7th Cir. 2010) (quoting
Ashcroft v. Iqbal, 556 U.S. 662, 678, 129 S.Ct. 1937,
173 L.Ed.2d 868 (2009) ). A claim is facially plausible
when supported by sufficient factual allegations which,
taken as true, give rise to a reasonable inference of
liability. Iqbal, 556 U.S. at 678, 129 S.Ct. 1937 (citing
Bell Atl. Corp. v. Twombly, 550 U.S. 544, 556, 127
S.Ct. 1955, 167 L.Ed.2d 929 (2007) ). Legal conclusions,
formulaic recitation of elements of the cause of action, and
speculative possibilities will not do. Id. In all, the pleader
must simply “give enough details about the subject-matter
of the case to present a story that holds together.”
Swanson, 614 F.3d at 404.

[1]  [2]  [3] But the complaint's Counts I and II are
subject to a heightened pleading standard. Because such
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claims under the False Claims Act sound in fraud, the
circumstances alleged to constitute the fraud must be
pleaded with “particularity.” Fed. R. Civ. P. 9(b); United
States ex rel. Presser v. Acacia Mental Health Clinic, LLC,
836 F.3d 770, 775 (7th Cir. 2016) (citing *974  United
States ex rel. Gross v. AIDS Research All.–Chi., 415 F.3d

601, 604 (7th Cir. 2005) ). 1  Under Rule 9(b), a relator
must allege “the first paragraph of any newspaper story”:
“the who, what, when, where, and how” of the alleged
fraud. United States ex rel. Lusby v. Rolls–Royce Corp.,
570 F.3d 849, 853 (7th Cir. 2009) (quoting DiLeo v. Ernst
& Young, 901 F.2d 624, 627 (7th Cir. 1990) ). While it
is “erroneous[ ]” to “take an overly rigid view of th[is]
formulation,” Pirelli Armstrong Tire Corp. Retiree Med.
Benefits Trust v. Walgreen Co., 631 F.3d 436, 442 (7th Cir.
2011), quoted in Acacia, 836 F.3d at 776, the application of
which “may vary on the facts of a given case[,]” id., Rule
9(b) must require “some ... means of injecting precision
and some measure of substantiation ... [,]” id. (quoting 2
James W. Moore, Moore's Federal Practice § 9.03 (3d ed.
2010) ), if it is to serve its important functions of “forc[ing]
the plaintiff to conduct a careful pretrial investigation”
and “protect[ing] defendants from [the] ‘privileged libel’ ”
of fraud charges. Id. at 441 (quoting Fid. Nat'l Title Ins.
Co. of N.Y. v. Intercounty Nat'l Title Ins. Co., 412 F.3d
745, 749 (7th Cir. 2005); Kennedy v. Venrock Assocs., 348
F.3d 584, 594 (7th Cir. 2003) ). “It is enough to show,
in detail, the nature of the charge, so that vague and
unsubstantiated accusations of fraud do not lead to costly
discovery and public obloquy.” Lusby, 570 F.3d at 854–
55.

Analysis

Although the strictures of Rule 9 are supposed to
force the plaintiff to investigate first and sue later,
it is clear based on her complaint that Kietzman
has not heeded that admonition. See also Fed. R.
Civ. P. 11(b) (requiring inquiry “reasonable under
the circumstances”). Kietzman's allegations (when not
wholly conclusory) appear to be the product, not of
careful pretrial investigation, but of her partial, limited
perspective as a single employee, based entirely on her own
imperfectly understood, decontextualized impressions
and recollections, leaving key terms, concepts, and events
unexplained. We take up each of her claims below,
beginning with the three federal claims.

I. Submission of False Claims to Medicare, FCA (Count I)
[4] The FCA provides that a person is liable to the

United States if she “knowingly presents, or causes to
be presented, a false or fraudulent claim for payment
or approval[,]” 31 U.S.C. § 3729(a)(1)(A), or if she
“knowingly makes, uses, or causes to be made or used, a
false record or statement material to a false or fraudulent
claim[.]” Id. § 3729(a)(1)(B). Such claims may be brought
on behalf of the United States by a relator functioning as
a “private attorney[ ] general ....” Lang v. Nw. Univ., 472
F.3d 493, 495 (7th Cir. 2006).

[5]  [6] To state a claim under Subsection (A), a relator
must show: “(1) a false claim (2) which the defendant
presented or caused to be presented to the United States
for payment (3) knowing that the claim was false.” United
States ex rel. Morison v. Res–Care, Inc., No. 4:15-cv-94,
2017 WL 468287, at *2 (S.D. Ind. Feb. 3, 2017) (citing
Fowler v. Caremark RX, L.L.C., 496 F.3d 730, 740–41 (7th
Cir. 2007), overruled in nonrelevant part by Glaser v. Wound
Care Consultants, 570 F.3d 907 (7th Cir. 2009) ). To state a
claim under Subsection (B), a relator must show that “(1)
the defendant made a statement in order to receive money
from the government; (2) the statement was false; and (3)
the defendant knew the statement was false[,]” id. (citing
Fowler, 496 F.3d at 741), as well as (4) materiality. *975
31 U.S.C. § 3729(a)(1)(B); see id. § 3729(b)(4) (defining
materiality).

[7]  [8]  [9] With respect to liability for noncompliance
with federal regulations (or rules or statutes or contractual
obligations), three general principles guide our analysis.
First, to be simultaneously in receipt of government
money and in violation of federal regulations is not
fraud under the FCA. United States ex rel. Grenadyor v.
Ukrainian Vill. Pharmacy, Inc., 772 F.3d 1102, 1107 (7th
Cir. 2014). Second, an express certification of compliance
made with present knowledge of its falsity or with the
present intent not to honor it is fraud under the FCA if
the certification is material to the government. 31 U.S.C.
§ 3729(a)(1)(B); United States ex rel. Lusby v. Rolls–Royce
Corp., 570 F.3d 849, 854 (7th Cir. 2009). Third, an implied
certification of compliance is fraud under the FCA where,
“first, the claim does not merely request payment, but also
makes specific representations about the goods or services
provided; and second, the defendant's failure to disclose
noncompliance with material statutory, regulatory, or
contractual requirements makes those representations
misleading half-truths.” Univ'l Health Servs., Inc. v. United
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States ex rel. Escobar, ––– U.S. ––––, 136 S.Ct. 1989, 2001,
195 L.Ed.2d 348 (2016).

Kietzman's complaint alleges six sets of false claims, or,
more accurately, six ways in which federal regulations
were flouted at the Hospital. The first is that Hospital
radiologists would perform, and bill the government
for, two full diagnostic scans on oncology patients,
though the second scan was “improper and unnecessary.”
SAC ¶ 23. The second is that the Hospital paid for,
and presumably billed the government for, “fiducial
markers” implanted by contractor urologists, a kind of
kickback to the urologists. Id. ¶ 49. The third is that
the Hospital directed employees other than “physicians
and credentialed medical assistants” to enter orders
into the “electronic medical system” in violation of the
government's “meaningful use” mandate. Id. ¶ 50. The
fourth is that the Hospital directed physicians who did
not meet the criteria to be a “supervising provider” in the
oncology department to fill that role nevertheless. Id. ¶ 52.
The fifth is that radiation therapy was performed without
direct supervision by a physician, contrary to federal rules.
Id. ¶ 56. The sixth is that “full anatomical ultrasound[s]”
would be performed by Hospital radiologists when the
ordering physician had only requested “limited or partial

ultrasounds[.]” Id. ¶ 75. 2  We discuss these theories below
in light of the general principles above.

A. Falsity
[10] “[I]t is essential to show a false statement” or claim.

Lusby, 570 F.3d at 854. Kietzman has not. Kietzman
has not pleaded with particularity a single actionable
express or implied certification made by the Hospital. The
“general statement” about certifying compliance with the
whole body of applicable federal regulations contained in
paragraph 20 of the second amended complaint “is not
sufficient to satisfy Rule 8, let alone Rule 9(b).” United
States ex rel. McGinnis v. OSF Healthcare Sys., No. 11-
cv-1392, 2014 WL 378644, at *7 (C.D. Ill. Feb. 3, 2014).

For example, with respect to the unnecessary radiological
scans, the complaint alleges *976  simply that they
were “improper and unnecessary.” SAC ¶ 23. The
complaint never alleges that, by regulation or contract,
the Hospital specifically and expressly certified to
Medicare that it would provide only proper and necessary

radiological scans. 3  Nor does the complaint allege that
the Hospital impliedly made specific representations

about the radiological scans which were misleading half-
truths due to the Hospital's omission of the fact that
Kietzman deemed them unnecessary or improper. In
short, there is no allegation at all that the Hospital
concealed what it was doing (for example, by use of
false or misleading billing codes) from the government.
Apparently, the Hospital would simply send Medicare
two bills for two radiological scans for the same patient
within two weeks, and the government would pay them.
Kietzman may quibble with the government's payment
decisions as being an unwise use of taxpayer funds, but she
has nowhere alleged the fraudulent procurement of such
funds.

These same flaws are not cured with respect to any
other of Kietzman's allegations of impropriety. She alleges
repeatedly that federal regulations were violated at the
Hospital, and that the government would not have paid
out claims for treatment where such violations had
occurred at some stage of the treatment process, but
nowhere alleges how, or even whether, the Hospital
concealed or falsely represented what it was doing to the
government. Accordingly, Kietzman's complaint fails to
state a claim for actionable fraud under the FCA.

B. Materiality
[11] Materiality is a “familiar and rigorous” standard to

be enforced as necessary on a motion to dismiss. Escobar,
136 S.Ct. at 2004 n.6. Kietzman's complaint fails to satisfy
it.

[12]  [13]  [14]  [15] Under the FCA, materiality means
“having a natural tendency to influence, or be capable
of influencing, the payment” by the government. 31
U.S.C. § 3729(b)(4). “Under any understanding of the

concept, 4  materiality looks to the effect on the likely
or actual behavior of the recipient of the alleged
misrepresentation.” Escobar, 136 S.Ct. at 2002 (alteration,
*977  quotations, and citation omitted). Not every breach

of contract or regulation is material, and “minor or
insubstantial” noncompliance never is. Id. at 2003. The
government's designation of particular compliance as a
condition of payment does not in itself satisfy materiality,
nor does a showing that the government “would have
the option to decline to pay if it knew of the defendant's
noncompliance.” Id.

[T]he Government's decision to expressly identify a
provision as a condition of payment is relevant,

http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2001&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2001
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2001&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2001
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2019236669&pubNum=0000506&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_506_854&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_506_854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR8&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR9&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2032650632&pubNum=0000999&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2032650632&pubNum=0000999&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2032650632&pubNum=0000999&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2004&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2004
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2004&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2004
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_6ad60000aeea7
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2002&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2002
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&fi=co_pp_sp_708_2003&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_708_2003
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I9d9e2320366a11e888d5f23feb60b681&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.Search)


United States ex rel. Kietzman v. Bethany Circle of King's..., 305 F.Supp.3d 964...

2018 IER Cases 112,876

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 12

but not automatically dispositive. Likewise, proof of
materiality can include ... evidence that the defendant
knows that the Government consistently refuses to pay
claims in the mine run of cases based on noncompliance
with the particular statutory, regulatory, or contractual
requirement. Conversely, if the Government pays a
particular claim in full despite its actual knowledge that
certain requirements were violated, that is very strong
evidence that those requirements are not material.

Or, if the Government regularly pays a particular type
of claim in full despite actual knowledge that certain
requirements were violated, and has signaled no change
in position, that is strong evidence that the requirements
are not material.

Id. at 2003–04.

[16] Though Kietzman's complaint would impose liability
on Bethany Circle entirely or nearly so for noncompliance
with federal regulations, and she therefore must
show the materiality of the Hospital's implied or
express certifications under either Subsection (A) or
Subsection (B), the complaint does not contain a single
nonconclusory allegation of materiality. Kietzman either
alleges baldly that a certain alleged act of noncompliance
was “material,” or, restating the concept, that the
government “would not have paid” had it known of the
Hospital's alleged noncompliance. See, e.g., SAC ¶¶ 25,
35, 49, 50, 52, 73, 77, 78, 83. No facts are alleged as
to what types of claims the government usually did or
did not pay, nor as to what the government's compliance
priorities were, nor as to the degree of severity of the
Hospital's alleged breaches of regulation. For example,
does Medicare usually refuse to pay claims for treatment
where any order issued in the course of the treatment
was entered into “the electronic medical system” neither
“by a licensed healthcare professional [n]or a credentialed
medical assistant”? Id. ¶ 50. We have no way of knowing
because the complaint is utterly silent on the issue.

[17] “The materiality standard is demanding.” Escobar,
136 S.Ct. at 2003. Kietzman's bald conclusions here have
not met its demands, and accordingly fails to state a claim
for actionable fraud under the FCA.

C. First–Paragraph Particularity Problems
[18]  [19] Quite apart from the failures of Kietzman's

complaint to show falsity and materiality, the complaint's

allegations do not state the circumstances of any fraud
with particularity. To begin with, Kietzman has not
identified with particularity a single false claim or
statement actually submitted or made to the government
to extract payment from it. Grenadyor, 772 F.3d at 1107
(7th Cir. 2014) (“To comply with Rule 9(b) [relator] would
have had to allege either that the pharmacy submitted a
claim to Medicare ... on behalf of a specific patient who
had received a kickback, or at least name a Medicare
patient who had received a kickback ....”); Fowler, 496
F.3d at 741–42 (“Relators do not present any evidence
at an individualized transaction level to demonstrate”
fraudulent retention of federal refunds); *978  United
States ex rel. Garst v. Lockheed–Martin Corp., 328 F.3d
374, 378 (7th Cir. 2003) (“Some [allegations] come close[ ]
to specific allegations of deceit but fail to link them to any
claim for payment.”); United States ex rel. Soulias v. Nw.
Univ., No. 10 C 7233, 2013 WL 3275839, at *3 (N.D. Ill.
June 27, 2013) (“To satisfy Rule 9(b) for an FCA claim, a
relator must plead at least some actual examples of false
claims.”) (citing five cases in addition to those already
cited here). While “ ‘plaintiffs are not absolutely required
to plead the specific date, place, or time of the fraudulent
acts,’ they must still ‘use some alternative means of
injecting precision and some measure of substantiation
into their allegations of fraud[.]” Pirelli Armstrong Tire
Corp. Retiree Med. Benefits Trust v. Walgreen Co., 631
F.3d 436, 442 (7th Cir. 2011) (quoting 2 James W. Moore,
Moore's Federal Practice § 9.03 (3d ed. 2010) ). Kietzman's
complaint employs no such means or measures.

Indeed, Kietzman does not even allege on personal
knowledge that any Medicare beneficiary was ever treated
at the Cancer Center. “Upon information and belief,”
Kietzman alleges that “a significant percentage” of
the Cancer Center's radiology patients were “Medicare/
Medicaid patients[,]” SAC ¶ 24, but fraud cannot be
alleged on information and belief unless the relevant facts
are not accessible to the pleader and she provides the

grounds for her suspicions. Pirelli, 631 F.3d at 443. 5

As the former director of the Cancer Center, Kietzman
would not be overtaxed to allege on personal knowledge
an approximate figure for Medicare patients at the Cancer
Center, and in any event cannot plausibly claim to have
lacked access to such a figure. Nor does any ground
for her supposition as pleaded appear in the complaint.
Even if, counterfactually, Kietzman's allegations were
sufficient to allege that one of the “approximately
100 ... improper and unnecessary” radiological scans was
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probably administered to a Medicare beneficiary, SAC ¶
24, that cannot suffice with respect to, for example, the
direct-supervision violations, which the complaint does
not even allege actually occurred. The complaint alleges
only that Morgan told Kietzman the Hospital “would
‘have to make it work,’ because a physician was unable
to come in.” Id. ¶ 56 (emphasis added). The complaint
does not allege that any radiation therapy was actually
administered to any patient, much less a Medicare patient,
on the single day, apparently September 9, 2015, that “a
physician was unable to come in.” Id.

Kietzman points us to Lusby, where relator, an engineer,
was allowed to proceed in his qui tam suit without
“produc[ing] the invoices” for the fraudulent payments
he alleged, which he could not be expected to have
had “unless he work[ed] in the defendant's accounting
department,” which he did not. 570 F.3d at 854.
But, there, relator was able to specify “five contracts
between Rolls–Royce and the United States” and the
“particular specifications” provided for by them; test
results showing that Rolls–Royce's products did not meet
those specifications; “specific parts shipped on specific
dates, and ... details of payment”; and, finally, the
specific certification of contractual compliance Rolls–
Royce would have made to the government in order to
receive such payment. Id. at 853–54. The only inference
required was that *979  the certifications were actually
made, but that was an entirely reasonable inference given
the predicates specifically alleged. Here, by contrast,
no predicate facts are alleged from which to draw any
inference; there is merely an allegation on information and
belief that the federal government footed the bill for a
“significant percentage” of the Cancer Center's patients.

SAC ¶ 24. That is not enough. 6

Moreover, while the complaint faults the Hospital for
failing to comply with applicable federal regulations, it has
not identified with particularity a single federal regulation
allegedly violated. That is a problem.

Where the allegedly false
certification relates to a failure to
comply with certain statutory and
regulatory provisions, the plaintiff
should be able to tell the [defendant]
which ones it flouted, and how
and when. If the particularity

requirement is meant to ensure more
thorough investigation before filing,
it is not too much to ask that one
aspect of that investigation include
the specific provisions of law whose
violation made the certification of
compliance false.

United States ex rel. Hanna v. City of Chicago, 834 F.3d
775, 779 (7th Cir. 2016).

Here is Kietzman's best attempt to satisfy DiLeo's
first-paragraph standard with respect to the allegedly
unnecessary radiological scans: “Who submitted the false
claims? The Defendant.” Pl.'s Br. Opp. 26. That is a risible
response. The Bethany Circle of King's Daughters' of
Madison, Indiana, Inc. did not submit anything within
the meaning of Rule 9(b); one of the Hospital's employees
did. But which of them? Kietzman cannot tell us. “What
did they submit? Claims for payment for duplicate, full
diagnostic scans for RadPlanning, after an initial scan.”
Id. Missing is any particularized showing such claims were
actually presented, or that they were false. “When? From
January 1, 1999, to the present, submitting about 100 of
them a year.” Id. That is worse than risible; it is flatly
misleading. No allegation in the complaint reaches back
to 1999 except as to Kietzman's hiring date. No allegation
in the complaint reaches forward to May 3, 2017 (the day
Kietzman filed her response, Dkt. 79), because Kietzman
was fired from the Hospital in October 2015. And there
is nothing particularized in alleging, without more, that
an event happened “about” one hundred times per year
over an eighteen-year period. “Where? From Defendant's
facility, in Southern Indiana, and submitted to Medicare.
How? Again, through CMS and Medicare billing portals.”
Id. But that is no more than a general allegation that the
Hospital sometimes billed Medicare.

In sum, Kietzman's complaint falls far short of alleging
actionable fraud under the FCA with particularity.

II. Conspiracy to Defraud, FCA (Count II)
[20]  [21]  [22]  [23]  [24] The FCA provides that a

person is liable to the United States if she conspires to
violate the FCA, as relevant here, by presenting a false
claim or making a false statement material to a false claim.
31 U.S.C. § 3729(a)(1)(C). “[G]eneral civil conspiracy
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principles apply to FCA conspiracy claims.” *980  United
States ex rel. McGee v. IBM Corp., 81 F.Supp.3d 643,
666 (N.D. Ill. 2015) (citing United States ex rel. Durcholz
v. FKW, Inc., 189 F.3d 542, 545 n.3 (7th Cir. 1999) ).
Accordingly, “[t]o plead a conspiracy claim, the relator
must allege an agreement by two or more persons to
accomplish a goal or goals and an act in furtherance of
that agreement.” United States ex rel. Morison v. Res–
Care, Inc., 4:15–cv–94, 2017 WL 468287, at *4 (S.D. Ind.
Feb. 3, 2017) (citing Indep. Trust Corp. v. Stewart Info.
Servs. Corp., 665 F.3d 930, 938–39 (7th Cir. 2012) ).
The act in furtherance of the agreement must be overt
and result in actual damage or injury. United States ex
rel. Rockey v. Ear Inst. of Chi., LLC, 92 F.Supp.3d 804,
825 (N.D. Ill. 2015) (distinguishing civil and criminal
conspiracy) (quoting Lenard v. Argento, 699 F.2d 874,
882 (7th Cir. 1983) ). “Put differently, an actionable FCA
conspiracy exists only where at least one of the alleged co-
conspirators actually committed an FCA violation.” Id.
at 826. Moreover, agents of the same corporate principal
cannot actionably conspire with one another. Id. (citing
inter alia Copperweld Corp. v. Indep. Tube Corp., 467 U.S.
752, 769, 104 S.Ct. 2731, 81 L.Ed.2d 628 (1984) (Sherman
Act conspiracy) ).

Kietzman has not sufficiently alleged either an agreement
or an injury resulting from it. First, for the reasons
stated above, Kietzman's complaint fails to allege an
FCA violation, and therefore fails to show actual injury
resulting from any conspiracy to defraud the government.
Her conspiracy claim therefore fails.

[25] Second, because Kietzman cannot allege conspiracy
by claiming, for example, that Morgan and Dozier (both
as agents of the Hospital) agreed with one another to
defraud the government, she must rely on a conspiracy
between Hospital staff and the independent-contractor
radiologists and urologists. See SAC ¶¶ 87–88. But the
complaint alleges effectively nothing about either of those
two groups.

Kietzman never alleges that any particular radiologist
or urologist entered into a particular agreement with
particular Hospital staff to undertake a particular
fraudulent act. As to the radiologists in general, the only
allegations appearing in the complaint are that they were
“sensitive,” SAC ¶ 58, “defensive,” id., or “touchy,” id.
¶ 63, about billing concerns. That is a far cry from
a particularized allegation of an agreement to defraud

the government. As to the urologists' involvements or
intentions in general, the complaint alleges only that they
“desired” that the Hospital “begin” purchasing fiducial
markers for the urologists. SAC ¶ 47. (The complaint
even appears to contradict itself on this point in the
next sentence, which alleges that the Hospital “paid” for
the fiducial markers. Id.) And the only allegation as to
the legality of what the urologists “desired” the Hospital
“begin” doing was that it presented “no compliance
concerns.” Id. Kietzman's conspiracy claim therefore fails
on these grounds as well.

III. Retaliatory Termination, FCA (Count IV)
[26] The FCA provides a remedy, as relevant here, to

any employee who is discharged “because of lawful acts
done by the employee ... in furtherance of an action under
[the FCA] or other efforts to stop 1 or more violations of
[the FCA].” 31 U.S.C. § 3730(h)(1). A plaintiff establishes
her entitlement to the remedy by showing that (1) her
actions were protected activity under the FCA, (2) her
employer had knowledge that she was engaged in the
protected activity, and (3) there was a causal link between

the protected activity and the discharge. 7  *981  Fanslow
v. Chi. Mfg. Center, Inc., 384 F.3d 469, 479 (7th Cir. 2004).

As for the first element, Section 3730(h)

protects two categories of conduct. The statute has long
prevented employers from terminating employment for
conduct that is ‘in furtherance of an action under [the
FCA].’ In Brandon [v. Anesthesia & Pain Mgmt. Assocs.,
277 F.3d 936 (7th Cir. 2002) ], [the Seventh Circuit]
explained that this language reached conduct that put
an employer on notice of potential False Claims Act
litigation. In 2009, Congress amended the statute to
protect employees from being fired for undertaking
‘other efforts to stop’ violations of the Act, such as
reporting suspected misconduct to internal supervisors.

Halasa v. ITT Educ. Servs., Inc., 690 F.3d 844, 847–48
(7th Cir. 2012) (original alterations, citation, quotations
omitted).

[27] Bethany Circle errs in maintaining (as its sole
argument for dismissal) that an FCA retaliation claim
is derivative of and necessarily depends on a proved or

provable underlying FCA violation. 8  See United States
ex rel. Grenadyor v. Ukrainian Vill. Pharmacy, 772 F.3d
1102, 1109 (7th Cir. 2014) (affirming dismissal with
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prejudice of FCA fraud claims, reversing dismissal of FCA
retaliation claim). Rather, the question is whether “(1)
the employee in good faith believes, and (2) a reasonable
employee in the same or similar circumstances might
believe, that the employer is committing fraud against the
government.” Fanslow, 384 F.3d at 480 (quoting Moore v.
Cal. Inst. of Tech. Jet Propulsion Lab., 275 F.3d 838, 845
(9th Cir. 2002) ).

[28]  [29] A retaliation plaintiff “need not be able to
prove fraud on the merits[,]” Abner v. Jewish Hosp.
Healthcare Servs., Inc., No. 4:05-cv-106, 2008 WL
3853361, at *8 (S.D. Ind. Aug. 13, 2008) (citing Neal
v. Honeywell Inc., 33 F.3d 860, 864–65 (7th Cir. 1994)
), and “may proceed under [ *982  Section 3730(h) ]
independently of a qui tam action.” Fanslow, 384 F.3d
at 479 (citing Neal, 33 F.3d at 865). “Congress intended
to protect employees from retaliation while they are
collecting information about a possible fraud, before they
have put all the pieces of the puzzle together. The statute
does not, however, protect an employee who just imagines
fraud without proof.” Id. at 481 (citations omitted). The
employee may not “play[ ] the part of Chicken Little[,] ...
imagin[ing] fraud but lack[ing] any objective basis for that
belief[.]” Lang v. Nw. Univ., 472 F.3d 493, 495 (7th Cir.
2006).

Bethany Circle cites two district court cases which it reads
to require an underlying FCA violation before an FCA
retaliation claim may proceed. Singer v. Progressive Care,
SC, 202 F.Supp.3d 815, 828 (N.D. Ill. 2016) (“Because
Singer has failed to state [an FCA fraud claim], his FCA
retaliation claim fails as well.”) (citing United States ex
rel. McGinnis v. OSF Healthcare Sys., No. 11-cv-1392,
2014 WL 378644 (C.D. Ill. Feb. 3, 2014) (“Without
finding that the Plaintiff has sufficiently pled the claims
for reimbursement were fraudulent or ever presented to
the government, the Court cannot conclude that the
allegations support a finding that Plaintiff was acting in
furtherance of an FCA enforcement action or other efforts
to stop violations of the FCA.”) ). McGinnis neither cited
nor purported to establish a rule that an FCA retaliation
claim may proceed only to the extent of an FCA fraud
claim; it held simply that the complaint at bar did not
state a plausible claim of retaliation. Singer appears to
treat the conclusion in McGinnis as flowing from a rule of
law, but cites no other authority for such a rule. With due
consideration, we decline to follow that court's ipse dixit as

contrary to circuit authority. Grenadyor, 772 F.3d at 1109;
Fanslow, 384 F.3d at 480.

[30] Here, Kietzman stands on firmer ground in the
friendlier environs of Rule 8. As for the first element
of a retaliation claim, the employee's protected activity,
Kietzman's subjective good faith in believing that the
Hospital was fraudulently billing Medicare in connection
with the radiological scans plausibly appears from her
efforts to raise the issue with Hospital management and is
not undermined by any other allegation in the complaint.
Moreover, Kietzman plausibly alleges that a reasonable
employee in the same or similar circumstances might have
believed the same when she alleges that several hospitals
in the Hospital's “risk retention group” stated that such
billing was “illegal, improper, and against CMS rules and
regulations[,]” SAC ¶ 28, as well as similar suspicions
being voiced by Meyer and, apparently, Siemens medical-
equipment trainers. See id. ¶ 36.

It is a much closer question, however, as to whether
Kietzman actually undertook any “other efforts to stop”
what she reasonably and in good faith believed to
be an FCA violation. 31 U.S.C. § 3730(h)(1). She
does allege that she told Morgan she was “considering
reporting the matter [of the radiology billing] to the
federal government[,]” SAC ¶ 61, and that she told
Dozier that, “if the [fraudulent radiology] billing were
occurring, she would need to report it to the federal
government.” Id. ¶ 63. In view of Halasa's admonition that
“reporting suspected misconduct to internal supervisors”
may constitute protected activity, 690 F.3d at 847–48,
see also United States ex rel. Helfer v. Assoc. Anesth's
of Springfield, Ltd., No. 10-3076, 2014 WL 4198199,
at *7 (C.D. Ill. Aug. 25, 2014) (plaintiff “reported his
findings and concerns about [defendant's] noncompliance
[to] his superiors ....”); McGinnis, 2014 WL 378644, at *12
(plaintiff's complaints to superiors that claim submission
“would be fraud” “could plausibly be read to constitute
*983  ‘efforts to stop’ ” FCA violations), and in view

of the fact that Kietzman's statements related directly
to fraud on the government, compare United States ex
rel. Robinson v. Ind. Univ. Health Inc., No. 1:13-cv-2009,
2016 WL 10567964, at *15 (S.D. Ind. Mar. 30, 2016)
(“These complaints ... relate to patient care and medical
practices, not fraud on the government to obtain Medicaid
payments.”), and in view finally of the absence of any
contrary argument from Bethany Circle, we conclude that
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Kietzman's statements suffice to plausibly allege protected
activity at the motion to dismiss stage.

[31] As to the second element, there is no question that
Dozier and Morgan were aware of Kietzman's protected
activity, as Kietzman's statements were made directly to
them.

[32] As to the third element, again in the absence of
any contrary argument from Bethany Circle, we find
Kietzman's allegations sufficient to raise a plausible
inference of a causal link between her protected activity
and her firing. Indeed, Dozier flatly told Meyer in
Kietzman's presence that Dozier “would not tolerate
anyone” who reported or threatened to report the
Hospital's practices to the government. SAC ¶ 41.
Kietzman had received only “exemplary” performance
reviews prior to her termination, id. ¶ 8, and none
of the concerns about her performance stated in her
October 2, 2015, termination letter had apparently been
voiced before, raising a plausible inference of pretext.
Further raising such inference is the temporal proximity
between Kietzman's September 15, 2015, e-mail on the
Hospital's billing policy with respect to the radiological
scans, and her October 5, 2015, firing. Finally, drawing
(as we must) all reasonable inferences in Kietzman's favor,
Dozier's reaction to Kietzman's September 15, 2015,
e-mail (which merely communicated what Kietzman,
relying on Dozier's own prior statements, understood to
be an accurate statement of the Hospital's billing practice),
was suspiciously overreactive. See id. ¶ 58 (“Why would
you copy all these people on this question? This is
unprofessional.”).

Accordingly, for the reasons above, we conclude that
Kietzman has plausibly alleged that she was fired by
Dozier from the Hospital in retaliation for voicing her
concerns about the Hospital's billing with respect to the
radiological scans in the Cancer Center.

IV. Wrongful Termination, Indiana Law (Count III)

Kietzman includes in her complaint a cause of action
under Indiana law for wrongful discharge. Bethany
Circle's only rejoinder is that we should decline to exercise
supplemental jurisdiction over the state-law claim where
all the federal claims have failed. But, as we have
explained, Kietzman's FCA retaliation claim survives.
Having forfeited further arguments for dismissal by failing
to raise them, United States ex rel. Rockey v. Ear Inst. of
Chi., LLC, 92 F.Supp.3d 804, 826 (N.D. Ill. 2015) (citing
G & S Holdings LLC v. Cont'l Cas. Co., 697 F.3d 534, 538
(7th Cir. 2012) ), Bethany Circle is not entitled to dismissal
of any state-law claim. We do not address at this stage
whether, or to what extent, this state-law claim may be
duplicative of the federal retaliation claim.

Conclusion

For the reasons above, Bethany Circle's motion to dismiss
is GRANTED with respect to Counts I and II of
Kietzman's second amended complaint. Those claims
are DISMISSED WITHOUT PREJUDICE, but without
permission to amend her complaint a third time as of right.
See Dkt. 64, at 3 (“[A] district court ordinarily should
allow a plaintiff one opportunity to amend her complaint
after a dismissal under Rule 12(b)(6). By permitting Ms.
*984  Kietzman pre-emptively to amend her complaint,

the court is in essence allowing her that opportunity now
instead of later.” (citation omitted) ). Kietzman may seek
such leave in the ordinary course, which will be granted
only on a clear showing that the above-recited deficiencies
with respect to the fraud claims have been cured.

Bethany Circle's motion to dismiss is DENIED with
respect to Counts III and IV of Kietzman's second
amended complaint.

IT IS SO ORDERED.

All Citations

305 F.Supp.3d 964, 2018 IER Cases 112,876

Footnotes
1 The wrongful and retaliatory discharge claims contained in Counts III and IV do not sound in fraud and are not subject

to Rule 9(b).

2 There are also scattered allegations relating to inadequate documentation by “the medical oncologist,” SAC ¶ 44–45,
55, but these are nonstarters. There is finally a catch-all residuary allegation that, “upon information and belief, there are
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additional unknown, but ongoing, fraudulent billing” practices at the Hospital, Id. ¶ 77, but that allegation cannot satisfy
even Rule 8(a), not to speak of Rule 9(b). We disregard these allegations without further discussion.

3 The complaint never even alleges an objective standard by which the scans' propriety and necessity was measured. See
United States ex rel. Presser v. Acacia Mental Health Clinic, LLC, 836 F.3d 770, 779 (7th Cir. 2016) (“[Relator] provides
no medical, technical, or scientific context which would enable a reader of the complaint to understand why [defendant's]
alleged actions amount to unnecessary care forbidden by ... statute.... [T]he complaint does not provide any reasons
why these treatments actually were unnecessary other than [Relator's] personal view.”). The complaint does allege that
other hospitals in the Hospital's “risk retention group,” SAC ¶ 28, as well as medical-equipment trainers from Siemens,
id. ¶ 36, excepted to the Hospital's billing practices, but not to the medical necessity or propriety of a second scan per
se. Moreover, the complaint simultaneously alleges (or appears to allege) that the Hospital's billing practices were in
fact approved by the “Association of Community Cancer Centers.” Id. ¶ 54. Taken together, these allegations suggest a
difference of opinion about billing, and no opinion at all about treatment other than Kietzman's.

4 Escobar interpreted Subsection (A), which, unlike Subsection (B), does not by its terms require materiality. But the
Supreme Court approved implied false certification as a theory of FCA liability only after first holding that FCA “fraud”
incorporates common-law elements, including materiality. Univ'l Health Servs., Inc. v. United States ex rel. Escobar, 136
S. Ct. 1989, 1999 (2016). The Court found it unnecessary to decide “whether [Subsection (A)'s] materiality requirement
is governed by [Section 3729(b)(4), the statutory definition of materiality for the purposes of Subsection (B), itself derived
from Supreme Court case law interpreting “common-law antecedents[,]”] or derived directly from the common law.” Id.
at 2002.

5 The same rule defeats the allegations in paragraphs 29 (regarding Morgan and Dozier prompting Combs to send e-mails
to other hospitals), 73 and 76 (relating to billing for full ultrasounds), 77 (relating to “additional unknown” fraud), and 78
(“[F]or each of the foregoing fraudulent billing practices, the United States actually paid the false claims in question.”)
of the second amended complaint.

6 In her briefing, Kietzman avers that she is in possession of (but, of course, has not pleaded ) “specific examples, of specific
patients” whose services were fraudulently billed to Medicare, and “simply seek[s] guidance on how many examples the
Court would like to see and in what detail.” Pl.'s Br. Opp. 29 n.6. This is a bewildering request. This Court does not sit
to dispense complaint drafting advice to learned counsel. The pages of the Federal Reporter and Federal Supplement
overflow with allegations of fraud in the provision of health-care services that have been found to satisfy Rule 9(b) while
simultaneously “avoid[ing] HIPAA issues[.]” Id.

7 The Seventh Circuit has allowed an FCA retaliation plaintiff to proceed on a showing of mixed-motive discharge, that is,
by showing that her “discharge was motivated, at least in part, by the protected conduct.” Fanslow v. Chi. Mfg. Center,
Inc., 384 F.3d 469, 479 (7th Cir. 2004). (This is the causation standard cited by Kietzman; Bethany Circle cites no
standard.) But the Supreme Court's declaration that “because of” denotes but-for causation in analogous antiretaliation
and antidiscrimination contexts, Univ. of Tex. Sw. Med. Ctr. v. Nassar, 570 U.S. 338, 133 S.Ct. 2517, 186 L.Ed.2d 503
(2013) (Title VII retaliation); Gross v. FBL Fin. Servs., Inc., 557 U.S. 167, 129 S.Ct. 2343, 174 L.Ed.2d 119 (2009) (ADEA
discrimination), calls the viability of mixed-motive cases under the FCA into serious doubt. See Serwatka v. Rockwell
Automation, Inc., 591 F.3d 957, 961 (7th Cir. 2010) (“[Gross ] suggests that when another anti-discrimination statute
[contains “because of” language and] lacks [language expressly recognizing mixed-motive claims], a mixed-motive claim
will not be viable under that statute.”); United States ex rel. Marshall v. Woodward, Inc., 85 F.Supp.3d 973, 984–85 (N.D.
Ill. 2015) (citing Gross, Nassar, and Serwatka, holding FCA retaliation requires but-for causation). But see United States
ex rel. Absher v. Momence Meadows Nursing Ctr., Inc., 764 F.3d 699, 715 (7th Cir. 2014) (citing Fanslow, reciting mixed-
motive standard in FCA case). As neither the Seventh Circuit, nor the parties here, have squarely addressed this question
as applied to the FCA, and because the answer will not be dispositive of our ruling on the instant motion to dismiss, we
do not address it further.

8 Kietzman appears to mistake Bethany Circle's argument on this point for a different argument, which it has not made,
relating to how imminent FCA qui tam litigation must be before the Act's antiretaliation provision is triggered, a question
which, as Kietzman correctly though irrelevantly points out, is of diminished importance following the 2009 “other efforts”
amendment to the FCA. See United States ex rel. Helfer v. Assoc. Anesth's of Springfield, Ltd., No. 10-3076, 2014 WL
4198199, at *6–7 (C.D. Ill. Aug. 25, 2014) (citing Halasa, noting Brandon's “distinct possibility” of litigation standard too
narrow to account for 2009 “other efforts” amendment; citing Fanslow, noting Seventh Circuit “seemed to retreat” from
Brandon's “high bar” even before 2009).
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i

QUESTIONS PRESENTED

This Court has affirmed False Claims Act (FCA)
liability, 31 U.S.C. § 3729 et seq., under a theory of
“implied false certification.” See Universal Health
Servs., Inc. v. United States ex rel. Escobar, 136 S. Ct.
1989, 1995 (2016).  For that expanded theory of fraud
liability to apply, however, the contractor’s violation
must be material to the government’s decision to pay
the claim, and the contractor must know it is material. 
Id. at 1996, 2002. Despite that holding, the Sixth
Circuit held that a relator’s failure to plead any facts
regarding an alleged regulatory violation’s effect on the
government’s past payment of claims “has no bearing
on the materiality analysis” and that scienter can be
established even where the relator does not allege that
the defendant knew that the regulatory violation was
material to the government’s decision to pay claims.
That decision directly conflicts with published decisions
in other circuits regarding the proper enforcement of
the FCA’s materiality and scienter elements. 

The questions presented are: 

1. Whether the failure to plead facts relating to past
government practices in an FCA action can weigh
against a finding of materiality. 

2. Whether an FCA allegation fails when the
pleadings make no reference to the defendant’s
knowledge that the alleged violation was material
to the government’s payment decision. 



ii

PARTIES TO THE PROCEEDING

Pursuant to Supreme Court Rule 14.1(b), the
following list identifies all of the parties appearing here
and before the United States Court of Appeals for the
Sixth Circuit. The petitioners here, and appellees
below, are Brookdale Senior Living Communities, Inc.,
Brookdale Living Communities, Inc., Brookdale Senior
Living Inc., Innovative Senior Care Home Health of
Nashville, LLC, and ARC Therapy Services, LLC. The
respondent here, and appellant below, is the United
States of America ex rel. Marjorie Prather. 

RULE 29.6 STATEMENT

Pursuant to Rule 29.6 of the Rules of this Court,
Petitioners Brookdale Senior Living Communities, Inc.,
Brookdale Living Communities, Inc., Brookdale Senior
Living Inc., Innovative Senior Care Home Health of
Nashville, LLC, and ARC Therapy Services, LLC
(collectively, “Brookdale”) provide the following
disclosure.

Brookdale Senior Living Communities, Inc.,
Brookdale Living Communities, Inc., Innovative Senior
Care Home Health of Nashville, LLC (d/b/a Innovative
Senior Care Home Health), and ARC Therapy Services,
LLC (d/b/a Innovative Senior Care) are all owned by
Brookdale Senior Living Inc.  Brookdale Senior Living
Inc. has no parent corporation. No publicly traded
corporation owns 10% or more of the stock of Brookdale
Senior Living Inc. 
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OPINIONS BELOW

The Sixth Circuit’s opinion is reported at 892 F.3d
822. Pet. App. 1–64. The Sixth Circuit’s order denying
rehearing en banc is not reported. Pet. App. 108–109.
The relevant opinion and order of the district court is
published at 265 F. Supp. 3d 782. Pet. App. 65–107. 

JURISDICTION

The Sixth Circuit issued its opinion on June 11,
2018.  The court denied Brookdale’s petition for
rehearing en banc on August 22, 2018.  This Court has
jurisdiction under 28 U.S.C. § 1254(1). 

STATUTORY PROVISIONS INVOLVED

This petition involves provisions of the False Claims
Act, 31 U.S.C. §§ 3729-30, as well as other statutes and
regulations governing home health services, 42 U.S.C.
§ 1395f(a)(2)(C), 42 U.S.C. § 1395n(a)(2)(A), 42 C.F.R.
§ 424.22 (eff. Feb. 18, 2011).  The relevant provisions
are reproduced at Pet. App. 110–120. 

INTRODUCTION

The False Claims Act, 31 U.S.C. § 3729 et seq.,
“imposes significant penalties on those who defraud the
Government.” Universal Health Servs., Inc. v. United
States ex rel. Escobar, 136 S. Ct. 1989, 1995 (2016).  In
Escobar, this Court confirmed that FCA liability may
attach under a theory of implied false certification
where a government contractor submits claims for
payment while falsely representing that it has
complied with its statutory, regulatory, or contractual
obligations.  Id. at 1999.  Such liability, however, is
limited to those misrepresentations that are “material
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to the Government’s payment decision . . . .”  Id. at
2002.  The Court noted that the materiality standard
is “rigorous,” “demanding,” and is focused on the actual
effect that the violation has on the government’s
payment of claims, as opposed to whether the
government would be “entitled to refuse payment were
it aware of the violation.”  Id. at 2003–04, 2004 n.6.

Likewise, the FCA imposes a “rigorous” scienter
requirement.  Id. at 2002.  It requires that a relator
allege facts showing that the defendant “knowingly
violated a requirement that the defendant knows is
material to the Government’s payment decision.”  Id. at
1996.  The Court recognized that the rigorous
materiality and scienter requirements serve gatekeeper
functions for screening viable FCA claims and that
strict enforcement of those requirements can effectively
address “concerns about fair notice and open-ended
liability.”  Id. at 2002.  

In the instant case, the Sixth Circuit reverts the
state of the law with respect to the FCA’s materiality
and scienter requirements to pre-Escobar standards.
Although the relator was afforded leave to amend her
complaint specifically to address the materiality
requirement articulated in Escobar, the relator alleged
no facts about the government’s past payment practices
or enforcement efforts with respect to the alleged
regulatory violation or any factual allegations about
whether and why the alleged violation would cause the
government to deny a claim for payment.  Nonetheless,
the Sixth Circuit held that the relator’s pleading no
allegations about past government action “has no
bearing on the materiality analysis.”  Pet. App. 22–23.
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Although courts routinely consider what allegations
are lacking from a complaint when addressing a
defendant’s motion to dismiss, particularly when
analyzing allegations under Rule 9(b)’s heightened
standard to plead fraud with particularity, the Sixth
Circuit held that to consider the absence of allegations
in this context would be to “dr[aw] a negative
inference” in favor of the defendant.  Pet. App. 21.
Instead, the court held that the rigorous and
demanding materiality requirement was satisfied
because the court determined that the regulation
(1) was labeled a condition of payment and (2) was a
“mechanism of fraud prevention.”  Pet. App. 27.
 

Through this holding, the Sixth Circuit aligns itself
with the Ninth Circuit, which similarly found that
relators had sufficiently pled materiality where there
was “more than the mere possibility that the
government would be entitled to refuse payment if it
were aware of the violations.”  United States ex rel.
Campie v. Gilead Scis., Inc., 862 F.3d 890, 907 (9th Cir.
2017), petition for cert. filed, 2017 WL 6812110 (Dec.
26, 2017) (No. 17-936).

The Sixth and Ninth Circuits stand in stark
contrast to three other circuits that recognize that
allegations of past government action—or the lack
thereof—are relevant to the holistic, multi-factor
materiality analysis required under Escobar.  The
latter circuits appropriately heed this Court’s guidance
in Escobar that the government’s actual behavior, as
opposed to its abstract legal rights to deny a claim, is
critical to evaluating whether a party has defrauded
the government intentionally.  In particular, and in
direct contrast to the opinion below, the Third Circuit



4

has held that the relator’s failure to plead any past
government payment denials based on the underlying
violation, any previous successful claims based on that
violation, or any previous court decision upholding the
relator’s theory of liability “militates against a finding
of materiality.”  United States ex rel. Petratos v.
Genentech Inc., 855 F.3d 481, 490 (3d Cir. 2017).  

The Sixth Circuit’s holding, on the other hand,
incentivizes relators to choose not to plead any
allegations about past government payment practices
or enforcement efforts, thereby effectively removing
that factor from the materiality analysis at the
pleading and motion to dismiss stage.  That perverse
incentive directly contradicts this Court’s instruction in
Escobar that the materiality analysis is not too fact-
intensive to consider on a motion to dismiss and allows
a relator or the government to satisfy the materiality
requirement merely by pleading that the regulation at
issue is a condition of payment and could be used to
prevent fraud.  See Escobar, 136 S. Ct. at 2004 n.6.
That low standard is not the one that this Court set
forth in Escobar for implied certification cases.

Regarding scienter, the Sixth Circuit found that the
scienter requirement was adequately pled by
allegations that implied Brookdale was “on notice that
[its] claim-submission process was resulting in
potential compliance problems” and “acted with
‘reckless disregard’ with respect to [its] compliance
with 42 C.F.R. § 424.22(a)(2).”  Pet. App. 29–30.  The
Sixth Circuit departed from the scienter requirement
established in Escobar and now directly conflicts with
the D.C. Circuit, which has held that scienter requires
showing “that the defendant knows (1) that it violated
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a contractual obligation, and (2) that its compliance
with that obligation was material to the government’s
decision to pay.”  United States v. Sci. Applications
Intern. Corp., 626 F.3d 1257, 1271 (D.C. Cir. 2010)
(SAIC).

This Court’s review is warranted to resolve the
direct, irreconcilable, and growing circuit split with
respect to two separate issues and to provide
government contractors with certainty regarding their
potential FCA liability for submitting claims for
payment that do not involve any affirmative
misrepresentation by the contractor.  Allowing the
Sixth Circuit’s opinion to stand sanctions using the
FCA as an all-purpose anti-fraud statute where
materiality is satisfied merely because the underlying
regulation is labeled a condition of payment and can be
said to act as a “mechanism of fraud prevention.”  Pet.
App. 27.  This precedent also permits an FCA claim to
move forward even where the defendant reasonably
believed that the violation at issue was minor or
insubstantial and not material to the government’s
decision to pay claims. 

STATEMENT

Petitioners Brookdale Senior Living Communities,
Inc., Brookdale Living Communities, Inc., Brookdale
Senior Living Inc., Innovative Senior Care Home
Health of Nashville, LLC, and ARC Therapy Services,
LLC respectfully petition for a writ of certiorari to
review the judgment of the United States Court of
Appeals for the Sixth Circuit.
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1. The FCA was originally enacted in 1863 to
prevent contractors during the Civil War from
submitting fraudulent or false claims for payment to
the U.S. Government.  See United States v. Bornstein,
423 U.S. 303, 309 (1976).  The FCA imposes liability on
a person who, among other possible violations,
“knowingly presents, or causes to be presented, a false
or fraudulent claim for payment or approval” or, in
relevant part, who “knowingly conceals or knowingly
and improperly avoids or decreases an obligation to pay
or transmit money or property to the Government[.]” 31
U.S.C. §§ 3729 (a)(1)(A), (a)(1)(G). 

Suits may be filed directly by the government or by
private citizen “relators,” who file under the FCA’s qui
tam provisions.  31 U.S.C. §§ 3730(a), (b)(1).  A suit
under the FCA can represent a financial windfall for
relators, who may be rewarded with a portion of any
money recovered from the suit—between 15 and 30
percent of the proceeds of the action, plus attorneys’
fees and costs. 31 U.S.C. § 3730 (d)(1)–(2). 

Damages under the FCA are “essentially punitive in
nature.”  Vt. Agency of Nat. Res. v. United States ex rel.
Stevens, 529 U.S. 765, 784–85 (2000) (noting that the
FCA’s treble damages provision “reveals an intent to
punish past, and to deter future, unlawful conduct, not
to ameliorate the liability of wrongdoers”). 

2. This case involves the provision of home health
services between 2010 and 2012.  Medicare
beneficiaries who are homebound are eligible to receive
certain medically necessary services, such as skilled
nursing and therapy services, at home.  42 U.S.C.
§§ 1395k(a)(2)(A), 1395x(m).  To qualify for home
health services, Medicare beneficiaries must (1) be
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homebound, (2) be under the care of a physician,
(3) need intermittent skilled nursing care, physical
therapy, or speech language pathology services, (4) be
under a plan of care established and periodically
reviewed by a physician, and (5) have a face-to-face
encounter with a physician during the relevant time
period.  42 U.S.C. §§ 1395f(a)(2)(C), 1395n(a)(2)(A); 42
C.F.R. § 409.42.  CMS will pay for home health services
only if a physician certifies that the eligibility
requirements have been met.  42 U.S.C.
§§ 1395f(a)(2)(C), 1395n(a)(2)(A).

Home health services are unique in that they are a
form of care that is not provided in an institutional or
medical setting but in the patient’s home.  Thus, the
physician is involved throughout a patient’s receipt of
services but is not present alongside the home health
agency personnel who provide care, as a physician
would be for inpatient or outpatient hospital services.
Home health regulations take into account the
flexibility required by this arrangement, allowing the
initiation of care and initial billing of services on verbal
physician orders, 42 C.F.R. § 409.43(d), and requiring
a completed, signed, and dated plan of care only
“[b]efore the claim for each episode for services is
submitted for the final percentage prospective
payment.”  42 C.F.R. § 409.43(c)(3). 

At issue in this case is the timing of the physician
certification of eligibility for home health services.  The
government first promulgated regulations regarding
the physician certification in 1967.  See Federal Health
Insurance Program for the Aged Certification and
Recertification, 32 Fed. Reg. 668, 670 (Jan. 4, 1967) (to
be codified at 20 C.F.R. pt. 405); Federal Health
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Insurance for the Aged Certification and
Recertification, 32 Fed. Reg. 9537, 9539 (Jun. 12, 1967)
(to be codified at 20 C.F.R. pt. 405).  Those initial
regulations stated that the certification should be
obtained at the time the plan of care is established or
“as soon thereafter as possible.”  Id.

That requirement has not changed since 1967.  The
current regulations also require that the physician
meet face-to-face with the patient within the required
timeframe.  42 C.F.R. § 424.22(a)(1). The regulations
still require that the physician certification be
“obtained at the time the plan of care is established or
as soon thereafter as possible.”  Id. § 424.22(a)(2).1

A home health agency is not required to submit the
physician certification when it bills Medicare, nor does
CMS request the timing of the certification on its claim
form.  Instead, home health agencies retain supporting
records and present them when requested.  42 C.F.R.
§ 424.22(c).  CMS maintains several layers of audits,
inspections, and reviews through contractors and
related agencies to ensure compliance with regulations.
See, e.g. 42 U.S.C.A. § 1395ddd(a)–(b) (establishing the
Medicare Integrity Program, including reviews and
audits of home health agencies); 42 U.S.C. §§ 1395h,

1 This timing requirement stands in contrast to physician
certification requirements for other services, like inpatient
admissions, which have a “hard” deadline for completion. 42 C.F.R.
§ 424.13(b) (specifying a certain number of days required for the
certification, no later than 20 days into the hospital stay). It is also
in contrast with now-repealed regulations for “presumed coverage”
for home health services that required a written and signed
certification before the first billable visit.  See 42 C.F.R. § 405.1633
(eff. Jul. 9, 1975).
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1395u(a), 1395kk-1 (authorizing administration and
payment of claims under Medicare Part A and Part B
and the use of Medicare administrative contractors).
The Office of the Inspector General for the Department
of Health and Human Services (HHS-OIG), for
example, routinely publishes detailed reports and
findings relating to the post-payment review of claims
at home health companies and sets priorities for
enforcement actions.  See, e.g. HHS-OIG, A-02-14-
01005, MEDICARE COMPLIANCE REVIEW OF HOME
HEALTH VNA FOR 2011 AND 2012, (Jul. 14, 2016); HHS-
OIG, SEMIANNUAL REPORT TO CONGRESS (2018). 

3. Relator Prather worked as a utilization review
(“UR”) nurse for Brookdale Senior Living Inc. from
September 2011 through November 2012.  Pet. App. 72.
Relator alleges that until September 2011, each
Brookdale home health agency submitted its own
claims directly to Medicare.  Third Am. Compl. ¶ 76,
ECF No. 98.  In September 2011, however, Brookdale
centralized billing for most agencies to its corporate
office in Tennessee.  Id.  At that time, there was a
backlog of about 7,000 unbilled Medicare claims, worth
approximately $35 million.  Pet. App. 73.  Relator was
hired as a UR nurse to assist in reviewing the held
claims for “items that needed to be completed before
the claim could be released for final billing to
Medicare,” which included that orders were signed,
face-to-face documentation was complete, and therapy
reassessments had been done.  Pet. App. 73–74.

Relator does not allege that Brookdale ever
submitted a final claim for payment without a signed
physician certification.  Relator does not allege that
Brookdale ever backdated physician certifications to
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misrepresent the timing of the signature.  Nor does
Relator allege that a physician ever certified a patient’s
eligibility to receive home health services that were not
medically necessary.  Relator’s sole theory of liability is
that from 2011 through 2012 Brookdale sometimes
submitted bills for home health services where the
physician’s signature on the certification was not
obtained at the time the plan of care was established or
“as soon thereafter as possible.”  Pet. App. 81–82. 

On a previous appeal in this case, the Sixth Circuit
determined that this theory sufficiently pled the falsity
of the home health claims.  United States ex rel.
Prather v. Brookdale Senior Living Cmtys., Inc., 838
F.3d 750, 765 (6th Cir. 2016) (Prather I).  Although no
court or government agency had defined “as soon
thereafter as possible” in the fifty-year history of the
regulation, the Sixth Circuit held in a 2-1 decision that
a delay in completing the certification is permitted
“only if the length of the delay is justified by the
reasons the home-health agency provides for it.”
Prather I, 838 F.3d at 765.  The Sixth Circuit did not
rely on any government payor decisions, opinions, or
enforcement actions in making this determination.
Based on statutory interpretation and the court’s own
finding that a deadline “makes it more difficult to
defraud Medicare,” the Sixth Circuit held that Relator
sufficiently pled a violation of the regulation, satisfying
the falsity element of an FCA claim where a home
health agency violates this timing-and-explanation
requirement.  Id. at 764–66. 

The United States earlier had declined to intervene
in the qui tam in April 2014.  Pet. App. 10.  Despite
filing Statements of Interest with the district court and
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an Amicus Brief with the Court of Appeals, the
Department of Justice has refused to take a position on
the materiality of the timing-and-explanation
requirement created by the Sixth Circuit panel.
Likewise, CMS has taken no position on the pending
litigation, has not cited to the decision in any pending
appeals, and has taken no action to apply the
regulation according to the interpretation from the
Sixth Circuit. 

4. On remand from the first appeal, Brookdale
indicated its intention to move to dismiss the Second
Amended Complaint in light of this Court’s recent
decision in Escobar.  The district court granted leave
for Relator to file a Third Amended Complaint to
comply with that decision. With respect to materiality,
Relator added the conclusory allegation that “[t]he
United States, unaware of the falsity of the claims that
Defendants submitted, and in reliance on the accuracy
thereof, paid Defendants and other health care
providers for claims that would otherwise not have
been allowed.”  Pet. App. 21.  Relator did not allege
that the Government had ever denied payment to
Brookdale or any other home health agency for
violating the timing-and-explanation requirement in
the fifty-year history of the regulation.  Relator did not
allege that the Government had ever required any
explanation or justification for delays in obtaining the
physician signature.  Nor did Relator plead any facts to
establish why or how the Government would have
altered its payment decision had it been aware of a
delay in obtaining the physician’s signature before
submitting a claim for medically necessary home
health services. 



12

The United States District Court for the Middle
District of Tennessee granted Brookdale’s motion to
dismiss.  Pet. App. 104.  The district court considered
“all of the factors identified in Escobar as relevant to
the question of materiality.”  Pet. App. 103.  First, the
district court held that while the provision at issue was
an express condition of payment, that was “not
dispositive to liability under the FCA.”  Pet. App. 93.
Next, the district court considered Brookdale’s
argument that Relator “fails to allege that the
government has ever denied a claim based on a
violation of the timing requirements of § 424.22.”  Pet.
App. 93.

In analyzing the past government action factor, the
district court rejected the United States’ argument that
“CMS’s failure to act is relevant only where it is shown
that CMS approved payment with actual knowledge of
the alleged misrepresentations . . . .”  Pet. App. 93–94.
The district court observed that “the timing
requirement . . . has been part of the Medicare
regulations for fifty years, and home health care is a
huge industry making up a significant portion of the
millions of Medicare claims submitted every year.”  Pet.
App. 95.  Thus, considering “the sheer volume of
claims, the relator’s inability to point to a single
instance where Medicare denied payment based on
violation of § 424.22(a)(2), or to a single other case
considering this precise issue,” the district court
concluded that this factor “weighs strongly in favor of
a conclusion that the timing requirement is not
material.”  Pet. App. 95.
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After reviewing relevant Medicare regulations and
guidance, the district court further concluded that
while “the physician certification itself is clearly an
essential and material component of the bargain
between home health providers and Medicare,” Relator
“has not pointed to facts in the record, including
conduct on the part of CMS, legal precedent, or
relevant Medicare guidance supporting a conclusion
that the timing requirement is likewise material.”  Pet.
App. 103.  The district court stated that while the Sixth
Circuit might believe the timing requirement to be a
mechanism of fraud prevention, “numerous CMS
publications from the relevant time period” indicate
that it is not.  Pet. App. 101.

5. A divided panel of the Sixth Circuit again
reversed. The panel majority held that the timing-and-
explanation requirement was material because it is an
“express condition of payment” and is “a mechanism of
fraud prevention.”  Pet. App. 27.  Crucially, the panel
majority held that where the Relator failed to plead
facts about whether or how any violation of this
regulation had ever affected past government payment
decisions, the past government action factor of the
materiality analysis could not be considered and could
not weigh against finding materiality.

Finally, the panel majority held that Relator
adequately pled scienter because her “factual
allegations support the inference that the defendants
were on notice that their claim-submission process was
resulting in potential compliance problems.”  Pet. App.
30.
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Judge McKeague dissented, writing that “[t]wo
years ago, the majority invented a more stringent
timing-and-explanation requirement out of whole cloth”
and now “decides both that this requirement (created
by the court in 2016) was somehow material to the
government’s decision to pay claims in 2011 and 2012,
and that the defendants knew, seven years ago, that it
was material—even though Prather identifies no
authority in support of that position.”  Pet. App. 32. 

Even accepting the majority’s “timing-and-
explanation requirement,” Judge McKeague reasoned
that to satisfy the materiality requirement, Relator
must “plead facts connecting the defendant’s
insufficient justifications to Medicare’s decision to pay.”
Pet. App. 45.  In other words, Judge McKeague would
have required Relator to “explain, with particularity, if
and how the specific violation would have influenced
the government’s payment decision.”  Pet. App. 45–46.
Judge McKeague noted that Relator did not identify
“any governmental statements disapproving of
Brookdale’s alleged excuses, neither as a per se matter
or in the context of these particular delays.”  Pet. App.
53.

Describing materiality under Escobar as the
“lodestar by which the courts separate the careless
from the nefarious,” Judge McKeague underscored that
enforcing this requirement at the pleading stage is
critical for enforcing the notice-providing function of
Rule 9.  Pet. App. 45.  If Relator cannot explain how a
specific violation would have influenced the
government’s payment decision, “Brookdale is left to
guess about how it has allegedly defrauded the
government.”  Pet. App. 46. 
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Judge McKeague concluded that “[w]ithout concrete
evidence of the government’s payment history or any
helpful regulatory guidance,” the relator must provide
additional factual allegations regarding why the
regulatory violation was material.  Pet. App. 55.
However, where the timing-and-explanation
requirement “sprung, fully formed, from the minds of
two federal judges” it is unsurprising that the relator
had “no history, commentary, or guidance she can use
to demonstrate materiality.”  Pet. App. 59.

For similar reasons, Judge McKeague observed that
the majority misapplied the FCA’s scienter
requirement.  Judge McKeague “struggle[d] to see how
Brookdale can be held responsible for recklessly
disregarding such a specific requirement when
nothing—absolutely nothing—in the existing law
required it to provide affirmative justifications for late
signatures during the billing process.”  Pet. App. 61.
Relator’s allegations regarding scienter also failed,
Judge McKeague reasoned, because allegations
relating to general compliance issues had “no
relationship to the signatures” and therefore did not
show “that Brookdale knew omitting the explanations
would influence the government’s payment decisions or
that it recklessly disregarded that possibility.”  Pet.
App. 60–61.
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REASONS FOR GRANTING THE PETITION

I. THE DECISION BELOW CONFLICTS WITH THREE
OTHER CIRCUITS’ APPLICATIONS OF THE FCA’S
MATERIALITY REQUIREMENT AND FURTHER
WIDENS AN EXISTING CIRCUIT SPLIT.

Before this Court’s decision in Escobar, multiple
circuit courts had determined that the implied false
certification theory of liability was not viable under the
FCA.  See United States v. Sanford-Brown, Ltd., 788
F.3d 696, 711–12 (7th Cir. 2015); United States ex rel.
Steury v. Cardinal Health, Inc., 625 F.3d 262, 270 (5th
Cir. 2010).  Those courts stated that regulatory
violations should not be enforced under the FCA and
instead are “for the agency—not a court—to evaluate
and adjudicate.”  Sanford-Brown, Ltd., 788 F.3d at 712.
Those courts were concerned that the FCA would be
used as a “‘blunt instrument to enforce compliance’”
with all regulations.  Id. (quoting Mikes v. Straus, 274
F.3d 687, 699 (2d Cir. 2001)); see also Steury, 625 F.3d
at 268. 

In Escobar, this Court held that implied false
certification is a viable theory but that it may only
apply if the underlying statutory, regulatory, or
contractual violation is material to the government’s
payment decision.  Escobar, 136 S. Ct. at 2002.  In
doing so, the Court recognized that the materiality
standard plays a significant role in cabining potential
liability under the FCA and preventing its
transformation into an “‘all-purpose antifraud statute’”
or “a vehicle for punishing garden-variety breaches of
contract or regulatory violations.”  Id. at 2003 (quoting
Allison Engine Co. v. United States ex rel. Sanders, 553
U.S. 662, 672 (2008)). 
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This Court rejected that materiality was too fact
intensive for courts to dismiss FCA cases at the
pleading stage, instead stating that the standard is a
“familiar and rigorous one.”  Id. at 2004 n.6. 

The Court stated that it is not sufficient to find
materiality where the government “would have the
option to decline to pay if it knew of the defendant’s
noncompliance.”  Id. at 2003.  Instead, the “rigorous”
and “demanding” materiality analysis focuses on the
actual behavior of the government in light of statutory,
regulatory, or contractual violations.  Id. at 2003, 2004
n.6.  The Court explained that materiality “cannot be
found where noncompliance is minor or insubstantial.”
Id. at 2003.  It noted that “the Government’s decision
to expressly identify a provision as a condition of
payment is relevant, but not automatically dispositive.”
Id.  Proof of materiality may include “evidence that the
defendant knows that the Government consistently
refuses to pay claims in the mine run of cases based on
noncompliance with the particular statutory,
regulatory, or contractual requirement.”  Id.

This case asks the inverse—whether a court may
consider in its materiality analysis the failure to plead
facts regarding the government’s response to the mine
run of cases involving noncompliance with the
particular statutory, regulatory or contractual
requirement. 

In short, the Sixth Circuit approach precludes
courts from considering a relator’s failure to plead what
this Court specifically identified as proof of materiality.
Escobar, 136 S. Ct. at 2003.  The Sixth Circuit erred by
holding that the failure to plead past government
action concerning a regulation that has existed nearly
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as long as the Medicare program itself can have no
bearing on the materiality analysis.  The analysis
envisioned in Escobar is turned on its head where a
court considers only the abstract legal rights to deny a
claim and forecloses analyzing the actual action or
inaction of the government in light of a potential
violation. 

This holding has deepened an already existing
circuit split regarding the application of Escobar at the
pleading stage.  The Sixth Circuit’s holding that the
lack of any allegations about past government action
“has no bearing on the materiality analysis,” Pet. App.
22–23, is directly opposed to the Third Circuit, which
held that “where a relator does not plead that
knowledge of a violation could influence the
Government’s decision to pay, the misrepresentation
likely does not ‘have a natural tendency to influence
payment’ as required by the statute.”  Petratos, 855
F.3d at 490 (internal alterations omitted) (quoting 31
U.S.C. § 3729(b)(4)).  “At a minimum, this would be
‘very strong evidence’ that the misrepresentation was
not material.”  Id. (quoting Escobar, 136 S. Ct. at 2003).
To support its finding of immateriality, the court in
Petratos explicitly considered that the relator “fail[ed]
to plead that CMS ‘consistently refuses to pay’ claims
like those alleged [here].”  Id. (quoting Escobar, 136
S. Ct. at 2003). 

The Sixth Circuit’s analysis is in contrast to the
published opinions of at least three other circuits and
goes even further than the Ninth Circuit, which
employs a similarly permissive pleading standard for
materiality. 
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A. Three circuits recognize that the actual
behavior of the government is critical to
the materiality analysis at the pleading
stage. 

The majority of circuit courts applying Escobar,
including the First, Third, and Fourth Circuits, have
held that pleading facts showing that the government’s
payment decision would be affected by the violation in
question is critical to the materiality analysis at the
pleading stage.  This is true both for cases where the
underlying conduct is known to the government, but
also where it is not known.  These courts reject a
reading of Escobar that might significantly expand
FCA liability to situations where the government may
have the “option to decline” payment for the underlying
violation or where the government has signaled no
interest in the issue.  Escobar, 136 S. Ct. at 2003.
These courts instead require relators to plead some
facts showing that the government would not have paid
the claims at issue had it known of the underlying
deficiencies. 

In Petratos, the relator alleged that Genentech, a
drug manufacturer, concealed information about one of
its cancer drugs that would have revealed severe side
effects.  See 855 F.3d at 485.  Like in Prather, there
were no allegations that the government knew about
the underlying misrepresentations until after the suit
was filed.  The Third Circuit affirmed dismissal of the
suit on materiality grounds. 

In addressing the pleadings, the court noted that
“there are no factual allegations showing that CMS
would not have reimbursed these claims had these
[alleged reporting] deficiencies been cured.”  Id. at 490
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(alterations in original) (quoting the findings of the
district court).  The court stated that “where a relator
does not plead that knowledge of a violation could
influence the Government’s decision to pay, the
misrepresentation likely does not ‘have a natural
tendency to influence payment’ as required by the
statute.”  Id. at 490 (internal alterations omitted)
(quoting 31 U.S.C. § 3729(b)(4)).  “At a minimum, this
would be ‘very strong evidence’ that the
misrepresentation was not material.”  Id. (quoting
Escobar, 136 S. Ct. at 2003).  

The court rejected the relator’s argument that he
sufficiently pled materiality by alleging that the
defendants’ misstatements caused individual
physicians to prescribe medications that they otherwise
would not have.  Such evidence of causation cannot
substitute for allegations of materiality, which asks
“whether the government’s payment decision is affected
. . . .”  Id. at 492.  Like the district court in this case,
the Third Circuit held that the relator’s failure to plead
past government payment denials of similar claims or
to identify “a single successful claim” under the
relator’s theory of liability “or a court decision
upholding such a theory” weighed against finding
materiality.  Id. at 490.

The First Circuit similarly rejected an argument
that false statements were material where they “could
have” influenced the government’s FDA approval of the
drug at issue, requiring that the relator plead facts
showing that underlying misrepresentations are
“material to the government’s payment decision itself.”
D’Agostino v. ev3, Inc., 845 F.3d 1, 7 (1st Cir. 2016).  In
D’Agostino, the relator could not claim that FDA
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approval for certain devices was “fraudulently
obtained” where he failed to plead that the FDA took
any action, either to investigate, audit, or withdraw
approval for certain devices after learning of
misrepresentations by the defendants.  Id. at 8.  In
denying the relator’s request to amend his complaint as
futile, the First Circuit stated that the relator “may
well misconstrue” materiality under Escobar and “[t]o
rule otherwise would be to turn the FCA into a tool
with which a jury of six people could retroactively
eliminate the value of FDA approval and effectively
require that a product largely be withdrawn from the
market even when the FDA itself sees no reason to do
so.”  Id. at 7–8.

The First Circuit reaffirmed that view in a similarly
situated case also resting on alleged false statements to
the FDA.  See United States ex rel. Nargol v. DePuy
Orthopaedics, Inc., 865 F.3d 29, 36 (1st Cir. 2017), cert.
denied, (Apr. 16, 2018) (No. 16-1442).  In that case, the
relator alleged that DePuy Orthopaedics made material
false statements to the FDA that influenced CMS’s
decision to pay for certain medical devices.  The First
Circuit specifically considered the relator’s failure to
plead facts regarding subsequent actions by the FDA.
Where there was “no allegation that the FDA withdrew
or even suspended product approval upon learning of
the alleged misrepresentations,” this was “very strong
evidence that those requirements are not material.”  Id.
at 35.  This evidence was particularly “compelling”
when the FDA “armed with robust investigatory
powers to protect public health and safety is told what
Relators have to say, yet sees no reason to change its
position.”  Id. 
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These courts have rightly focused their materiality
analyses on the actual behavior of the government.  In
a case in the Fourth Circuit, the relator alleged that
the defendant failed to provide adequate security
services at Al Asad Airbase in Iraq.  United States v.
Triple Canopy, Inc., 857 F.3d 174, 175 (4th Cir. 2017),
cert. dismissed, 138 S. Ct. 370 (2017).  The relator
alleged that “Triple Canopy brought in guards from
Uganda who were unable to meet . . . marksmanship
requirement[s]” and falsified scorecards indicating that
they did.  Id. at 175–76.  The government intervened
and filed its own complaint. See id. at 176.

The Fourth Circuit found that the government’s
complaint successfully stated a claim and that the
government had pled materiality sufficiently.  See id.
at 178.  In addition to finding the omissions material
due to “common sense” and Triple Canopy’s covering up
the misrepresentations, the court also relied on the
government’s actions.  Id.  The court found highly
relevant to the materiality analysis that the
government “did not renew its contract” and then
“immediately intervened” in the underlying action. Id.
at 179.

These courts understood that the failure to plead
facts about past government action with respect to the
alleged violation can and often should weigh against
finding materiality.  Because the materiality analysis
is holistic and no one factor is dispositive, pleading past
government action is not a requirement for pleading
materiality.  But allegations of past government action
—or the lack thereof—at least should be relevant to the
materiality analysis.  Considering whether an FCA
complaint includes such allegations comports with this
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Court’s decision in Escobar and ensures reasonable
limits on FCA liability.

B. The Ninth and Sixth Circuits’
materiality analysis conflicts with the
analysis adopted by the First, Third, and
Fourth Circuits. 

The Sixth Circuit now joins the Ninth Circuit in
refusing to consider as relevant to the materiality
analysis a complaint’s lack of allegations of any past
government action with respect to the alleged violation
at issue.  A court’s refusal to consider that pleading
failure in determining materiality allows a relator or
the government to ignore or disregard the past
government action factor at the pleading stage simply
by electing not to plead any such allegations.  By
focusing solely on the potential legal rights of
government entities to deny payment, as opposed to
their action or inaction in the face of regulatory non-
compliance, these circuits have created a separate and
lower standard that cannot be reconciled with the
analyses of the First, Third, and Fourth Circuits as
discussed above.  

In Campie, the Ninth Circuit reversed the lower
court’s dismissal of the relators’ implied false
certification claims.  See 862 F.3d at 895.  The relators
alleged that Gilead bought unapproved ingredients
from an unapproved manufacturing facility for certain
HIV drugs, which allegedly resulted in the submission
of false claims. See id. at 899. 

In analyzing materiality, the Ninth Circuit rejected
Gilead’s argument that the claims were not material
because past government actions showed that the FDA
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continued to approve the drugs despite knowing of the
violations.  See id. at 906.  The court acknowledged
that “[a]lthough it may be that the government
regularly pays this particular type of claim in full
despite actual knowledge that certain requirements
were violated, such evidence is not before us.”  Id. at
907.  The relators had elected not to plead facts
relating to the government’s payment practices, but the
Ninth Circuit did not consider that lack of allegations
as part of its materiality analysis.  The relators stated
a viable claim because they alleged “more than the
mere possibility that the government would be entitled
to refuse payment if it were aware of the violations
. . . .”  Id.  In other words, the Ninth Circuit determined
that the regulatory violation could constitute fraud,
even where the FDA had declined to do so. 

The Sixth Circuit, citing Campie in its analysis,
goes even further.  It states categorically that where a
relator elects not to plead facts relating to the
government’s past actions with respect to the
underlying violation, the lack of such allegations “has
no bearing on the materiality analysis.”  Pet. App.
22–23.  As such, district courts in the Sixth Circuit now
may not consider a relator’s or the government’s failure
to plead facts relating to past government actions. 
That holding applies to all FCA cases even where, as
here, the regulation at issue has existed for decades,
and public information about the government’s
enforcement actions during that time period—or lack
thereof—is readily available.  In the Sixth Circuit, if a
relator or the government chooses not to plead past
government actions—which they now are highly
incentivized not to do—the court’s materiality analysis
is limited to whether a regulation is designated a
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“condition of payment,” Pet. App. 16, and whether the
court deems the regulation to go to the “essence of the
bargain,” Pet. App. 23, between the government and
the defendant or can act as a “mechanism of fraud
prevention.”  Pet. App. 27. This returns the Sixth
Circuit to the standard for pleading materiality that
was in place prior to Escobar. See, e.g., United States ex
rel. Hobbs v. Medquest Assocs., Inc., 711 F.3d 707, 717
(6th Cir. 2013) (holding that false certification liability
turns on whether the regulation in question is a
“condition of payment” or a “condition of
participation”).

Courts have recognized Campie’s incompatibility
with the majority view that a lack of allegations about
past government action can be relevant to the
materiality analysis.  The First Circuit observed that the
Ninth Circuit’s decision in Campie “offers no rebuttal at
all to [the] observation that six jurors should not be able
to overrule the FDA.”  Nargol, 865 F.3d at 36 (citing
D’Agostino, 845 F.3d at 8).  The court further stated that
“it offers no solution to the problems of proving that the
FDA would have made a different approval decision in
a situation where a fully informed FDA has not itself
even hinted at doing anything. Instead, it decides not to
deem these problems to be fatal on a Rule 12(b)(6)
motion, even if, apparently, no plausible solutions can be
envisioned, even in theory.” Id. 

Extensive disagreement among circuits as to
whether the failure to plead facts regarding past
government action with respect to the underlying
violation can weigh against a finding of materiality
presents a compelling reason for this Court to grant
review. 
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II. THE DECISION BELOW CONFLICTS WITH THIS
COURT’S DECISION IN ESCOBAR AND DEEPENS
A CIRCUIT SPLIT AS TO WHETHER THE FCA’S
SCIENTER ELEMENT REQUIRES THAT THE
DEFENDANT POSSESS KNOWLEDGE OF
MATERIALITY.

Like the FCA’s materiality requirement, the FCA’s
rigorous scienter requirement “help[s] to ensure that
ordinary [violations of statutory, regulatory, or
contractual requirements] are not converted into FCA
liability.”  SAIC, 626 F.3d at 1271.  “[C]oncerns about
fair notice and open-ended liability ‘can be effectively
addressed through strict enforcement of the Act’s
materiality and scienter requirements.’”  Escobar, 136
S. Ct. at 2002 (quoting SAIC, 626 F.3d at 1270). 

In Escobar, this Court held that FCA liability in
implied false certification cases turns on “whether the
defendant knowingly violated a requirement that the
defendant knows is material to the Government’s
payment decision.”  Id. at 1996 (emphasis added).  The
FCA defines “knowing” and “knowingly” as “actual
knowledge,” “deliberate ignorance,” or “reckless
disregard.”  31 U.S.C. § 3729(b)(1)(A).  Thus, to
establish scienter under the FCA, a relator must show
that the defendant knew (1) that it violated a legal
requirement and (2) that that requirement was
material to the government’s payment decision. 

Despite the language in the Escobar opinion,
circuits have split deeply regarding the proper
standard for adequately pleading knowledge under the
FCA.  Because the Sixth Circuit did not require Relator
to show that Brookdale knew its compliance with the
timing-and-explanation requirement was material to
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the government’s decision to pay, the Sixth Circuit is in
conflict with the D.C. and Eleventh Circuits about
whether the FCA’s scienter requirement requires the
plaintiff to establish the defendant’s knowledge of
materiality.  The Sixth Circuit instead joins five
circuits in not requiring allegations that establish
knowledge of materiality.  This Court’s review is
warranted to clarify how the rigorous scienter
requirement should be enforced. 

A. Circuit courts have split deeply
regarding whether the FCA requires
that the defendant possessed knowledge
of materiality.

Prior to Escobar, circuit courts analyzing scienter
under the FCA generally required a relator or the
government to allege only that the defendant possessed
knowledge of its legal violation.  See, e.g., United States
v. Bollinger Shipyards, Inc., 775 F.3d 255, 259–60 (5th
Cir. 2014) (“To meet the ‘requisite scienter’
requirement, the United States must plead that
Bollinger acted with knowledge of the falsity of the
statement . . . .”); United States ex rel. Hill v. City of
Chicago, 772 F.3d 455, 456 (7th Cir. 2014) (“[W]ithout
knowledge of falsity there cannot be a knowingly false
claim . . . .”).  In fact, the First Circuit explicitly
rejected the argument that a defendant must possess
knowledge of materiality to establish FCA scienter. 
See United States ex rel. Loughren v. Unum Grp., 613
F.3d 300, 312–13 (1st Cir. 2010) (“Unum’s claim that
the FCA requires that a defendant have knowledge
that a claim was materially false is a misreading of the
statute and of Allison Engine.”).  
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There was one exception.  In SAIC, which this Court
cited approvingly in Escobar, the D.C. Circuit held that
“[e]stablishing knowledge under [§ 3729(a)(1)(A)] on
the basis of implied certification requires the plaintiff
to prove that the defendant knows (1) that it violated
a contractual obligation, and (2) that its compliance
with that obligation was material to the government’s
decision to pay.  If the plaintiff proves both, . . . then it
will have established that the defendant sought
government payment through deceit, surely the very
mischief the FCA was designed to prevent.”  SAIC, 626
F.3d at 1271.  

Since Escobar was issued, the Eleventh Circuit has
joined in holding that the FCA’s “scienter requirement
means that a plaintiff must show that the defendant
had actual knowledge of or recklessly disregarded a
condition’s materiality.”  United States ex rel.
Marstellar v. Tilton, 880 F.3d 1302, 1312 (11th Cir.
2018) (remanding case to district court for re-
consideration in light of Escobar).

However, in addition to the Sixth Circuit, five other
courts of appeals applying the FCA’s scienter
requirement since Escobar have failed to require the
plaintiff to show knowledge of materiality.  See United
States ex rel. Harman v. Trinity Indus. Inc., 872 F.3d
645, 657 (5th Cir. 2017) (“[T]he relator must
demonstrate that the defendant ‘acted with knowledge
of the falsity of the statement . . . .’” (quoting Bollinger
Shipyards, 775 F.3d at 259–60)); United States ex rel.
Sheet Metal Workers Int’l Ass’n, Local Union 20 v.
Horning Invs., LLC, 828 F.3d 587, 593 (7th Cir. 2016)
(“[T]he defendant must ‘have acted with actual
knowledge, or with deliberate ignorance or reckless
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disregard to the possibility that the submitted claim
was false.’” (quoting United States v. King-Vassel, 728
F.3d 707, 712 (7th Cir. 2013))); United States ex rel.
Miller v. Weston Educ., Inc., 840 F.3d 494, 500 (8th Cir.
2016) (“Fraudulent inducement requires a plaintiff to
show . . . the defendant knew the statement was false
. . . .”); United States v. United Healthcare Ins. Co., 848
F.3d 1161, 1176 (9th Cir. 2016) (scienter satisfied by
allegation that the defendant “failed to make simple
inquiries which would alert him that false claims are
being submitted”); United States ex rel. Polukoff v. St.
Mark’s Hosp., 895 F.3d 730, 743 (10th Cir. 2018) (“Dr.
Polukoff adequately alleges that Dr. Sorensen
performed unnecessary PFO closures on patients and
then knowingly submitted false certifications to the
federal government that the procedures were necessary
. . . .”). 

Thus, the majority of appellate courts conducting
the scienter analysis since Escobar have ignored
Escobar’s directive that a defendant must know that its
violation is material to the government’s payment
decision. This Court must intervene to directly address
that FCA scienter in an implied certification case
requires the plaintiff to show that the defendant
possessed knowledge of materiality.
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B. The Sixth Circuit’s interpretation of the
scienter requirement conflicts with
Escobar because it requires an FCA
plaintiff to establish only that the
defendant possessed knowledge of
falsity.

In concluding that the scienter requirement was
satisfied, the panel majority relied on allegations that
Relator and other UR nurses “were instructed to review
the claims only cursorily” and “raised concerns about
the defendants’ compliance with Medicare regulations,”
and that Brookdale knew some physicians might not
sign certifications after patient discharge.  Pet. App.
29.  “All these factual allegations,” the panel majority
reasoned, “support the inference that [Brookdale was]
on notice that [its] claim-submission process was
resulting in potential compliance problems.”  Pet. App.
30.  Because Brookdale allegedly failed to investigate
that noncompliance, the panel majority found that
Brookdale “acted with ‘reckless disregard’ as to the
truth of their certification of compliance and to whether
these requirements were material to the government’s
decision to pay.”  Pet. App. 30–31.  

The panel majority’s scienter analysis conflicts with
Escobar because it does not require any independent
showing that the defendant possessed knowledge of
materiality.  To the contrary, the panel majority found
scienter satisfied despite the complete lack of any
factual allegation that Brookdale actually knew or was
on notice that noncompliance with the signature-and-
timing requirement would affect the government’s
payment decision.  Thus, for the panel majority, FCA
scienter was satisfied merely by the allegation that
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Brookdale was “put on notice that [it] may be violating
regulations.”  Pet. App. 31 n.11. 

Interpreted this way, the scienter requirement
cannot effectively address concerns about fair notice
and open-ended liability in implied false certification
cases because it allows a plaintiff to impose FCA
liability on a defendant regardless of the defendant’s
understanding of the consequences of its
noncompliance.  Under the panel majority’s analysis,
defendants can be held liable under the FCA for
violations they reasonably believe only to be “minor or
insubstantial,” or when they have no knowledge “that
the Government consistently refuses to pay claims in
the mine run of cases based on [such] noncompliance.”
Escobar, 136 S. Ct. at 2003.  This is not the type of
behavior the FCA is meant to punish.  “[B]illing parties
are often subject to thousands of complex statutory and
regulatory provisions.  Facing False Claims Act
liability for violating any of them would hardly help
would-be defendants anticipate and prioritize
compliance obligations.”  Id. at 2002.

Judge McKeague explained in his dissent why the
panel majority’s scienter analysis led to an over-
expansion of FCA liability in this case.  “The timing-
and-explanation requirement did not exist until we
decided Prather I in 2016 . . . .  [B]efore Prather I, no
one had any reason to think that this regulation
required HHAs to submit explanations for late
signatures . . . .  I struggle to see how Brookdale can be
held responsible for recklessly disregarding such a
specific requirement when nothing—absolutely
nothing—in the existing law required it to provide
affirmative justifications for late signatures during the
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billing process.”  Pet. App. 61.  Had the panel majority
required Relator to show Brookdale’s knowledge of
materiality, the district court’s dismissal would have
been upheld because Relator offers no such allegations
in her complaint.

III. THE SIXTH CIRCUIT’S ERRONEOUS READING OF
ESCOBAR RAISES ISSUES OF EXCEPTIONAL
IMPORTANCE TO ALL GOVERNMENT
CONTRACTORS.

A. Wresting regulatory authority from the
governing agencies stands to create
substantial potential liability for all
government contractors. 

Where the materiality analysis centers on the
abstract legal rights of the payor rather than on the
government agency’s actions in practice, relators and
courts are able to substitute their judgment as to what
constitutes fraud, as seen in the opinion below.
Refusing to consider as relevant to materiality whether
the relator offers any allegations about the
government’s actual payment practices threatens to
widely expand potential liability under the FCA and
undermine protections embedded in the formal
regulatory structure. 

In establishing the “timing-and-explanation”
requirement for physician certification documents as
material for home health claims, the Sixth Circuit
relied on the designation of the regulation as a
condition of payment, the court’s previous analysis that
the regulation was a mechanism for “fraud prevention,”
and the fact that a physician certification was
mentioned in name only in some OIG reports.  Pet.
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App. at 25, 27.  Critically, the Sixth Circuit deemed
irrelevant whether any of the publicly available OIG
reports analyzing home health claims, ALJ or federal
court opinions analyzing claims denials, or any other
adjudications relating to home health claims could
provide Relator with any facts to support whether the
government ever has or likely would deny claims based
on the timing of the physician’s certification.  The
absence of such facts is unsurprising, however, since
the requirement “sprung, fully formed, from the minds
of two federal judges” and not from CMS. Pet. App. at
59. 

Now, 12,000 home health agencies across the
country are left to determine whether this new
requirement applies to the more than $18 billion in
home health claims paid by Medicare each year.  See
MedPac, Health Care Spending and the Medicare
Program 111 (June 2018).  As this requirement did not
come through notice-and-comment rule making, the
agencies have no mechanism for obtaining guidance or
clarification on the requirement.  Instead, they stand to
be potentially liable for fraud. 

Home health agencies will be forced to choose
whether to follow the consistent, decades-long practice
of obtaining the certification before submitting the final
bill for services or to follow the “timing-and-
explanation” requirement as it has now been
established in the Sixth Circuit. 

However, the potential liability is far broader than
just for home health agencies.  If all that is required to
establish materiality under the FCA is a condition of
payment label and a court’s pronouncement that the
regulation is a “mechanism of fraud prevention,” there
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is virtually no limitation on potential liability for
government contractors or on the type of regulation
that might be used to support such liability. 

The Sixth and Ninth Circuits’ approach returns the
materiality analysis to a pre-Escobar standard and
transfers regulatory authority from government
agencies to relators and courts.  Judge McKeague’s
admonition to “[l]eave rulemaking to the legislators
and administrators” is well taken. Pet. App. 60. 

B. The Sixth Circuit’s holding creates a
double standard for pleading
materiality in intervened and non-
intervened actions.

Refusing to consider a relator’s failure to plead facts
regarding the government’s actual behavior in light of
the alleged underlying violation also creates a double
standard for pleading materiality in cases where the
United States intervenes as opposed to cases where it
declines to intervene.  Had the United States
intervened in this case, or in Campie, a court would
expect the United States to plead facts about whether
it has ever denied payment based on the violations at
issue or instituted any enforcement actions based on
such violations.  As noted above, courts have
considered as part of the materiality analysis the
government’s actions taken after learning of the
violations.  See Triple Canopy, 857 F.3d at 179.

By refusing to consider the absence of such
allegations in this case, the Sixth Circuit adopted a
lower, watered-down standard for a relator to plead
materiality in a declined case.  That holding risks
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creating two separate bodies of case law depending on
whether the government intervenes in the action. 

Moreover, a materiality analysis that does not
consider the actual behavior of the government when a
relator elects to plead no facts about such actions or
inactions incentivizes relators to omit adverse facts,
including that the government has never enforced a
particular regulation in the manner that the relator
alleges gives rise to fraud.  In also invites relators to
base FCA claims on trivial regulations that have never
been the basis for claim denials or enforcement actions
with full confidence that that fact cannot even be
considered at the pleading stage or stop relators from
reaching the discovery phase on their claims.

C. The government is already using the
Sixth Circuit’s decision to advocate for
a watered-down pleading standard for
fraud claims and a rejection of the
materiality analysis at the pleading
stage. 

Finally, the importance of this case is underlined by
the government’s behavior in its wake.  In multiple
statements of interest and briefs as amicus curiae,
where the government has officially declined
intervention in the case but maintains an “interest” in
the outcome of the litigation, it has advocated for a
materiality standard that seeks to move the law back
to pre-Escobar standards.  See Statement of Interest of
the United States at 2, United States ex rel. Roshan v.
E. Tex. Med. Ctr., et al., No. 6:16-cv-1128 (E.D. Tex.
Oct. 5, 2018) (Roshan SOI); Brief for the United States
of America as Amicus Curiae Supporting Appellant,
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United States ex rel. Ruckh v. Salus Rehab., LLC, 2018
WL 3621854 at *20 (11th Cir. Jul. 20, 2018).

In Roshan, the Department of Justice cited Prather
for the proposition that FCA materiality requires only
that the relator adequately plead “any one of the
Escobar materiality factors” in order to survive a
motion to dismiss.  Roshan SOI at 4.  Thus, the
government’s position is that a relator may plead only
that the provision is a condition of payment and that
that pleading satisfies the materiality standard. 

Further, it appears that the government is taking
the position that the decisions in Prather and Campie
suggest that “the holistic nature of the materiality
inquiry can render it inappropriate for resolution as a
matter of law.”  Ruckh, 2018 WL 3621854 at *20.  That
argument is at odds with the clear language of Escobar,
which expressly rejected any assertion that a rigorous
materiality analysis is “too fact intensive for courts to
dismiss False Claims Act cases on a motion to dismiss
or at summary judgment.”  136 S. Ct. at 2004 n.6. 

It is clear that the Department of Justice intends to
use Prather as a key weapon in seeking to return the
materiality analysis to pre-Escobar standards where
regulatory violations are material just because the
government says they are.  This Court’s intervention is
required to prevent further deterioration of the
materiality standard. 

CONCLUSION

The petition for a writ of certiorari should be
granted.
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BRIEF IN OPPOSITION 

Respondent Marjorie Prather, relator for the United 
States, respectfully submits this brief in opposition to the 
Petition for a Writ of Certiorari. 

STATEMENT OF THE CASE 

This is a case under the False Claims Act, 31 U.S.C. 
§ 3729 et seq., at the pleading stage. The operative Third 
Amended Complaint (“Complaint”)* alleges that petitioners, 
which operate home health care businesses, defrauded 
Medicare by seeking payments from the program while 
knowingly violating its express conditions of payment 
with respect to thousands of claims.  

A. The Applicable Medicare Requirements 
The requirements at issue in this case require home 

health care providers to timely obtain a physician’s 
certification that proposed services are medically 
necessary. That certification must be based on a face-to-
face meeting with the patient. Compliance with these 
requirements is a condition of reimbursement from the 
Medicare program. 

Specifically, 42 C.F.R. Part 424 is entitled 
“CONDITIONS FOR MEDICARE PAYMENT.” As the 
regulations therein explain, it is a “[b]asic condition[]” for 
Medicare payment that, “the provider must obtain 
certification and recertification of the need for the 

                                                 
*  The Complaint is document number 98 on the district court 

docket for United States ex rel. Prather v. Brookdale Senior Living 
Communities, Inc., No. 12-cv-00764 (M.D. Tenn.). Citations to the 
Complaint will be to the relevant paragraphs. Citations to other 
documents on the district court docket will be in the form “Doc. XX 
at YY,” where “XX” is the document number, and “YY” the page 
number. 
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services [for which payment is sought] in accordance with 
subpart B of this part.” 42 C.F.R. § 424.5.  

Within subpart B, there is a specific regulation 
governing certification requirements for home health 
services. Intuitively named “Requirements for Home 
Health Services,” it provides: 

(a) Certification - 

(1) Content of certification. As a condition for 
payment of home health services under 
Medicare Part A or Medicare Part B, a physician 
must certify the patient’s eligibility for the home 
health benefit . . . .  

. . . 

(2) Timing and signature. The certification of 
need for home health services must be obtained 
at the time the plan of care is established or as 
soon thereafter as possible and must be signed 
and dated by the physician who establishes the 
plan. 

42 C.F.R. § 424.22(a). In addition to certifying the need 
for home health services, the certification must include 
documentation describing a face-to-face encounter 
between the patient and a medical professional—which 
must occur “no more than 90 days prior to the home 
health start of care date or within 30 days of the start of 
the home health care.” 42 C.F.R. § 424.22(a)(1)(v). 

The certification requirements are crystal clear. In 
order to receive Medicare payments for home health care 
services, a medical professional must have a face to face 
encounter with the patient around the time that services 
begin, and a physician must certify the need for those 
services either when the plan of care is established or as 
soon thereafter as possible. In a prior appeal in this case, 
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the Sixth Circuit interpreted the regulatory requirement 
that a certification be obtained “as soon . . . as possible” 
by holding that any delay in obtaining a certification is 
permissible only to the extent justified by the reasons 
provided for the delay. Pet. App. 3; United States ex rel. 
Prather v. Brookdale Senior Living Communities, Inc., 
838 F.3d 750, 765 (6th Cir. 2016) (“Prather I”). Petitioners 
do not seek review of that holding. 

The purpose of these requirements is straightforward, 
too. A certification of medical necessity is designed to 
ensure that public funds are spent only on necessary care. 
The timing of the certification promotes its accuracy. As 
the Sixth Circuit explained, “[a]bsent a deadline, a home-
health agency might be able to provide unnecessary 
treatment absent a doctor’s supervision and take the 
time to find doctors who are willing to validate that care 
retroactively.” Pet. App. 23 (quoting Prather I, 838 F.3d 
at 764). Requiring a face-to-face meeting and a 
physician’s certification at the outset thus makes it more 
likely that the care provided is actually medically 
necessary—as opposed to merely profitable for the home 
health agency. 

Finally, these requirements are real, not optional. As 
the regulations explain, “[i]n order for home health 
services to qualify for payment under the Medicare 
program,” the “physician certification and recertification 
requirements for home health services described in 
§ 424.22” “must be met.” 42 C.F.R. § 409.41 (emphasis 
added). Indeed, the regulations implement a statutory 
command, applicable to Medicare Parts A and B, 
conditioning payment for services on a physician’s 
certification that the services are necessary. See 42 U.S.C. 
§§ 1395f(a)(2)(C), 1395n(a)(2)(A). The Complaint 
identifies numerous publications and reports stressing 
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that the government takes compliance with these 
requirements seriously. Complaint ¶¶ 47-52 (quoting 
from reports by the Department of Health and Human 
Services’ Office of Inspector General, as well as a 
Medicare Administrative Contractor, and manuals 
issued by the Centers for Medicare and Medicaid 
Services (CMS)). And in a statement of interest filed in 
the district court, the United States explained that “[t]he 
statutory language is clear that the timing requirements 
are fundamental to the certification requirement, which 
in turn is a fundamental part of the bargain between a 
home health care provider and the Medicare program.” 
Doc. 107 at 5.  

B. Petitioners’ Violations 
The Complaint alleges that petitioners systematically 

failed to comply with these and other conditions on 
Medicare payments in thousands of claims.  

Petitioners operate a nationwide network of 
businesses, including senior communities, assisted living 
facilities and home health agencies. Starting around 
2011, petitioners implemented an extremely aggressive 
solicitation strategy for their home health business, i.e., 
a concerted, nationwide effort to bill as much to Medicare 
as possible. Complaint ¶ 3; Pet. App. 7. Thus, petitioners’ 
home health care businesses began performing more and 
more services on the residents of petitioners’ senior 
communities and assisted living facilities. Petitioners 
encouraged their employees at the residential facilities to 
find patients for the home health services, and they also 
sought to bill services to Medicare that otherwise would 
have been provided by their own businesses (for example, 
services that ordinarily would be provided by an assisted 
living facility at no cost to Medicare were instead 
performed by home health care staff and billed to 
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Medicare). Complaint ¶¶ 66-74. In this frenzy of selling 
services, petitioners frequently did not obtain the proper 
certifications of medical necessity, including the required 
documentation of a face-to-face meeting. Pet. App. 7-9; 
Complaint ¶¶ 77, 115-20.  

Nevertheless, petitioners billed Medicare for these 
services. Medicare payments for home health services 
are made for 60-day “episodes of care.” Pet. App. 5. 
Petitioners billed Medicare in two phases. First, they 
submitted “Requests for Anticipated Payment,” or 
“RAPs,” which are initial percentage payment requests 
to Medicare. Then, they were required to submit final 
claims to receive the balance owed, and to prevent the 
government from recouping the RAPs. Id. 

The lack of required certifications was a major 
problem for petitioners: they knew that their claims were 
not be eligible for payment, and any audit would reveal 
as much. Nevertheless, petitioners submitted many 
RAPs without the required certifications. Then, when the 
time to submit final claims came and went (so that the 
RAPs were canceled), petitioners often resubmitted them 
in order to retain the payments—again without the 
required certifications. Complaint ¶¶ 99-100.  

Meanwhile, petitioners “held” the claims while 
attempting to backfill the missing certifications. 
Eventually, however, this backlog of held claims became 
acute: more than 7,000 claims, representing $35 million 
in billings, were held up—representing a “looming 
financial crisis” for the company if the government 
sought to recoup the RAPs. Pet. App. 7; Complaint ¶ 97. 
Petitioners thus hired additional utilization review 
nurses at its headquarters to review claims and solicit 
the missing certifications as part of a “Held Claims 
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Project.” Respondent was one of these nurses. Pet. App. 
8; Complaint ¶ 75-76.  

As part of the project, respondent and the other staff 
reviewed patient charts and claims for missing pieces, 
created a checklist of compliance problems, and then 
sought to fill in the blanks, including by soliciting the 
belated certifications from petitioners’ affiliates across 
the country. Once the utilization review nurses and other 
reviewing staff verified that the checklists were complete, 
claims were immediately billed to Medicare. Pet. App. 8; 
Complaint ¶¶ 80, 82.  

The point of the Held Claims Project was to prepare 
claims, as quickly as possible, for billing, i.e., to do as 
little as petitioners thought they could get away with. 
Thus, supervisors repeatedly told respondent that 
“charts were being reviewed too closely,” and to “ignore 
any compliance issues regarding the information in the 
records.” Complaint ¶¶ 87-91, 93-95. Basically, staff 
were instructed to review claims for completeness—not 
correctness or actual compliance. Even when reviewers 
raised concerns, they were told to do nothing. Id. ¶ 92, 96. 
Instead, they were told, “[o]n more than one occasion,” 
that “[w]e can just argue in our favor if we get audited.” 
Id. ¶ 114; see Pet. App. 9. 

Eventually, petitioners began compensating 
physicians for the time spent retroactively certifying held 
claims. But petitioners knew what they were doing was 
questionable: they told their staff that if physicians did 
not want to sign a document, then staff “can not force this 
process.” Complaint ¶ 98. Petitioners also began offering 
incentive compensation to their own employees based on 
the number of claims submitted for billing. Id. ¶¶ 103. 
Again, the emphasis was on speed—not accuracy. 
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Many of the claims submitted raised real compliance 
concerns. The Complaint includes illustrative examples 
where the care billed to Medicare was inconsistent with 
care actually provided to the patient, was not medically 
necessary, or was otherwise provided without a plan of 
care in place or a verbal order from the physician. 
Complaint ¶¶ 105-13. The Complaint also has an exhibit 
describing 489 known claims submitted to Medicare in 
violation of the condition of payment that the 
certification be obtained contemporaneously with the 
plan of care or as soon thereafter as possible. Id. ¶ 115-
17. That was alongside a second exhibit detailing 771 
claims submitted in violation of the Medicare 
requirement that an appropriate medical professional 
document a face-to-face encounter with the patient. Id. 
¶ 118-20.  

The Complaint alleges that the RAPs and final 
claims associated with these cases (as well as others) 
violated the False Claims Act, and that petitioners had 
unlawfully retained payments—also in violation of the 
False Claims Act. Complaint ¶¶ 121-31. 

C. Procedural History 

1.  Respondent sued petitioners in 2012. Doc. 1. The 
United States declined to intervene in this action in 2014, 
Doc. 23 at 1, and the original complaint was then served.  

2.  After respondent filed a First Amended 
Complaint, petitioners moved to dismiss, arguing that 
the complaint did not adequately plead falsity and the 
presentment of a false claim. The United States filed a 
statement of interest, arguing against several points 
made in petitioners’ motion. See generally Doc. 66. The 
district court nevertheless granted the motion to 
dismiss—but provided leave to amend. After a Second 
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Amended Complaint was filed, petitioners again 
successfully moved to dismiss, and judgment was entered 
in November 2015. See Pet. App. 11.  

3.  On respondent’s appeal, the Sixth Circuit 
reversed. In Prather I, the court of appeals held, as 
relevant here, that: (1) “42 C.F.R. § 424.22(a)(2) permits 
a home-health agency to complete a physician 
certification of need after the plan of care is established, 
but that such a delay will be acceptable only if the length 
of the delay is justified by the reasons the home-health 
agency provides for it”; (2) petitioners’ lengthy delays in 
obtaining certifications were not justified by their 
reasons for delay—i.e., the accumulation of an 
administrative backlog due to aggressive solicitation; 
and (3) these regulatory violations rendered both the 
RAPs and final claims that petitioners submitted false. 
Prather I, 838 F.3d at 765-66. 

4.  While Prather I was pending, this Court decided 
Universal Health Services, Inc. v. United States ex rel. 
Escobar, 136 S. Ct. 1989 (2016). Escobar held that 
implied false certification claims are cognizable under 
the False Claims Act. See id. at 1999. To address 
defendants’ concerns that implied false certification 
claims might expose them to sweeping and unpredictable 
liability, the Court clarified how the False Claims Act’s 
materiality and scienter requirements function. 

The Court explained that “materiality cannot rest on 
a single fact or occurrence as always determinative.” 
Escobar, 136 S. Ct. at 2001 (quotation marks omitted). 
Instead, the Court stressed that materiality focuses upon 
“the effect on the likely or actual behavior of the recipient 
of the alleged misrepresentation.” Id. at 2002 (quotation 
marks omitted). Thus, “a matter is material” if: (1) a 
reasonable person would attach importance to it in 
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determining a “choice of action,” or (2) “the defendant 
knew or had reason to know that the recipient of the 
representation attaches importance to the specific 
matter in determining his choice of action,” regardless of 
whether a reasonable person would do so. Id. at 2002-03 
(quotation marks omitted). Importantly, a plaintiff does 
not have to demonstrate that the government necessarily 
would have denied payment; it is enough to show a likely 
effect. 

To illustrate this standard, the Court identified at 
least four potentially relevant factors—and it did not 
suggest that this list was exclusive. Whether a 
requirement is designated a “condition of payment” is 
“relevant” to the materiality inquiry, albeit “not 
automatically dispositive.” Escobar, 136 S. Ct. at 2003. 
Other relevant factors include whether the government 
took action when it had actual knowledge of similar 
violations, id. at 2003-04, whether the violation goes to 
the “essence of the bargain,” id. at 2003 n.5 (quotation 
marks omitted), and whether the violation is significant 
or instead “minor or insubstantial,” id. at 2003.  

Discussing the past government action factor, the 
Court explained that “proof of materiality can include, 
but is not necessarily limited to, evidence that the 
defendant knows that the Government consistently 
refuses to pay claims in the mine run of cases based on 
noncompliance with the particular statutory, regulatory, 
or contractual requirement.” Escobar, 136 S. Ct. at 2003. 
“Conversely, if the Government pays a particular claim 
in full despite its actual knowledge that certain 
requirements were violated, that is very strong evidence 
that those requirements are not material.” Id. 

With respect to scienter, the Court said less. Early in 
its opinion, the Court stated that for purposes of 
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establishing implied certification liability, “[w]hat 
matters is not the label the Government attaches to a 
requirement, but whether the defendant knowingly 
violated a requirement that the defendant knows is 
material to the Government’s payment decision.” 
Escobar, 136 S. Ct. at 1996. The Court also noted that the 
False Claims Act’s definitions of “knowing” and 
“knowingly” are broad: they cover not only actual 
knowledge, but also “deliberate ignorance” and “reckless 
disregard” of the truth or falsity of information. See id. 
(quoting 31 U.S.C. § 3729(b)(1)(A)). Thus, the Court 
explained that if “a reasonable person would realize the 
imperative” of compliance with a particular requirement 
(in the Court’s hypothetical, providing a gun that worked 
to the military), then “a defendant’s failure to appreciate 
the materiality of that condition would amount to 
‘deliberate ignorance’ or ‘reckless disregard’ of the ‘truth 
or falsity of the information’ even if the Government did 
not spell this out.” Id. at 2001-02. 

5.  On remand, respondent filed the Third Amended 
Complaint to account for changes to the law articulated 
by Escobar. Petitioners successfully moved to dismiss the 
Complaint on materiality grounds, and respondent 
appealed.  

6.  In the second appeal, the Sixth Circuit held that 
the Complaint adequately pleads materiality and 
scienter. Analyzing materiality, the court of appeals 
began by quoting, at length, from this Court’s decision in 
Escobar. Pet. App. 15. The court recognized that the 
inquiry is “holistic,” and that no factor is individually 
dispositive or necessarily required. Id. at 15-16 
(quotation marks omitted). Based on the parties’ 
arguments, the Sixth Circuit considered three factors 
here: that the certification timing requirement is an 
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express condition of payment, past government action, 
and the essence of the bargain.  

The Sixth Circuit first held that the timing 
certification requirement is an express condition of 
payment for the Medicare program. The court recognized 
that this was “a relevant factor in determining 
materiality,” even though it was not dispositive. Pet. App. 
16.  

Regarding the second factor—government action—
the Sixth Circuit again began with a lengthy quotation 
from Escobar, reciting this Court’s entire discussion of 
this factor. Pet. App. 20. The court of appeals then held 
that the Complaint was silent about what the 
government has done in past cases involving violations of 
the certification timing requirement at issue here, and it 
held that “[w]ithout allegations regarding past 
government action taken in response to known non-
compliance with 42 C.F.R. § 424.22(a)(2), this factor 
provides no support for the conclusion that the timing 
requirement is material.” Pet. App. 21.  

The court of appeals refused, however, to draw a 
“negative inference” from the Complaint’s silence about 
past government action. Pet. App. 21. It explained that 
“it would be illogical to require a relator (or the United 
States) to plead allegations about past government 
action in order to survive a motion to dismiss when such 
allegations are relevant, but not dispositive” of the 
materiality inquiry. Id. at 21-22. The court further held 
that it would “improperly inverse[] the pleading standard” 
to draw a negative inference from the Complaint’s 
silence—because at the pleading stage all inferences 
should be drawn in the non-moving plaintiff’s favor. Id. 
at 22. Finally, the court noted that the Complaint 
affirmatively alleges that the government did not know 
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of the violations at the time it paid petitioners’ claims; 
the Sixth Circuit held that this lack of knowledge meant 
that “the government’s response to the claims submitted 
by the defendants—or claims of the same type also in 
violation of 42 C.F.R. § 424.22(a)(2)—has no bearing on 
the materiality analysis.” Pet. App. 22-23 (citing 
Complaint ¶ 125). That holding echoed the position of the 
United States, which filed an amicus brief arguing that 
in this case “the past government action factor does not 
weigh for or against a finding of materiality” because the 
Complaint pleads that the government was unaware of 
the violations when it paid the claims, and does not 
otherwise comment on past government action. C.A. U.S. 
Amicus Br. 14. 

Third, the Sixth Circuit held that the certification 
timing requirement went to the “essence of the bargain” 
between petitioners and the government. The court 
explained that “[w]hether the party on the other side of a 
transaction complied with the regulations aimed at 
preventing unnecessary or fraudulent certifications is a 
fact that a reasonable person would want to know before 
entering into that transaction.” Pet. App. 24. The court 
also cited the agency documents, discussed supra pp. 3-4, 
as evidence that “the government has consistently 
emphasized the importance of the timing requirement.” 
Pet. App. 26. 

Finally, the Sixth Circuit found the scienter element 
satisfied. The court began by quoting Escobar, explaining 
that “‘False Claims Act liability for failing to disclose 
violations of legal requirements’ will not attach unless 
‘the defendant knowingly violated a requirement that the 
defendant knows is material to the Government’s 
payment decision.’” Pet. App. 28 (quoting Escobar, 136 
S. Ct. at 1996). The court found a litany of allegations 
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supporting the conclusion that petitioners acted with 
reckless disregard to their compliance with the timing 
certification requirement—including allegations that 
respondent and others were directed to perform only 
cursory reviews of charts and claims, allegations that 
reported problems were swept under the rug, and 
allegations that petitioners acted as if their conduct was 
improper. Id. at 28-29. The court thus determined that 
petitioners “acted with ‘reckless disregard’ as to the truth 
of their certification of compliance and to whether these 
requirements were material to the government’s decision 
to pay.” Id. at 30-31. 

7.  After rehearing was denied, petitioners filed the 
Petition in this Court. 

REASONS TO DENY THE WRIT 

I. The First Question Presented Does Not 
Warrant This Court’s Review. 

The first question presented is “Whether the failure 
to plead facts relating to past government practices in [a 
False Claims Act] action can weigh against a finding of 
materiality.” Pet. i. In essence, this question asks 
whether the Sixth Circuit correctly understood one factor 
in the holistic materiality standard described in this 
Court’s recent decision in Universal Health Services, Inc. 
v. United States ex rel. Escobar, 136 S. Ct. 1989 (2016). 
This Court recently denied petitions for certiorari in two 
cases posing essentially indistinguishable questions. See 
Gilead Scis., Inc. v. United States ex rel. Campie, No. 17-
936, 2019 WL 113075 (2019); United States ex rel. 
Harman v. Trinity Indus., Inc., No. 17-1149, 2019 WL 
113076 (2019).  

The Campie case may be particularly instructive: 
petitioners here identify it as a relevant decision (Pet. 23-
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24); the petition in Campie was supported by several 
amicus briefs; the Court called for the views of the 
Solicitor General; the United States explained in detail 
why the purported circuit split is illusory (commenting, 
in the process, on this case) and why the question 
presented does not otherwise warrant this Court’s review; 
and this Court followed the government’s 
recommendation and denied certiorari. All of petitioners’ 
principal arguments in favor of certiorari have thus 
already been considered and rejected. Rather than repeat 
all the salient points, this brief focuses on the key reasons 
that this case presents a particularly bad candidate for 
review.  

A. The Question Presented Is Inherently 
Factbound and Unlikely to Ever Be Case-
dispositive. 

Petitioners’ articulation of the question presented is 
rather watered down: they ask only whether a 
complaint’s silence about past government practices “can 
weigh against a finding of materiality.” Pet. i (emphasis 
added). Even if the answer to this question were “yes,” 
that would merely establish that in some cases, it is 
possible for the complaint’s silence to matter. A host of 
questions would remain unresolved, including the most 
important ones: does the complaint’s silence matter in a 
particular case? If so, how much does it matter? And how 
should it be weighed against allegations in favor of 
materiality?  

Obviously the answers to those questions will vary 
depending on myriad case-specific factors, e.g., which 
legal requirement is at issue, how pervasive the 
violations were, etc. Indeed, petitioners themselves 
acknowledge that “[b]ecause the materiality analysis is 
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holistic and no one factor is dispositive, pleading past 
government action is not a requirement for pleading 
materiality.” Pet. 22 (emphasis added). All they are 
willing to say is that “failure to plead facts about past 
government action with respect to the alleged violation 
can and often should weigh against finding materiality.” 
Id. (emphasis added). It would be hard to imagine a more 
wishy-washy position: petitioners do not argue that a 
failure to plead facts about past government action 
always weighs against materiality. They just think it can, 
and perhaps even should. 

The upshot is that if the Court were to grant 
certiorari, the most it could do is provide factbound 
guidance about the materiality of a single condition for 
Medicare payment: the certification timing requirement 
in 42 C.F.R. § 424.22(a)(2). But of course, there is no need 
for this Court to issue that guidance. If petitioners are 
correct that the government truly does not care about 
this condition, they can seek evidence confirming their 
view and then file a motion for summary judgment or 
contest the matter at trial. If petitioners succeed (proving 
in the process that the certification timing requirement 
is not material), it is unlikely that anybody else would 
bother to bring another case about a violation of this 
requirement. 

B. There Is No Circuit Split. 

There is no circuit split about the first question 
presented. To be clear, no circuit court has ever held that 
the certification timing requirement in 42 C.F.R. 
§ 424.22(a)(2) is immaterial as a matter of law. Thus, 
petitioners can only even attempt to articulate a split at 
a higher level of generality. They try to do so by arguing 
that the First, Third, and Fourth Circuits would have 
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drawn a negative inference from a relator’s silence about 
past government action regarding a particular 
regulatory requirement. But that is incorrect.  

1.  The First Circuit agrees with the Sixth. To 
support its conclusion that no negative inference was 
warranted in this case, the Sixth Circuit relied explicitly 
on precedent from the First Circuit—specifically, the 
Escobar case after remand from this Court. Pet. App. 21-
22. Escobar was about noncompliant mental health care 
services provided to a teenager who later passed away. 
The complaint did not include allegations about other 
violations of the relevant regulatory requirements or the 
government’s response to those violations, and the First 
Circuit explained (in language quoted by the Sixth 
Circuit here) that: 

We see no reason to require Relators at the 
Motion to Dismiss phase to learn, and then to 
allege, the government’s payment practices for 
claims unrelated to services rendered to the 
deceased family member in order to establish the 
government’s views on the materiality of the 
violation. Indeed, given applicable federal and 
state privacy regulations in the healthcare 
industry, it is highly questionable whether 
Relators could have even accessed such 
information. 

United States ex rel. Escobar v. Universal Health Servs., 
Inc., 842 F.3d 103, 112 (1st Cir. 2016). Escobar thus 
stands plainly for the proposition that no negative 
inference is warranted from failure to include allegations 
about the government’s past practices. 

The cases petitioners cite, on the other hand, are 
distinguishable. In D’Agostino v. ev3, Inc., 845 F.3d 1, 7 
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(1st Cir. 2016), the issue was not materiality at all, but 
instead causation: the relator did not allege that the 
defendant’s misrepresentations caused the Food and 
Drug Administration (FDA) actually to approve a 
medical device, and therefore did not plead that the 
misrepresentations caused the payment of claims. The 
First Circuit stressed, however, that the FDA had not 
taken action despite six years of knowledge of the claims, 
and it noted that specific problems arise when courts 
second-guess the FDA in particular. Id. at 8-9. The court 
also stressed that its ruling was narrow and factbound, 
explaining that it did not reach every False Claims Act 
case, but instead meant only that “the absence of official 
action by the FDA establishing such causation leaves a 
fatal gap in this particular proposed complaint.” Id. at 9. 

The First Circuit’s decision in United States ex rel. 
Nargol v. DePuy Orthopaedics, Inc., 865 F.3d 29 (1st Cir. 
2017), cert. denied, 138 S. Ct. 1551 (2018), is similarly 
unpersuasive. Nargol involved allegations that FDA 
approval for a medical device was obtained by fraud. The 
complaint affirmatively alleged “that Relators told the 
FDA about every aspect of the design of the [medical] 
device that they felt was substandard, yet the FDA 
allowed the device to remain on the market.” Id. at 35. 
The First Circuit explained that the evidence against 
materiality “becomes compelling when an agency armed 
with robust investigatory powers to protect public health 
and safety is told what Relators have to say, yet sees no 
reason to change its position.” Id. It therefore dismissed 
the case in light of the relator’s own concessions. 

Both D’Agostino and Nargol are discussed in detail 
in the certiorari-stage papers in Campie. There, both the 
respondents and the United States explained why those 
cases are not part of a circuit conflict about materiality. 
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As relevant here, there are multiple reasons why 
D’Agostino and Nargol do not conflict with the decision 
below, and do not indicate that the First Circuit would 
have decided this case differently. 

First, neither D’Agostino nor Nargol purported to 
overrule or even question the First Circuit’s analysis in 
Escobar, which is plainly consistent with the decision 
below. Second, both D’Agostino and Nargol involved FDA 
approval of medical devices—a fact that is missing here, 
and was important because of the FDA’s careful scrutiny 
of medical device approvals. And finally, in both of these 
cases, the court of appeals concluded that the FDA had 
actual knowledge of the alleged violations, and 
knowingly maintained approval of the relevant medical 
devices anyway. Here, by contrast, the Complaint alleges 
that the government had no knowledge during the 
relevant time period. Pet. App. 22 (citing Complaint 
¶ 125). That is a critical distinction: as this Court 
explained in Escobar, the government’s payment 
decisions are relevant only when it has “actual 
knowledge that certain requirements were violated.” 136 
S. Ct. at 2003-04. Without that knowledge, a negative 
inference makes no sense—and the First Circuit 
certainly did not hold otherwise. 

2.  The Third Circuit case petitioners cite is also 
distinguishable. In United States ex rel. Petratos v. 
Genentech Inc., 855 F.3d 481, 485 (3d Cir. 2017), the 
relator alleged that a pharmaceutical manufacturer had 
suppressed certain safety data in order to make a drug 
appear safer than it was. But the relator also effectively 
conceded that the misrepresentations were not material. 
Thus, the relator “essentially concede[d] that CMS would 
consistently reimburse these claims with full knowledge 
of the purported noncompliance.” Id. at 490. He 
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“acknowledge[d] that the FDA would not ‘have acted 
differently had Genentech told the truth.’” Id. Indeed, he 
did not even “claim that Genentech’s safety-related 
reporting violated any statute or regulation.” Id. 
Moreover, the relator admitted that he had disclosed 
“‘material, non-public evidence of Genentech’s campaign 
of misinformation’ to the FDA and Department of Justice 
in 2010 and 2011,” but the government had taken no 
action. Id. 

Again, this case is different. It does not involve the 
FDA; it does involve clear violations of express conditions 
of payment, enshrined in statutes, regulations, and 
guidance; and the Complaint here expressly denies that 
the government knew of the fraud—a fact that the relator 
in Petratos conceded. 

3.  Finally, petitioners argue that the Fourth Circuit 
applies a different rule than the Sixth. In support, they 
cite United States v. Triple Canopy, Inc., 857 F.3d 174 
(4th Cir.), cert. dismissed, 138 S. Ct. 370 (2017). But in 
Triple Canopy, the court did not draw a negative 
inference from the complaint’s silence about the 
government’s actions. Indeed, the court found 
materiality—and it did so principally based on “common 
sense,” i.e., its own understanding that a reasonable 
government would not pay for security guards who 
cannot shoot straight. Id. at 178-79. The court also noted 
that the government’s condemnation of the defendant’s 
action weighed in favor of materiality—but of course, 
that does not mean that the Fourth Circuit would have 
drawn a negative inference at the pleading stage if the 
government had not acted. 

The Sixth Circuit used indistinguishable common-
sense reasoning here, explaining that “[w]hether the 
party on the other side of a transaction complied with the 
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regulations aimed at preventing unnecessary or 
fraudulent certifications is a fact that a reasonable 
person would want to know before entering into that 
transaction.” Pet. App. 24. Its analysis is fully consistent 
with the Fourth Circuit’s reasoning and conclusion. 

* * * 

At bottom, the purported circuit split is illusory. 
Different courts are applying the same Escobar 
materiality standard. When they reach different results, 
it is because of factual variations in the cases before them, 
not legal disagreements about the meaning of the statute. 
Petitioners have not identified a single circuit that has 
actually decided a case like this one differently—and 
none would have. 

C. The Sixth Circuit’s Decision Is Consistent 
with This Court’s Precedents. 

Certiorari should also be denied because the Sixth 
Circuit’s decision—both as to the government action 
inquiry in particular and as to materiality generally—is 
consistent with this Court’s precedents. 

1.  With respect to government action, the Sixth 
Circuit correctly held that because no aspect of the 
holistic materiality test is dispositive, relators are not 
required to make allegations about past government 
conduct in unrelated cases. Pet. App. 21-22. Indeed, 
petitioners concede that this “is not a requirement for 
pleading materiality.” Pet. 22.  

There are many reasons why relators may not 
include allegations about past government action that 
would not support an inference of immateriality. For 
example: 
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 There may not be any publicly available 
information about the government’s knowledge or 
past payment decisions; 

 Even if that information exists, it may not be 
complete or easily accessible; 

 The defendant’s conduct in a given case might be 
different from past cases (e.g., more egregious or 
pervasive); 

 A particular type of fraud may be: 

o novel; 

o rare; or  

o difficult to detect 

and therefore not often discussed in government 
literature; 

 Other factors may be more salient to the 
materiality inquiry for case-specific reasons.  

In light of this reality, petitioners’ “negative 
inference” rule would create a substantial risk of legal 
error: it would increase the probability that courts—
lacking the benefit of real facts—would erroneously deem 
myriad legal requirements immaterial as a matter of law, 
even if those requirements actually are important to the 
government’s payment decisions. That surely was not 
what this Court intended in Escobar. 

The Sixth Circuit also correctly reasoned that 
drawing a negative inference from a complaint’s silence 
about past government action is contrary to the general 
rule that the allegations in a complaint should be taken 
as true and viewed “in the light most favorable to” the 
plaintiff at the motion-to-dismiss stage. Christopher v. 
Harbury, 536 U.S. 403, 406 (2002). Petitioners’ rule 
would therefore be antithetical to the rules of notice 
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pleading, as well as the principle that a court considering 
the sufficiency of the pleadings should limit itself to those 
pleadings.  

Petitioners’ negative-inference rule would also be 
difficult to administer because every time a plaintiff did 
not discuss some aspect of materiality (whether 
government action or another prong of the holistic test), 
a defendant would have grounds to argue that the 
complaint’s silence about that factor should give rise to a 
negative inference that the fraud was not material as a 
matter of law. It is not at all clear how courts would or 
could resolve those arguments without evidence to guide 
them. 

2.  With respect to materiality more generally, the 
Sixth Circuit correctly found the element satisfied in this 
case, as the Complaint pleads that the certification 
timing requirement is essential to the bargain between 
providers and the government, and is an express 
condition of payment—a factor that this Court deemed 
“relevant, but not automatically dispositive,” of the 
materiality inquiry. Escobar, 136 S. Ct. at 2003.  

That makes sense. It ought to be the rare case in 
which violations of an express condition for government 
payments are deemed immaterial as a matter of law. 
Such a result would mean that a federal agency is paying 
out public funds illegally. Courts should not lightly 
conclude that agencies behave lawlessly—especially at 
the pleading stage, when the complaint alleges otherwise. 

To be sure, Escobar did not adopt the broad rule that 
every violation of every express condition of payment is 
material per se. The Court was deterred from doing so by 
two hypothetical scenarios: (1) if the government 
“designat[ed] every legal requirement an express 
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condition of payment,” thus exposing entire industries to 
unpredictable liability for any violation of any statute or 
regulation; and (2) the government designating some 
plainly non-germane and unimportant requirement a 
condition of payment—for example, “a requirement that 
contractors” that provide health care services “buy 
American-made staplers.” 136 S. Ct. at 2002, 2004. To 
account for these scenarios, the Court held that “not 
every undisclosed violation of an express condition of 
payment automatically triggers liability.” Id. at 2001. 

None of that is cause for concern here because, as the 
Sixth Circuit found, the requirement at issue here goes 
to the “essence of the bargain” between petitioners and 
the government. This case is not about the provenance of 
staplers, or about minor paperwork problems. It is about 
the widespread and brazen violation of an express 
condition of the Medicare program designed to ensure 
that the government only pays for medically necessary 
services. The importance of the certification timing 
requirement is clear—and as described in the Complaint, 
it is documented in the statute, the regulations, and in 
agency guidance. Moreover, although the Complaint does 
not assert separate theories of liability based on the 
provision of medically unnecessary care, it does allege 
that such care was provided and billed to the 
government—which should come as no surprise, since 
petitioners systematically circumvented a safeguard 
against that kind of fraud. 

The bottom line is that the Sixth Circuit correctly 
found that the Complaint pleads materiality. Of course, 
petitioners may, after discovery, file a motion for 
summary judgment or contest materiality at trial. But a 
relator need not prove her case at the pleading stage. The 
Complaint here alleges plausible violations of federal law, 
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and is more than adequate to inform petitioners of the 
allegations against them and permit them to prepare a 
defense.  

II. The Second Question Presented Does Not 
Warrant This Court’s Review. 

The second question presented is about scienter. 
Petitioners argue that “the Sixth Circuit did not require 
Relator to show that Brookdale knew its compliance with 
the timing-and-explanation requirement was material to 
the government’s decision to pay,” and that this decision 
conflicts with decisions from other courts of appeals. Pet. 
26-27. This issue, too, does not warrant this Court’s 
review.  

A. The Sixth Circuit Adopted the Rule 
Petitioners Advocate, and Correctly 
Applied It to Deny the Motion to Dismiss. 

1.  First of all, the Sixth Circuit expressly adopted 
the rule that petitioners claim it eschewed. Opening its 
scienter discussion by quoting this Court’s decision in 
Escobar (the same language petitioners quote and 
italicize on page 26 of their Petition, and then 
immediately accuse the Sixth Circuit of ignoring), the 
Sixth Circuit stated: “‘False Claims Act liability for 
failing to disclose violations of legal requirements’ will 
not attach unless ‘the defendant knowingly violated a 
requirement that the defendant knows is material to the 
Government’s payment decision.’” Pet. App. 28 (quoting 
Escobar, 136 S. Ct. at 1996). After reviewing the 
Complaint, the court then concluded that petitioners 
“acted with ‘reckless disregard’ as to the truth of their 
certification of compliance and to whether these 
requirements were material to the government’s decision 
to pay.” Id. at 30-31 (emphasis added). Petitioners are 
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dissatisfied with how the Sixth Circuit applied the rule 
to the facts of this case. But there is no doubt that the 
Sixth Circuit applied the rule petitioners want. 

2.  In reality, petitioners have no cause to complain. 
As they know, the False Claims Act’s scienter 
requirement can be satisfied by showing that the 
defendant “act[ed] in deliberate ignorance” or “reckless 
disregard” of pertinent information, and does not require 
any “proof of specific intent to defraud.” 31 U.S.C. 
§ 3729(b)(1)(A), (B). This Court explained in Escobar that 
sometimes a defendant will be deemed to have acted with 
deliberate ignorance or reckless disregard of the 
materiality of a requirement “even if the Government 
[does] not spell this out.” 136 S. Ct. at 2001-02.  

Here, the government did spell out the materiality 
of the certification timing requirement. Petitioners do 
not challenge the holding that the requirement is an 
express condition of payment for Medicare claims. Nor 
could they: the requirement is in a part of the Code of 
Federal Regulations entitled “CONDITIONS FOR 
MEDICARE PAYMENT,” and is surrounded by other 
indicia of its importance. See supra pp. 3-4. Although 
petitioners protest that they had no idea this express 
condition of payment could be important to the 
government’s payment decisions, the clues were 
everywhere, any reasonable person would have noticed 
them, and petitioners could only have failed to do so by 
being reckless.  

The Sixth Circuit identified other indicia of scienter, 
too. These include that petitioners acknowledged that 
they could not force physicians to sign their post-hoc 
certifications (indicating that petitioners knew that what 
they were asking was wrong)—and also that petitioners 
instructed respondent and other reviewers not to look too 



26 

carefully for compliance problems, even when respondent 
and others flagged such issues (almost the textbook 
definition of “reckless disregard”).  

B. There Is No Circuit Split, and No Good 
Reason to Take Up This Issue Now. 

Petitioners’ purported circuit split is also illusory. 
Contrary to petitioners’ claim that the circuits “have split 
deeply” over this question, the petition only cites one 
decision expressly rejecting the argument the defendant 
must know that a claim was material—and that case was 
decided six years before Escobar. Pet. 27 (citing United 
States ex rel. Loughren v. Unum Grp., 613 F.3d 300, 
312-13 (1st Cir. 2010)). The First Circuit has since 
changed course and followed Escobar, quoting directly 
from this Court’s decision on remand. See Escobar, 842 
F.3d at 109 (“Rather, ‘[w]hat matters is . . . whether the 
defendant knowingly violated a requirement that the 
defendant knows is material to the Government’s 
payment decision.’”) (quoting Escobar, 136 S. Ct. at 1996) 
(alterations in original).  

Petitioners argue that after Escobar, five courts of 
appeals “have failed to require the plaintiff to show 
knowledge of materiality.” Pet. 28-29. But the cases 
petitioners cite do not comment one way or the other as 
to whether a defendant must know that it is violating a 
material requirement (indeed, it is not clear from the face 
of the opinions whether the defendants even made that 
argument). Instead, these cases state that the plaintiff 
must show that the defendant knew it was submitting 
false claims—but of course that is not mutually exclusive 
with requiring additional knowledge of materiality. So 
none of the five cases petitioners cite point to a circuit 
split. 
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In any event, two of the five cited cases were resolved 
in the defendant’s favor, which means the courts had no 
reason to delve into knowledge of materiality. See United 
States ex rel. Harman v. Trinity Indus. Inc., 872 F.3d 645, 
647 (5th Cir. 2017) (resolved on materiality grounds), cert. 
denied, No. 17-1149, 2019 WL 113076 (2019); United 
States ex rel. Sheet Metal Workers Int’l Ass’n, Local Union 
20 v. Horning Invs., LLC, 828 F.3d 587, 593 (7th Cir. 
2016) (resolved on scienter grounds).  

Three cited cases were not implied false certification 
cases at all. See United States ex rel. Polukoff v. St. 
Mark’s Hosp., 895 F.3d 730, 741 (10th Cir. 2018) (express 
false certification claim), petition for cert. pending, No. 
18-911 (filed Jan. 14, 2019); United States v. United 
Healthcare Ins. Co., 848 F.3d 1161, 1166 (9th Cir. 2016) 
(same); United States ex rel. Miller v. Weston Educ., Inc., 
840 F.3d 494, 499 (8th Cir. 2016) (fraudulent inducement 
claim). This distinction matters because in the implied 
certification context, defendants worry that by virtue of 
having submitted a claim for payment, they will be 
deemed to have certified compliance with some obscure 
and trivial regulation, and will then be on the hook for 
treble damages. In that context, it makes sense to require 
the plaintiff to show that the defendant knew the 
requirement was material to the government: that rule 
limits liability to violations of requirements that the 
defendants knew about or really should have known 
about. But in an express certification or fraudulent 
inducement case, this predictability concern vanishes: 
the defendant expressly agreed to comply with specific 
requirements, and therefore necessarily already knows 
the rules. Thus, proving that the defendant knew the 
materiality of those requirements should not be 
necessary. 
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Regardless, courts that have actually considered the 
question in any detail agree about the appropriate 
scienter standard after Escobar—and as more courts 
consider it, the existing tacit consensus will likely 
become more explicit. At this time, the Court can and 
should allow that process to continue, rather than wade 
back in and risk upsetting that emerging agreement. 

CONCLUSION 

Certiorari should be denied. 
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ARGUMENT 

I. THE DECISION BELOW EVISCERATES THIS 
COURT’S RULING IN ESCOBAR, RAISES ISSUES 
OF EXCEPTIONAL IMPORTANCE FOR ALL 
GOVERNMENT CONTRACTORS, AND IS A SOUND 
VEHICLE FOR THIS COURT’S REVIEW. 

A. The Decision Below Renders the Past 
Government Action Factor Irrelevant 
at the Pleading Stage.  

Respondent’s effort to downplay the significance of 
the Sixth Circuit’s decision and the need for review by 
this Court lays bare precisely why Respondent and 
other would-be relators are desperate for the Sixth 
Circuit’s misapplication of Escobar to remain intact: 
that ruling eliminates the past government action 
factor from the materiality analysis at the pleading 
stage and restores the pre-Escobar state of the law.  
Under the Sixth Circuit’s holding, a relator can defeat 
a motion to dismiss in an implied certification case by 
pleading that the regulation at issue is a “condition of 
payment” and can act as a “mechanism of fraud 
prevention,” while sidestepping the critical question of 
whether compliance with the regulation has affected 
past government payment decisions.  Pet. App. 27.  
Precluding district courts from considering the lack of 
allegations regarding past government action is directly 
at odds with other Circuits, incentivizes relators to 
omit adverse facts about past enforcement, and invites 
relators to file qui tam lawsuits based on any manner 
of regulatory violations knowing that lack of past 
enforcement cannot be considered at the pleading 
stage.   

Respondent’s allegations are a case in point.  
Despite the Opposition’s many allusions to medical 



2 
necessity, Respondent concedes that this case con-
cerns only late physician signatures, not medically 
unnecessary care.  Opp. 23; see also United States  
ex rel. Prather v. Brookdale Senior Living Cmtys.,  
Inc., 838 F.3d 750, 762 (6th Cir. 2016) (Prather I) 
(“[N]owhere does [the relator] allege with the partic-
ularity required by Rule 9(b) that the doctors were 
lying. The issue is therefore whether the late physi-
cian signatures memorializing these certifications 
violated the applicable Medicare regulations.”).  This 
case alleges exactly the type of technical regulatory 
violation that should not survive a motion to dismiss 
absent specific allegations that the violation actually 
has been or would be material in practice.  Yet a 
divided panel at the Sixth Circuit held that the district 
court erred in even considering the fact that the 
relator was unable to allege any past government 
action in relation to a requirement that has existed 
since 1967.  See Prather I, 838 F.3d at 764 n.5 (noting 
promulgation of regulation). 

Respondent argues that if the Court grants 
certiorari “the most it could do is provide factbound 
guidance about the materiality of a single condition for 
Medicare payment: the certification timing require-
ment” at issue here.  Opp. 15.  That is incorrect.  The 
Sixth Circuit’s holding is not limited to 42 C.F.R.  
§ 424.22(a)(2).  The majority panel held not only that 
a relator’s failure to plead past government action “has 
no bearing on the materiality analysis,” but also that 
the district court erred in assigning weight to that lack 
of allegations. Pet. App. 22–23. The Sixth Circuit’s 
opinion categorically prohibits district courts from 
considering the lack of allegations of past government 
action as part of the materiality analysis.  That 
holding applies to any FCA case in which a relator 
elects to plead no allegations about past government 
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action.  Respondent even suggests that it should be 
applicable “every time a plaintiff did not discuss some 
aspect of materiality (whether government action or 
another prong of the holistic test).”  Opp. 22.   

Respondent does not dispute that the Sixth Circuit’s 
refusal to consider her failure to plead facts regarding 
the government’s past payment actions results in a 
watered-down standard for pleading materiality in 
declined qui tam cases.  Instead, Respondent offers 
policy justifications for not holding relators to the 
same pleading standard as the United States: relators 
may not have access to information about past 
government payment decisions; such information may 
not be complete; the defendant’s conduct may be more 
egregious than previous cases; or the type of fraud  
may be novel, rare, or hard to detect.  See Opp. 20–21.  
But policy reasons do not address the fundamental 
shortcoming: that courts have never held relators to a 
lower standard for bringing or maintaining FCA 
claims than the United States.  If anything, the United 
States’ declination in an implied certification case 
should carry all the more weight regarding the 
government’s view as to whether compliance with the 
regulation in question matters to payment rather than 
the declination simply being ignored like it never 
happened.  Compare Pet. App 26–27 (Sixth Circuit 
Opinion) (prohibiting considering intervention deci-
sion in materiality analysis), with United States ex rel. 
Petratos v. Genentech Inc., 855 F.3d 481, 490 (3d Cir. 
2017) (considering intervention decision in materiality 
analysis), and United States ex rel. Badr v. Triple 
Canopy, Inc., 857 F.3d 174, 179 (4th Cir. 2017) (same). 
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B. The Materiality and Scienter Require-

ments Serve Important Gatekeeping 
Functions at the Pleading Stage. 

Respondent argues that resolving the questions 
presented serves little import because if the signature 
timing requirement has not been material to the 
government’s payment decisions, Petitioners can “file 
a motion for summary judgment or contest the matter 
at trial.”  Opp. 15, 23.  Suggesting that materiality 
should be fully litigated through summary judgment 
or trial flatly contradicts Escobar’s unanimous 
directive that materiality can be addressed at the 
pleading stage.  Universal Health Servs., Inc. v. United 
States ex rel. Escobar, 136 S. Ct. 1989, 2004 n.6 (2016).  
It also undermines the fundamental purposes of Rule 
9(b)’s heightened pleading standard, which exists  
to “provide[] an increased measure of protection for 
[defendants’] reputations, and reduces the number of 
frivolous suits brought solely to extract settlements.”  
In re Burlington Coat Factory Sec. Litig., 114 F.3d 
1410, 1418 (3d Cir. 1997).   

Putting off consideration of materiality and scienter 
until summary judgment or trial forces defendants to 
endure profound litigation and discovery costs.  In two 
recent post-Escobar decisions, courts stepped in on 
materiality grounds to overturn more than $1 billion 
in FCA judgments following adverse jury verdicts.  See 
United States ex rel. Harman v. Trinity Indus., 872 
F.3d 645 (5th Cir. 2017); United States ex rel. Ruckh v. 
Salus Rehab., LLC, 304 F. Supp. 3d 1258 (M.D. Fla. 
2018).  Even if the right result under Escobar 
eventually was reached, that is little solace for 
defendants unable to endure years of expense and 
potentially catastrophic exposure. Given the potential 
consequences, enforcing the correct materiality and 
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scienter standard at the pleading stage is an impera-
tive warranting certiorari in this case. 

As described in the amicus briefs, FCA litigation is 
having an extraordinary impact on the healthcare 
industry.  See Br. for the Am. Health Care Ass’n  
& Nat’l Ctr. for Assisted Living as Amici Curiae 
Supporting Pet’rs, at 3, 7–10; Br. of Amicus Curiae 
Nat’l Ass’n for Home Care & Hospice Inc. in Supp. of 
Pet’r, at 1–2.  Indeed, from 1987 – 2009, relators filed 
an average of 288 qui tam cases per year.  See U.S. 
Dep’t of Justice, Fraud Statistics—Overview: Oct. 1, 
1986 – Sept. 30, 2018, at 1–2 (2018) (www.justice.gov/ 
civil/page/file/1080696/download). But from 2011 – 
2017, those numbers skyrocketed to an average of  
684 qui tam cases per year.  Id.  By comparison, from 
1997 – 2017, so-called frequent filers of securities class 
action suits filed an average of 203 new cases per year.  
See Cornerstone Research, Sec. Class Action Filings, 
2018 Year in Review, at 1 (2019) (https://www.corner 
stone.com/Publications/Reports/Securities-Class-Action-
Filings-2018-Year-in-Review).  Armed with rulings 
like the decision below, a newer breed of strike suit is 
just gaining momentum.   

C. This Case Presents Different Questions 
than Campie and Is a Sound Vehicle for 
Resolving those Questions. 

Respondent argues that this case poses “essentially 
indistinguishable questions” from Campie and that 
“[a]ll of petitioners’ principal arguments” already have 
been rejected.  Opp. 13–14.  That distortion of the 
issues fails.  The petition in Campie, which was denied 
by this Court, asked whether the government’s 
continued payment of claims where it had actual 
knowledge of the alleged regulatory violation rendered 
allegations presumptively not material. See Gilead 
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Scis., Inc. v. United States ex rel. Campie, No. 17-936 
(denied Jan. 7, 2019). This case presents a far better 
vehicle for this Court’s review and implicates broader 
issues relevant to FCA cases.1  

First, Campie involved a pervasive factual dispute 
regarding “what the government knew and when.”  
United States ex rel. Campie v. Gilead Scis., Inc., 862 
F.3d 890, 906 (9th Cir. 2017).  The Petition here involves 
no factual issue regarding the government’s actual 
knowledge and continued payment of claims. There 
are no unresolved disputes that would prevent the 
Court from reaching the critical questions presented 
in this case.  

Rather, this case squarely asks whether courts are 
precluded from considering an FCA complaint’s facial 
lack of allegations relating to any past government 
action in analyzing whether a relator has pled mate-
riality.  In addition, the Campie petition did not raise 
any question about the FCA’s scienter requirement.  
This case therefore represents a different and far 
better vehicle for addressing the FCA’s materiality 
and scienter requirements and for providing clarity 
and consistency to the standard for pleading those 
requirements. 

                                                            
1 Seven years after the relators filed a qui tam complaint in 

Campie and following declination by the United States, dismissal 
by the district court, reversal by the Ninth Circuit, and a petition 
for writ of certiorari filed by the defendants, the United States 
submitted an amicus brief supporting the Ninth Circuit’s applica-
tion of Escobar yet indicating that if this case were remanded, the 
United States would move to dismiss over the relators’ objection 
based on its determination that continued prosecution of the suit 
was not in the public interest.  See Br. for the United States as 
Amicus Curiae, at 15, Gilead Scis., Inc. v. United States ex rel. 
Campie, No. 17-936 (filed Dec. 19, 2018). 
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II. COURTS OF APPEALS ARE SPLIT AS TO THE 

STANDARD FOR PLEADING MATERIALITY 
UNDER THE FCA.  

Respondent argues that the materiality analysis 
under Escobar is fact-bound, driven entirely by the 
regulation or government agency at issue, and appar-
ently uniformly applied.  However, at issue here is not 
simply whether other Circuits would have “decided a 
case like this one differently,” Opp. 20, but more 
fundamentally whether the legal standard used by 
these Courts of Appeals has become so divided that  
it requires this Court’s intervention.  As set forth in 
the Petition, the materiality analysis across Courts of 
Appeals is irreconcilable, and Respondent cannot 
salvage that split by recasting the issue.  

In the instant case, Respondent admits that she 
alleged no facts about the government’s past payment 
practices or enforcement efforts with respect to the 
alleged regulatory violation or any factual allegations 
about whether and why the alleged violation would 
cause the government to deny a claim for payment.  
Nonetheless, a divided Sixth Circuit panel held that 
this “has no bearing on the materiality analysis.”  Pet. 
App. 22–23.  The Sixth Circuit approach precludes 
courts from considering a relator’s failure to plead 
what this Court specifically identified as proof of 
materiality.  Escobar, 136 S. Ct. at 2003. That is 
clearly contrary to other Circuits that consider such 
evidence but find it unpersuasive.   

In direct opposition to the Sixth Circuit, the Third 
Circuit held that the relator’s failure to plead any past 
government payment denials based on the underlying 
violation, any previous successful claims based on that 
violation, or any previous court decision upholding the 
relator’s theory of liability “militates against a finding 
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of materiality.”  Petratos, 855 F.3d at 490.  Respondent 
distinguishes Petratos based on the regulatory bodies 
involved, arguing simply that “this case is different.”  
Opp. 19.  Respondent has nothing at all to say about 
the legal standard applied by the court, which cannot 
be reconciled with the Sixth Circuit’s.  

As to the Fourth Circuit, Respondent acknowledges 
that the court in Triple Canopy appropriately consid-
ered allegations regarding the government’s actions in 
the materiality analysis. Triple Canopy, 857 F.3d at 
179.  However, giving weight to government actions 
where they are pled and refusing to give weight  
to a failure to plead government action is simply 
inconsistent.  

Finally, Respondent’s attempts to distinguish 
relevant First Circuit cases fail to veil the Circuit split.  
Respondent argues that the First Circuit’s decision in 
Escobar on remand stands “plainly” for the proposition 
that no negative inference is warranted from failure to 
include allegations of past government practices.  Opp. 
16.  However, the court did consider the failure to 
plead in its analysis.  See United States ex rel. Escobar 
v. Universal Health Servs., Inc., 842 F.3d 103, 112 (1st 
Cir. 2016).  The First Circuit considered the pleadings 
and ultimately concluded that other factors had suffi-
ciently moved the relators over the line of materiality.  
Id.  The Sixth Circuit, on the other hand, prohibits 
such consideration.  

Similarly, in D’Agostino, the First Circuit rejected 
an argument that false statements were material 
where they “could have” influenced the government’s 
FDA approval of the drug at issue, requiring that the 
relator plead facts showing that the underlying 
misrepresentations are “material to the government’s 
payment decision itself.”  D’Agostino v. ev3, Inc., 845 
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F.3d 1, 7 (1st Cir. 2016).  The First Circuit reaffirmed 
that view after its decision on remand in Escobar, 
holding that where there was “no allegation that the 
FDA withdrew or even suspended product approval 
upon learning of the alleged misrepresentations,” this 
was “very strong evidence that those requirements  
are not material.”  See United States ex rel. Nargol v. 
DePuy Orthopaedics, Inc., 865 F.3d 29, 35 (1st Cir. 
2017) (quotation marks removed), cert. denied, 18  
S. Ct. 1551 (2018).  Contrary to the Sixth Circuit, the 
First Circuit in both of these cases considered the 
failure to plead facts regarding past government 
actions as highly relevant to the materiality analysis.  

The Sixth Circuit’s decision that the failure to plead 
past government action has no bearing on the mate-
riality analysis directly contradicts decisions from the 
First, Third, and Fourth Circuits.  That split requires 
this Court’s intervention.  

III. COURTS OF APPEALS ARE SPLIT AS TO THE 
STANDARD FOR PLEADING SCIENTER UNDER 
THE FCA. 

Respondent concedes that Escobar mandates a 
double-knowledge standard in implied certification 
cases but argues that review by this Court is unwar-
ranted because the Sixth Circuit correctly applied the 
double-knowledge standard and other Circuits already 
are following it.  Opp. 24–28.  Both arguments are 
wrong.  

The Sixth Circuit may have quoted the double-
knowledge standard, but it applied only a single-
knowledge standard, holding that scienter was pro-
perly pled based only on allegations that Brookdale 
recklessly disregarded its compliance with the physi-
cian signature timing requirement on home health 
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claims.  The panel majority did not require allegations 
that Brookdale knew or should have known that its 
alleged lack of compliance was material to payment of 
claims.  That holding only goes halfway in carrying out 
Escobar’s directive that FCA liability requires that 
“the defendant knowingly violated a requirement that 
the defendant knows is material.”  136 S. Ct. at 1996 
(emphasis added).  

Only by requiring a relator to plead facts showing 
that a defendant had knowledge that its failure to 
comply with a legal requirement would have affected 
the government’s payment decision can the scienter 
factor effectively address “concerns about fair notice 
and open-ended liability,” as Escobar stated that it 
would.  Escobar, 136 S. Ct. at 2002 (citing United 
States v. Sci. Applications Int’l Corp., 626 F.3d 1257, 
1270 (C.A.D.C. 2010) (SAIC)).  Otherwise, defendants 
are left subject to “essentially punitive” FCA liability, 
id. at 1996, for violating any of the “thousands of 
complex statutory and regulatory provisions,” id. at 
2002, regardless of whether the defendant had any 
basis for knowing that compliance with the require-
ment mattered to the government’s payment of claims. 

Respondent does not dispute that prior to Escobar, 
all but one Circuit analyzing FCA scienter required 
only that a relator allege that the defendant have 
knowledge of its legal violation, not knowledge of 
materiality.  Pet. 27–28 (citing cases).  The First 
Circuit in particular expressly rejected knowledge of 
materiality as a requirement.  United States ex rel. 
Loughren v. Unum Grp., 613 F.3d 300, 312–13 (1st 
Cir. 2010).  These circuits directly conflicted with the 
D.C. Circuit opinion cited throughout Escobar, which 
held that knowledge of materiality is required.  SAIC, 
626 F.3d at 1271.   
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Five Circuits other than the Sixth have analyzed 

scienter since Escobar without requiring the defend-
ant’s knowledge of materiality.  Pet. 28–29.  Respond-
ent attempts to minimize those cases, but does not 
dispute that none required the plaintiff to allege or 
prove double knowledge.  Rather, those courts con-
tinue to apply the prevailing pre-Escobar standard, in 
some instances citing the same pre-Escobar authority.  
See, e.g., Harman, 872 F.3d at 657 (quoting United 
States v. Bollinger Shipyards, Inc., 775 F.3d 255, 259–
60 (5th Cir. 2014)).   

Respondent attempts to distinguish Polukoff, 
United Healthcare, and Miller because those cases 
involve express certification rather than implied certi-
fication.  Opp. 27.  But Respondent cites no authority 
for nor offers any justification why a different scienter 
standard applies in express certification cases.  
Respondent also misstates First Circuit precedent by 
arguing the First Circuit “changed course” from 
Loughren when addressing Escobar on remand.  Opp. 
at 26.  Respondent cherry-picks a quotation of Escobar 
from the procedural background section of the First 
Circuit’s opinion.  The First Circuit did not address 
scienter at all in its substantive legal discussion.  See 
Escobar, 842 F.3d at 103.  Neither did it address or 
overturn Loughren.  The First Circuit’s decision on 
remand is not a course correction on the standard for 
pleading scienter. 

For years courts have split on the fundamental 
elements of the FCA’s scienter requirement.  The 
continuing split establishes that Escobar did not 
resolve those disagreements, even though this Court 
explicitly called out scienter as one of the two elements 
that cabin liability in implied certification cases. This 
case provides the opportunity for the Court to clarify 
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the FCA’s scienter element and how that rigorous 
requirement should be enforced.   

CONCLUSION 

The petition for a writ of certiorari should be 
granted. 
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(615) 742-6200 
BRoark@bassberry.com 
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STATEMENT OF INTEREST OF  
AMICUS CURIAE1 

The National Association for Home Care & Hospice, 
Inc. submits this brief for the Court’s consideration. 
The National Association for Home Care & Hospice, 
Inc. (NAHC) is a not for profit trade association 
representing the interests of nearly 6,000 home and 
community based health care providers throughout 
the nation. NAHC submits this amicus curiae brief in 
support of the Petitioners.  

NAHC members across the United States and the 
millions of individuals who receive their services face 
a risk of severe adverse impact if the Court of Appeals 
decision stands. The decision has the potential to 
impact over 6.6 million claims submitted for Medicare 
payment of home health services provided to over 3.4 
million Medicare beneficiaries annually by over 12,000 
Medicare participating home health agencies.  NAHC 
has directly participated in legislative and regulatory 
matters involved in the physician certification require-
ments under the Medicare home health benefit that 
are at issue in this matter. 

SUMMARY OF THE ARGUMENT 

The Court of Appeals standard of pleading material-
ity with respect to the Medicare physician certification 
requirements poses a serious risk to each home  
health agency as it encourages baseless litigation that 
                                                            

1 All parties have consented to the filing of this brief. A blanket 
consent by the parties has been filed with the Clerk of the Court. 
Amicus curiae certifies that no counsel for a party has authored 
any part of this brief. No counsel for a party has made a monetary 
contribution intended to fund the preparation or submission of 
this brief. Further, no person or entity has made such a monetary 
contribution other than amicus curiae itself. 
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triggers unsustainable costs for the vast majority of 
home health agencies. This litigation and the Court of 
Appeals ruling are at odds with longstanding Medicare 
policy practice and application of the physician certi-
fication rules.  The Medicare administration has had 
longstanding and continuing knowledge that Medicare 
claims have been and are continuing to be paid under 
a standard that requires a signed and dated physician 
certification prior to final billing in order to comply 
with 42 C.F.R. § 424.22(c). It has adjudicated claims 
with that standard since the inception of the Medicare 
home health benefit in 1967. In fact, Medicare contin-
ues to apply that same standard even after the Sixth 
Circuit’s earlier ruling that created a standard that 
there must be a “valid excuse” for any delay in securing 
a physician certification “as soon thereafter as possible” 
beyond the start of care date, continuing to apply a clear 
“prior to final billing” standard in all claims reviews.   

As the relator is a self-proclaimed expert in Medicare 
standards, it is inconceivable that she is unaware of 
the actual Medicare practice. She merely offers her 
conclusory allegation that securing a physician certi-
fication “as soon thereafter as possible” means something 
other than “prior to billing.” She alleges only that such 
vague and generalized standard is material to Medicare’s 
payment of a claim. Such allegation ignores over five 
decades of consistent practice by Medicare. Given that 
background, the Court of Appeals allowed the relator 
to provide nothing more than a bald, unsupported 
allegation that the Petitioners’ submission of claims 
with physician certifications that were established prior 
to Medicare billing are noncompliant and material to 
Medicare’s payment of the claims.  

The regulation at issue herein, 42 C.F.R. § 424.22(c), 
requires a very individualized, fact-based assessment 
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to determine whether there is compliance outside the 
bright-line “prior to billing” test that has been applied 
for decades by the Medicare program. Respondent’s 
reliance on a different interpretation of the “as soon 
thereafter as possible” standard for compliance requires 
a deep, fact-based dive into each individual certifica-
tion to assess, in an individualized proper context, 
whether the Petitioner was compliant or not. Instead, 
the Court of Appeals standard of pleading materiality 
allows for a generalized, universe incorporating alle-
gation that falls far short of a sufficiently pled, specific 
allegation that specific claims of the Petitioners would 
be denied payment by Medicare.   

Materiality in this matter requires a party to plead 
that the Petitioner was overpaid by Medicare based on 
specific facts for each individual physician certifica-
tion within the universe of claims submitted due to 
untimely certifications under: 

1. the appellate court’s “as soon thereafter as 
possible” standard; 

2. the court’s newly created “valid excuse” for any 
delayed certification standard; and 

3. After application of the “without fault” provi-
sion in 42 U.S.C. § 1395gg that permits waiver 
of recovery of any overpayment.  

NAHC urges this Court to grant Petitioners’ Petition 
for Writ of Certiorari so that this Court may fully 
review the decision of the Court of Appeals and apply 
an appropriate standard for pleading materiality in 
this action.  
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ARGUMENT 

RESPONDENT HAS NOT PROPERLY PLED THAT 
PETITIONERS’ ALLEGED NON-COMPLIANCE 
IS MATERIAL TO MEDICARE PAYMENT OF 
HOME HEALTH SERVICES 

The Medicare home health benefit is unique. It is 
the only service that is covered by both Medicare Part 
A and Part B. 42 U.S.C. §§ 1395d(a)(3);1395k(a)(2)(A). 
In addition, it is one of few Medicare benefits that does 
not include a deductible or copay as Congress elimi-
nated cost sharing in 1972 to encourage the use of 
these cost-effective services that are covered under the 
benefit. 42 U.S.C. §§ 1395l(a)(2); 1395l(b)(2). Finally, 
it is the only Medicare Part A benefit that is in no way 
based in an institutional care setting. Instead, it is 
available only in the patient’s place of residence, 
specifically excluding a residence in a nursing facility. 
42 C.F.R. § 409.42(a). It is these elements of uniqueness 
that are relevant to the instant case. 

At issue in this case at present is whether 
Respondent has sufficiently pled that the “as soon 
thereafter as possible” element of 42 C.F.R. § 424.22(c) 
is material to Medicare payment determinations such 
that Medicare would have denied payment of the 
claims. 

The regulation of concern, 42 C.F.R. § 424.22(c), pro-
vides in part, that a home health agency obtain a 
physician certification of the patient’s eligibility for 
Medicare coverage “at the time the plan of care is 
established or as soon thereafter as possible.” 42 C.F.R. 
§ 424.22(c). However, Medicare has never applied such 
a vague standard in adjudicating claims. Instead,  
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Medicare interprets that standard as requiring the 
objective, clear, and sensible criteria that requires 
certification “prior to billing.” Further, Medicare 
knowingly does not apply such requirement other than 
by using a “prior to billing” interpretation in claims 
reviewed subsequent to Court of Appeals earlier 
ruling. 

The Respondent’s action only has merit if she can 
properly allege and establish that her “as soon there-
after as possible” standard under § 424.22(c) and/or the 
“valid excuse” established by the Court of Appeals in 
its earlier decision is material to a payment of a claim. 
No such allegation has been adequately made and no 
such allegation can be proven. Instead, Respondent 
would need to allege and prove that Petitioners did not 
have a signed and dated physician certification prior 
to submitting the final bill for payment in order to 
support her action. If her “as soon thereafter as 
possible” standard is material to Medicare payment  
of a claim, Respondent also fails to properly plead 
materiality in that she offers nothing more than a bald 
allegation, unconnected to any set of facts to support 
an intensely fact-dependent standard that would need 
to be evaluated individually on each respective claim 
submitted to Medicare. 

The Court should hold Respondent to a standard for 
pleading materiality that requires more than a bald 
statement that alleged regulatory noncompliance is 
material as the stability of the Medicare payment 
process nationally is at issue. The Court of Appeals 
standard for pleading materiality allows for baseless 
litigation related to alleged regulatory violations that 
have never been the basis for denial of payment. This 
litigation may be brought in hopes of exacting conces-
sions out of targeted Defendants who must bear the 
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burden of a litigation defense until the merits of the 
allegation can be fully exposed through a trial of the 
actual facts. The Court of Appeals pleading standard 
risks diverting precious resources of health care 
providers away from patients into baseless litigation 
defense.    

A detailed materiality pleading standard is neces-
sary to provide a reasonable balance between the 
purpose of the False Claims Act and the security of a 
health care delivery system that must be allowed to 
rely upon consistent administration of Medicare. The 
thousands of home health agencies that provide care 
on a daily basis cannot safely operate if they are at risk 
of relator-driven lawsuits that hide behind liberal 
standards of pleading that permit empty, conclusory 
allegations that a regulation has been violated and 
that such noncompliance is material to Medicare 
payment. That is particularly the case where, as here, 
the rule in issue is vague and fully fact-dependent 
relative to a compliance standard other than with 
Medicare’s “prior to billing” interpretation. Respondent 
has not dared to specifically allege that Medicare has 
ever rejected a claim under the “as soon thereafter as 
possible” standard she now advances.  

Further, if relators are permitted to rely upon a 
liberal standard of pleading “materiality,” the courts 
are at risk of being flooded with lawsuits under the 
False Claims Act that are based upon unsubstantiated 
and conclusory allegations of materiality using any 
and all regulations that pertain to the conduct involved 
in a generalized, non-specific manner. A heightened 
standard of pleading materiality is essential to avoid 
untold volume of baseless litigation.   
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I. Where Regulatory Compliance Standards 

are Vague and Highly Fact-Based, A 
Detailed, Specific Pleading of Materiality 
Should Be Required 

As discussed below, NAHC strongly contends that 
the applicable standard of compliance is that timely 
physician certifications are those that are obtained 
prior to Medicare billing.2 It is well within Medicare’s 
interpretive authority to apply that standard in deter-
mining whether the “as soon thereafter as possible” 
element of 42 C.F.R. § 424.22(c) is met. Such a standard 
presents an objective, bright-line for assessing compli-
ance in contrast to the vague and open standard that 
exists if “as soon thereafter as possible” is left undefined 
for Medicare and its contractor to struggle with. That 
struggle would necessitate a highly fact-based and 
individualized claim compliance determination. Since 
the certification requirement is applicable to the claim-
ant home health agency (HHA), it would naturally 
necessitate an analysis of the circumstances facing 
that HHA in each instance of every claim where the 
certification is not obtained immediately at the time 
the plan of care is established. For example, with a 
delayed certification, the HHA might have had to deal 
with a physician who died, a hurricane that swamped 
its office, a document delivery that was lost by a carrier, 
a staff shortage, a breakdown in office operations, or 

                                                            
2 It is highly notable that Medicare and its counsel appear to 

have done a litigation dance as to what standard Medicare 
actually applies. Amicus has worked with Medicare on program 
integrity and compliance standards since 1982. At no time has 
Medicare ever applied a standard under 42 C.F.R. § 424.22(c) 
other than a “prior to billing” standard. Such a standard can be 
consistently and efficiently administered in contrast to the vague 
“as soon thereafter as possible” one at issue herein.  
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one of the many other actual occurrences that 
routinely happen in home health care. An HHA cannot 
control the certification timing of a physician’s actions 
any more than it can control the weather. 

Here, even the facts alleged by Respondent demon-
strate a good faith effort to effectively and efficiently 
secure valid physician certifications prior billing 
Medicare. Here, Petitioner established a new system 
of securing physician certifications after finding that 
its existing approach was resulting in a backlog that 
adversely affected the timing of claim submissions to 
Medicare. Clearly, it is in the strong interests of HHA 
to secure signed and dated physician certifications  
as soon as they can manage to do since the HHA is 
without any payment to cover its incurred care costs 
until that step is completed. Any delay in obtaining 
certifications hurts the HHA while Medicare gains the 
financial advantage of paying later.  

Recognizing its need to have compliant physician 
certifications prior to billing Medicare, Petitioner took 
extraordinary steps to obtain signed and dated physi-
cian certifications by establishing a centralized unit 
that had a singularly focused responsibility. Petitioner 
did not sit on unsigned certifications. Instead, it acted 
responsibly and quickly under the circumstances facing 
it. All businesses can face breakdowns in their opera-
tion that result in less than optimal performance. With 
the paperwork-intensive Medicare compliance require-
ments, such is bound to happen frequently. How that 
organization responds to the inevitable breakdown is 
relevant as to whether it is getting the physician cer-
tifications “as soon thereafter as possible.” That action 
is a purely fact-based one. 

A “prior to billing” standard of compliance focuses 
on a single fact. An undefined “as soon thereafter as 
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possible” standard requires consideration of a poten-
tially endless myriad of facts that may be relevant. 

Did Respondent plead that Petitioners’ actions fell 
short of what a responsible HHA would do under the 
circumstances such that its actions or inactions led to 
a failure to comply with 42 C.F.R. § 424.22(c)? Not 
even close.  

Respondent fell far short of a specific pleading that 
could connect to the facts herein and the materiality of 
those facts to a likely finding of noncompliance by 
Medicare that would result in a rejection of payment. 
Materiality in this matter means pleading an essential 
combination of facts and law. In no way did Respond-
ent plead that Petitioner had obtained any physician 
signature in a specific manner or with a lack of 
diligence from a perspective of timing that would be 
material to payment of a Medicare claim.  The Court 
of Appeals did not apply such a necessary pleading 
standard, permitting Respondent to wrongly rely upon 
a bald allegation of materiality.   

Another missing element in Respondent’s pleading 
of materiality is the complete failure to plead whether 
Medicare would have recouped any alleged overpay-
ments resulting from non-compliance with 442 C.F.R. 
§ 424.22(c) under the “without fault” provisions of 42 
U.S.C. § 1395gg.  Medicare can and does waive recovery 
of overpayments where a provider of services is “with-
out fault” in receiving the overpayment. With respect 
to compliance with the “as soon thereafter as possible” 
requirements, HHAs can certainly present strong argu-
ments that recoupment of any overpayments resulting 
from alleged non-compliance should be waived where 
the HHAs complied with the “prior to billing” standard 
that has been the reality application of 42 C.F.R.  
§ 424.22(c) since its inception. As such, Respondents 
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fail to meet the requirement of pleading materiality in 
this case because there is no allegation that Medicare 
would not have waived the recovery of any overpay-
ment incurred by Petitioner.    

This Court should apply a real world standard for 
pleading materiality, not an empty abstract standard 
that allows litigants to simply state that a party’s action 
or inaction is material to payment under Medicare. In 
the real world, facts matter. Under 42 C.F.R. § 
424.22(c), highly individualized, claim-specific facts 
are really all that matters. 

II. Relator Has Not Properly Pled the 
Material “Prior to Billing” Standard  

Medicare has reviewed hundreds of millions of 
claims since the inception of the home health benefit. 
Medicare operations oversight bodies such as the OIG 
have also reviewed numerous home health claims. 
Federal courts have also reviewed Medicare home 
health claims in False Claims Act prosecutions. Not 
once has the basis of a claim rejection been a gener-
alized “as soon thereafter as possible” timeliness 
standard at the heart of the instant case. Respondent 
has not alleged and cannot allege that anything other 
than a “prior to billing” standard is material to pay-
ment of a claim. The Court should grant the Petition 
so that this matter not move forward without more 
than a conclusory allegation of materiality, particu-
larly when a strong showing has been made that the 
allegation is unfounded.  

Medicare has had frequent opportunities to amend 
its regulations and its policy position on the timeliness 
of physician certification, but has not done so. It 
revisited the certification regulation 15 times follow-
ing its 1976 promulgation, 41 Fed. Reg. 21345 (May 
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25, 1976), and not once did it remotely consider enforc-
ing a standard like that alleged here or the one 
established in the earlier Court of Appeals ruling. 
Medicare had that opportunity in the past and had it 
again after the Court of Appeals ruling. Instead, Medi-
care only reaffirmed its longstanding policy position. 

Notably, Medicare has not changed its practice of 
using a “prior to billing” standard for payment with  
42 C.F.R. § 424.22(c) since the initiation of this 
litigation in 2014. To the extent that Medicare could 
claim that it was not aware of any noncompliance 
previously, it certainly could not hold to that position 
after the instant case was filed.  

It is also notable, that Medicare regulations set 
date-specific, objective requirements for inpatient and 
institutional care. In those settings, the facilities 
directly employ certifying physicians or experience 
routine on-site physician-patient encounters that permit 
ease of access to obtaining signed certifications.3 CMS 
has never required pre-discharge certification dead-
line in home health services. It does not fit within the 
context of home health services where physician avail-
ability is random and distant rather than immediate 
and close as exists in institutional care. However, 
Medicare has and continues to employ a comparable 
date-specific standard—HHAs must have assigned 
and date physician certification prior to billing for 
purposes of payment. 

The statutory mandate underlying 42 C.F.R. § 424.22(c) 
presents valuable initial guidance on what Medicare 

                                                            
3 Hard, objective deadlines also exist in other health sectors, 

e.g. 42 C.F.R. § 424.13(b) (inpatient hospital services certification 
required prior to discharge) and in a manner that is comparable 
to one based on a specific triggering deadline, e.g. prior to billing. 
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considers material to payment of a home health 
services claim in permitting payment even where the 
certification is obtained after the conclusion of care. 
That mandate states, in relevant part: 

(2) a physician, . . ., certifies . . . that— 

C) in the case of home health services, such 
services are or were required because the 
individual is or was confined to his home . . .” 
42 U.S.C. § 1395f(a)(2)(C) (emphasis added). 
See also, 42 U.S.C. § 1395n(a)(2)(A)  

The use of past tense verbs “were required” and “was 
confined” combined with present tense verbs denote a 
clear standard that a physician certification can be 
well after services have stopped, in contrast to a stand-
ard that Respondent needs to support its action. 
Notably absent also is any semblance of the appellate 
court’s “valid excuse” requirement for obtaining the writ-
ten certification at some point after the start of care.   

The “prior to billing” timeliness requirement is 
actually based on when a plan of care is established, 
not the start of care. 42 C.F.R. § 424.22(c). A plan of  
care is not “established” until it is in writing, signed-, 
and dated by the certifying physician, an action  
only required prior to billing services. 42 C.F.R.  
§ 409.43(c)(3)(ii). Accordingly, a proper reading of the 
“as soon thereafter as possible” language in 42 C.F.R. 
§ 424.22(c) for payment purposes is that certification 
must be obtained as soon as possible after a plan of treat-
ment is in writing, signed, and dated by the certifying 
physician, not as soon as possible after the start of 
care. Respondent has not alleged any such violation. 

This reading of 42 C.F.R. § 424.22(c) is wholly con-
sistent with the longstanding policy issuances of the 
Centers for Medicare and Medicaid Services (CMS), 
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the arm of the U.S. Department of Health and Human 
Services responsible for administering the home health 
benefit.  In CMS Pub. 100-01, Chapter 4, Section 30.1, 
CMS explains that home health services “[c]ertifica-
tions must be obtained at the time the plan of care is 
established or as soon thereafter as possible. The 
physician must sign and date the plan of care (POC) 
and the certification prior to the claim being submitted 
for payment.”  https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/ge101c04.pdf. 
This policy position clearly connects the deadline for a 
signed and dated certification with the deadline for the 
plan of care—prior to the billing date.   

Medicare has maintained that timeliness standard 
even subsequent to the Court of Appeals’ original rul-
ing in this case. In 2017, changes to its guidance 
regarding physician certification, Medicare had the 
opportunity to modify its certification timeliness stand-
ard and did not do so. Transmittal 704, Pub-100-08 
Medicare Program Integrity, March 17, 2017 (Effec-
tive April 17, 2017).  https://www.cms.gov/Regula 
tions-and-Guidance/Guidance/Transmittals/2017Down 
loads/R704PI.pdf.  

The clear connection of the certification and plan of 
care timeliness standards is highlighted in late 2016 
guidance issued by Medicare as part of its intensive 
claim review project where all claims were subject to a 
comprehensive review prior to payment in targeted 
states.  Medicare explained that a home health agency 
could utilize an old CMS form, CMS-485, which 
combined the formal written plan of care with the 
physician certification statement to achieve compli-
ance. https://www.cms.gov/Research-Statistics-Data-
and-Systems/Monitoring-Programs/Medicare-FFS-Com 
pliance-Programs/Pre-Claim-Review-Initiatives/Down 
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loads/Updated-Pre-Claim-Review-Frequently-Asked-
Questions-10_27_16.pdf.4 

Given that the plan of care needs to be signed and 
dated only prior to billing under 42 C.F.R. § 
409.43(c)(3)(ii), using a Medicare approved form that 
permitted a combined physician certification and plan 
of care leads to the natural conclusion that certifica-
tion is required only prior to billing. Again, Respondent 
has not alleged any violation of that standard. 

Another clear indication that Medicare does not look 
to anything for purposes of payment other than a 
“prior to billing” standard is found in the Home Health 
Review Tool issued by Medicare for its contractor’s 
claim reviews. https:// www.cms.gov/Research-Statist 
ics-Data-and-Systems/Monitoring-Programs/Medicare-
FFS-Compliance-Programs/Medical-Review/Downloads/ 
Home-Health-Review-Tool-08-30-17.pptx. Step 5 of 
that Tool process looks to whether a certification state-
ment has all needed elements is present, but does not 
seek any review of the fact-dependent “as soon there-
after as possible” requirement un 42 C.F.R. § 424.22(c) 
prior to pronouncing that “All Requirements Are Met. 
Mark the case AFFIRMED or PAYABLE.”  

Further, consistent with this guidance, Medicare pub-
lished a Home Health Agency (HHA) and Physician 
Documentation: Review Decision Flowchart. https:// 
www.cms.gov/Research-Statistics-Data-and-Systems/ 
Monitoring-Programs/Medicare-FFS-Compliance-Prog 
rams/Pre-Claim-Review-Initiatives/Downloads/Review-
Decision-Flowchart.pdf. That flowchart includes Step 

                                                            
4 The CMS-485 is found at https://www.cms.gov/Research-

Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FF 
S-Compliance-Programs/Pre-Claim-Review-Initiatives/Downloa 
ds/FAQ-65-HH-Cert-and-Plan-of-Care-example.pdf.  
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2B that considers “Is HHA information signed and 
dated by the physician?” Nowhere in that review 
flowchart does it require the Medicare contractor to 
determine if the certification was obtained at the start 
of care or as soon thereafter as possible. If the stand-
ard that Respondent alleges to be violated is material 
to payment, it would be expected that Medicare would 
include such in its claim review directions given to its 
contractors that are responsible for claim review and 
payment.  

The guidance in the CMS manuals is supplemented 
in a number of ways by CMS, including guidance to 
HHAs from Medicare claim review contractors, e.g.  
“Plan of Care and Certification is required for home 
health services. The signature should be legible and 
dated prior to billing the end of episode claim.” https:// 
www.palmettogba.com/palmetto/providers.nsf/DocsCat
/JM-Home-Health-and-Hospice~A4LNST6303.  This 
guidance clearly sets a timeliness standard as the 
point prior filing the final claim. Further, the contrac-
tor does not advise home health agencies that the 
requirement necessitates that they establish a reason 
for any delay in obtaining a physician certification. 
Instead, it indicates that both a plan of care and 
certification are categorically valid if they are signed 
prior to billing.  

Also, not once has the HHS Office of Inspector 
General (OIG) questioned the use and application of a 
standard that permits home health agencies to obtain 
signed and dated physician certification prior to bill-
ing, e.g. “Medicare Compliance Review of Excellent 
Home Care Services, LLC,” https://oig.hhs.gov/oas/rep 
orts/region2/21401005.asp;  “Medicare Compliance 
Review of Home Health VNA for 2011 and 2012.” https:// 
oig.hhs.gov/oas/reports/region1/11300518.asp and “The 
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Physician’s Role in Medicare Home Health 2001,” 
https://oig.hhs.gov/oei/reports/oei-02-00-00620.pdf. 

It would be highly unlikely that all of the audited 
claims had signed and dated certifications at the start 
of care or that the home health agencies fully pre-
sented explanations for any delays in certification as 
the appellate court interprets the “as soon thereafter 
as possible” provision. Consistent Medicare and industry 
practice has been to consider the certification timeli-
ness requirement to be tied to the date of the billing. 
So long as the certification was obtained by that date, 
home health agencies considered their actions to be 
compliant. CMS never stated otherwise in its policies 
or its audits of claims. 

To meet the requirement for pleading the material-
ity of the Petitioners’ alleged non-compliance with 42 
C.F.R. § 424.22(c) for purposes of payment, Respondent 
must plead that the “prior to billing” standard has been 
violated. Respondent failed to do so thereby warranting 
a grant of the writ of certiorari and a reversal of the 
Court of Appeals decision. 

III. Relator Has Not Pled the Court of Appeals 
“Valid Excuse” Standard as Material to 
Payment of a Medicare Claim 

Respondent does not allege that Petitioners failed  
to have a “valid excuse” for not having a certification 
at the start of care because that standard did not exist 
until it was created by the Court of Appeals.  That 
requirement, crafted outside the public notice and 
comment procedures of the Administrative Procedures 
Act, without the benefit of the expertise of the federal 
agency charged with administering the Medicare 
program, places the entire community of home health 
agencies nationwide at risk of untold numbers of 
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retroactive claim denials and exposes these companies 
to actions such as this under the False Claims Act. 
Such retroactive rulemaking is simply not permitted.  

The appellate court-devised “valid excuse” standard 
may be a next generation standard of compliance in 
the event that Medicare choses to adopt it someday. 
However, that day has not yet come. 

The Court of Appeals for the Tenth Circuit dealt 
with a similar circumstance in Caring Hearts Personal 
Home Services, Inc. v Burwell, No. 14-3243, 2016 BL 
171256 (May 31, 2016).  In Caring Hearts, Medicare had 
rejected home health claims in a post-payment audit 
based on an application of the “homebound” require-
ment for benefit eligibility. However, Medicare’s  
post-payment rejection was based on an application of 
a revised interpretation of the homebound standard, 
one that was not issued until five years after the HHA 
had rendered the services at issue.  

As can be expected, the Tenth Circuit concluded that 
Medicare cannot engage in retroactive rulemaking, 
citing 42 U.S.C. § 1395hh(e)(1)(A).  Ultimately, the 
court did not rule on whether the HHA had met the 
eligibility standards applicable at the time of service 
as that claim was not before the court. Instead, the court 
vacated the District Court’s ruling affirming the denial 
of relief under 42 U.S.C. § 1395pp, a Medicare provision 
that permits waiver of recoveries of payments made 
when an HHA acts in good faith (knows or has reason 
to know standard) regarding a determination on a 
patient’s homebound status.  

Here, we do not have the attempted retroactive 
application of a changed eligibility standard by the 
Medicare administration.  Instead, we have the appel-
late court creating a new standard out of whole cloth, 
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the “valid excuse” standard. As such, if the Petitioner 
must meet that standard, it is necessary that Respond-
ent plead that Petitioner has not complied with it and 
that such noncompliance is material as to whether 
Petitioners’ Medicare claims would be paid. Unsur-
prisingly, Respondent has failed to do so. 

The complexity of defining and applying a “valid 
excuse” standard, particularly in the context of a False 
Claim Act prosecution, demonstrates why such should 
be left to CMS, not the courts, where the APA public 
notice and comment procedures can inform the decision-
making.  

To date, CMS has overtly avoided the creation of 
such a standard and has maintained a reasonable, clear, 
and definitive timeliness standard since the outset of 
the Medicare home health benefit—a signed and dated 
physician certification, as with the Plan of Care, is due 
no earlier than prior to billing. Such a bright-line 
standard for compliance is far better than the appel-
late court’s approach that would necessitate highly 
individualized analyses in over 6.6 million claims with 
a standard of review that is unmanageable and 
fraught with risk of subjectivity. It is that standard 
that has been material to a Medicare payment 
determination for decades. The Respondent does not 
allege a violation of that standard.   

Nor has Respondent pled a violation of the appellate 
court’s “valid excuse” standard as material to Medicare 
payment. She would need to know the future to do so.  

Nevertheless, this case, in its present posture, is 
about whether the Respondent has properly pled the 
materiality of the Petitioners’ actions relative to 
Medicare payment of its benefit payment claims. That 
means, Respondent must present a properly pled 
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allegation of materiality under the standards the 
appellate court ruled as applicable. No such allega-
tions have been advanced by the Respondent thereby 
warranting a granting of the petitioned writ and a 
reversal of the appellate court’s decision. 

CONCLUSION 

For the foregoing reasons, NAHC respectfully requests 
that the Court grant the Petition for Writ of Certiorari 
and reverse the Court of Appeals decision.  

Respectfully submitted, 
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QUESTIONS PRESENTED 
This Court has affirmed False Claims Act (FCA) 

liability, 31 U.S.C. § 3729 et seq., under a theory of 
“implied false certification.” See Universal Health 
Servs., Inc. v. United States ex rel. Escobar, 136 S. Ct. 
1989, 1995 (2016). For that expanded theory of fraud 
liability to apply, however, the contractor’s violation 
must be material to the government’s decision to pay 
the claim, and the contractor must know it is material. 
Id. at 1996, 2002. Despite that holding, the Sixth Cir-
cuit held that a relator’s failure to plead any facts re-
garding an alleged regulatory violation’s effect on the 
government’s past payment of claims “has no bearing 
on the materiality analysis” and that scienter can be 
established even where the relator does not allege 
that the defendant knew that the regulatory violation 
was material to the government’s decision to pay 
claims. That decision directly conflicts with published 
decisions in other circuits regarding the proper en-
forcement of the FCA’s materiality and scienter ele-
ments. 

The questions presented are: 
1. Whether the failure to plead facts relating to 

past government practices in an FCA action can weigh 
against a finding of materiality. 

2. Whether an FCA allegation fails when the 
pleadings make no reference to the defendant’s 
knowledge that the alleged violation was material to 
the government’s payment decision. 
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INTEREST OF AMICI CURIAE 
The American Health Care Association and the 

National Center for Assisted Living (AHCA/NCAL) 
serve as the national representative of more than 
13,500 facilities dedicated to improving the lives of 
more than 1.5 million Americans who live in skilled 
nursing facilities, assisted living communities, and 
other settings throughout the United States. One way 
in which AHCA/NCAL promote the interests of their 
members is by participating as amici curiae in cases 
before this Court with important and far-ranging con-
sequences for their members—including cases such as 
this one presenting important legal questions arising 
under the False Claims Act (FCA), 31 U.S.C. §§ 3729–
3733. See, e.g., Br. for AHCA/NCAL as Amici Curiae 
in Supp. of Pet’r, Universal Health Servs., Inc. v. 
United States ex rel. Escobar, 136 S. Ct. 1989 (2016) 
(No. 15-7); Br. for AHCA et al. as Amici Curiae in 
Supp. of Pet’rs, Graham Cnty. Soil & Water Conserva-
tion Dist. v. United States ex rel. Wilson, 559 U.S. 280 
(2010) (No. 08-304).1 

Liability under the FCA is “essentially punitive in 
nature.” Vt. Agency of Natural Res. v. United States ex 
rel. Stevens, 529 U.S. 765, 784 (2000). Combining tre-
ble damages with maximum per-claim penalties now 

                                                      
1 No counsel for a party authored this brief in whole or in 

part, and no person other than AHCA/NCAL, their members, or 
their counsel made a monetary contribution intended to fund the 
preparation or submission of this brief. The petitioners and re-
spondent have filed a blanket consent to the filing of amicus 
briefs. Counsel of record for petitioners and respondent received 
notice of AHCA/NCAL’s intent to file this brief more than ten 
days before the due date. 
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exceeding $22,000, see Civil Monetary Penalties Infla-
tion Adjustment, 83 Fed. Reg. 3944, 3945 (Jan. 29, 
2018), the FCA has become a tool ripe for potential 
abuse by those who wield its destructive power. This 
is especially true of FCA suits prosecuted by qui tam 
relators, who are “motivated primarily by prospects of 
monetary reward rather than the public good.” 
Hughes Aircraft Co. v. United States ex rel. Schumer, 
520 U.S. 939, 949 (1997); see also 31 U.S.C. 
§ 3730(d)(2) (providing that in cases such as this one 
in which the Federal Government declines to inter-
vene, the relator is entitled to between 25 and 30 per-
cent of any judgment or settlement, as well as attor-
ney’s fees and costs). 

The Federal Government funds in full or in part a 
substantial percentage of the services provided by 
AHCA/NCAL’s members. As a result, the threat of op-
portunistic qui tam suits looms over AHCA/NCAL’s 
members on a daily basis—as it does for virtually eve-
ryone who provides items or services in the Nation’s 
health-care industry. 

As is pertinent here, in Universal Health Services, 
Inc. v. United States ex rel. Escobar (Escobar), 136 S. 
Ct. 1989, 1996 (2016), this Court confirmed that a 
“misrepresentation about compliance with a statu-
tory, regulatory, or contractual requirement must be 
material to the Government’s payment decision in or-
der to be actionable under the [FCA].” Unfortunately, 
as described in detail by the petition for a writ of cer-
tiorari filed by Brookdale Senior Living Communities, 
Inc., et al. (collectively, Brookdale), application of Es-
cobar’s materiality requirement has been anything 
but uniform. 
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The ongoing controversy surrounding Escobar’s 
materiality requirement imposes a significant burden 
on members of the health-care industry that goes 
largely unseen by the public. In 2009, Congress 
amended the FCA by, among other things, liberalizing 
the use of civil investigative demands (CIDs) by the 
Department of Justice. See Fraud Enforcement and 
Recovery Act of 2009, Pub. L. No. 111-21, § 4(c), 123 
Stat. 1617, 1623–24 (amending 31 U.S.C. § 3733). It is 
now commonplace for the Department of Justice to 
serve CIDs on health-care providers in response to qui 
tam suits filed under seal. Such CIDs often seek nu-
merous categories of records spanning several years, 
and may even require deposition testimony and an-
swers to written interrogatories. See 31 U.S.C. 
§ 3733(f), (g), (h). 

Such CID-based investigations often last several 
years and cost providers hundreds of thousands of dol-
lars (and sometimes more) in attorney’s fees, elec-
tronic-discovery costs, and lost productivity, which 
cannot be recovered even in those instances where, as 
here, the Government eventually declines to inter-
vene. One reason why such investigations take so long 
to resolve—and why many providers eventually capit-
ulate through settlements rather than litigate the 
substantive merit of the allegations made against 
them by qui tam relators and/or the Government—is 
the legal uncertainty that currently surrounds Esco-
bar’s materiality requirement. 

Therefore, AHCA/NCAL and their members have 
a substantial interest in the questions presented here. 
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SUMMARY OF ARGUMENT 
After decades of debate in the lower courts over 

the validity of the implied false certification theory of 
FCA liability, this Court, in Escobar, ruled that the 
theory is valid. Acknowledging the concerns this po-
tentially boundless theory poses to defendants in 
countless industries, however, the Court took pains to 
emphasize that the FCA’s “rigorous” materiality and 
scienter requirements must be strictly enforced—es-
pecially at the pleadings stage—to ensure fair notice 
of potential liability to defendants and prevent the im-
position of expansive liability. 

Although this direction from the Court was clear 
in its own right, the Court did not itself apply its ma-
teriality and scienter analysis in Escobar. Perhaps for 
that reason, some lower courts, like the Sixth Circuit 
in this case and the Ninth Circuit in United States ex 
rel. Campie v. Gilead Sciences, Inc., 862 F.3d 890 (9th 
Cir. 2017), petition for cert. pending, No. 17-936 (filed 
Dec. 26, 2017), have issued decisions reducing the 
Court’s materiality and scienter holdings to little 
more than precatory suggestions. These decisions, in 
turn, encourage relators (and the Government) to 
plead fewer and less specific facts in their FCA com-
plaints—directly contrary not only to Escobar, but to 
the mandates of Federal Rules of Civil Procedure 8 
and 9(b) and this Court’s long-settled jurisprudence 
construing those fundamental procedural rules. 

As Brookdale persuasively demonstrates, the 
Sixth Circuit’s divided ruling below and the Ninth 
Circuit’s decision in Campie diverge from those of 
multiple other circuits and conflict with Escobar. They 
are also Exhibits A and B for why it is so critical that 
only complaints alleging specific and plausible facts 
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showing that the alleged “fraud” actually or likely af-
fected the Government’s decision whether to pay the 
defendant’s claims—and that the defendant knew as 
much—can unlock the gate to onerous and costly dis-
covery in FCA actions. 

Indeed, the Sixth Circuit’s diluted pleading stand-
ard in this case allows even more meritless qui tam 
suits to proceed to discovery, which, in turn, ratchets 
up the pressure on defendants to settle meritless suits 
and further encourages the filing of still more specu-
lative claims. It also fosters the sort of ad hoc analysis 
of pleadings that is antithetical to the predictability 
FCA defendants need to guide their compliance efforts 
and avoid the burdensome litigation costs and essen-
tially punitive damages the statute can inflict. 

Accordingly, the Court should grant certiorari so 
that it can provide needed clarification on the proper 
enforcement at the pleadings stage of the FCA’s ma-
teriality and scienter requirements, restore uni-
formity in how lower courts carry out Escobar’s man-
date, and prevent the deleterious consequences that 
will follow from the Sixth Circuit’s decision. 

ARGUMENT 
I. STRICT ENFORCEMENT OF THE FCA’S RIGOROUS 

MATERIALITY AND SCIENTER REQUIREMENTS AT 

THE PLEADINGS STAGE IS NECESSARY TO LIMIT 

IMPLIED CERTIFICATION CLAIMS AND ROOT OUT 

MERITLESS AND COSTLY FCA SUITS 
As noted, this Court in Escobar held that the so-

called “implied certification theory” of liability—pred-
icated on alleged misrepresentations or omissions 
about compliance with an underlying statutory, regu-
latory, or contractual requirement—is actionable un-
der the FCA. In so doing, the Court rejected “policy 
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arguments” about “fair notice” and expansive liability 
as a reason to ignore what it found to be the plain 
meaning of the statutory text. Escobar, 136 S. Ct. at 
2002. 

But that was not because the Court deemed these 
policy arguments without force. Quite the contrary: it 
stressed that the same “concerns about fair notice and 
open-ended liability can be effectively addressed 
through strict enforcement of the Act’s materiality 
and scienter requirements[,]” id. (internal quotation 
marks and citation omitted), and proceeded to articu-
late how lower courts should carry out such “strict en-
forcement.” 

a. As to the “demanding” materiality require-
ment, the Court made clear that FCA liability can ex-
ist only where the underlying misrepresentation 
about compliance is “material to the Government’s 
payment decision[.]” Id. Materiality cannot be met 
simply where the Government deems compliance to be 
a “condition of payment” or where the Government 
would be entitled to deny payment “if it knew of the 
defendant’s noncompliance.” Id. at 2003. That would 
sanction “an extraordinarily expansive view of liabil-
ity” that the FCA “does not adopt[.]” Id. at 2004. What 
matters instead, the Court concluded, is what the 
Government actually would do with a claim for pay-
ment if it knew about the misrepresented or undis-
closed noncompliance. Id. at 2002–04. Thus, whether 
the Government paid or refused to pay claims based 
on, or with knowledge of, the defendant’s noncompli-
ance with the particular statutory, regulatory, or con-
tractual requirement at issue—and had done so in the 
mine run of similar cases—is central to the material-
ity inquiry. Id. at 2003–04. 
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The Court laid out equally strict guidelines for es-
tablishing scienter, holding that relators must show 
“the defendant knowingly violated a [statutory, regu-
latory, or contractual] requirement that the defendant 
knows is material to the Government’s payment deci-
sion.” Id. at 1996. 

b. As important as the Court’s substantive defi-
nition of the materiality and scienter requirements 
was the Court’s procedural command that lower 
courts strictly enforce the materiality requirement at 
the motion-to-dismiss stage. Assessing materiality 
based on the complaint’s allegations, the Court 
stressed, was not “too fact intensive.” Id. at 2004 n.6. 
Rather, the materiality standard was “familiar and 
rigorous” and FCA relators now must plead material-
ity facts sufficient to meet the settled pleading stand-
ards under Federal Rules of Civil Procedure 8 and 
9(b). 

The Court’s emphasis on the critical gatekeeping 
function of a motion to dismiss was nothing new. Time 
and again the Court has recognized that such motions 
are an “important mechanism for weeding out merit-
less claims[.]” Fifth Third Bancorp v. Dudenhoeffer, 
134 S. Ct. 2459, 2471 (2014). They ensure that the 
substantial discovery and litigation burdens be im-
posed on defendants only where well-pleaded factual 
allegations elevate a claim for relief to a sufficient 
level of plausibility. Bell Atl. Corp. v. Twombly, 550 
U.S. 544, 559 (2007). It simply “is no answer to say 
that a claim . . . can, if groundless, be weeded out early 
in the discovery process[.]” Id. 

That burden is exceptionally heavy and costly in 
FCA cases. Because “discovery in qui tam suits is par-
ticularly vitriolic,” it often leads to “years of expensive 
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disputes over document production and depositions.” 
Mathew Andrews, Note, The Growth of Litigation Fi-
nance in DOJ Whistleblower Suits: Implications and 
Recommendations, 123 Yale L.J. 2422, 2434 (2014); 
see also United States ex rel. McBride v. Halliburton 
Co., 848 F.3d 1027, 1029 (D.C. Cir. 2017) (affirming 
grant of summary judgment after eight years of litiga-
tion, the denial of defendants’ motion to dismiss, and 
defendants’ production of “over two million pages of 
documents”). “Pharmaceutical, medical devices, and 
health care companies” in particular “spend billions 
each year” defending FCA suits. John T. Bentivoglio 
et al., False Claims Act Investigations: Time for a New 
Approach?, 3 Fin. Fraud L. Rep. 801, 801 (2011). 

c. Such an omnipresent “threat of discovery ex-
pense will push cost-conscious defendants to settle 
even anemic cases before reaching those proceedings.” 
Twombly, 550 U.S. at 559; see also AT&T Mobility 
LLC v. Concepcion, 563 U.S. 333, 350 (2011) (acknowl-
edging that with “even a small chance of a devastating 
loss, defendants will be pressured into settling ques-
tionable claims”); Stoneridge Inv. Partners, LLC v. 
Scientific-Atlanta, Inc., 552 U.S. 148, 163 (2008) (ex-
pressing concern “that extensive discovery and the po-
tential for uncertainty and disruption in a lawsuit al-
low plaintiffs with weak claims to extort settlements 
from innocent companies”). This is all the more true 
in FCA litigation, with its attendant treble damages, 
civil penalties, and attorney’s fees. See John T. Boese 
& Beth C. McClain, Why Thompson Is Wrong: Misuse 
of the False Claims Act to Enforce the Anti-Kickback 
Act, 51 Ala. L. Rev. 1, 18 (1999) (observing that FCA’s 
damage and penalty framework “places great pres-
sure on defendants to settle even meritless suits”). 
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But it is not just the potential for outsized dam-
ages and penalties that exerts such hydraulic pres-
sure on defendants to forego the fight. Even generic 
allegations that a company “defraud[ed]” the Govern-
ment can seriously impair a company’s reputation 
which, “once tarnished, is extremely difficult to re-
store.” Todd J. Canni, Who’s Making False Claims, 
The Qui Tam Plaintiff or the Government Contractor? 
A Proposal to Amend the FCA to Require that All Qui 
Tam Plaintiffs Possess Direct Knowledge, 37 Pub. 
Cont. L.J. 1, 11 (2007). 

Worse still is an adverse final judgment under the 
FCA, which can lead to the functional equivalent of 
the death penalty for health-care providers. Almost all 
such providers depend on their participation in one or 
more federal health care programs such as Medicare. 
The Secretary of Health and Human Services may ex-
clude from participation in such programs any indi-
vidual “that the Secretary determines has committed 
an act which is described in section 1320a-7a . . . of 
this title. . . .” 42 U.S.C. § 1320a-7(b)(7). Section 
1320a-7a, in turn, provides civil monetary penalties 
for any person who, among other things, “knowingly 
presents or causes to be presented . . . a claim . . . that 
the Secretary determines . . . is for a medical or other 
item or service and the person knows or should know 
the claim is false or fraudulent.” § 1320a-7a(a)(1); see 
also Vicki W. Girard, Punishing Pharmaceutical Com-
panies for Unlawful Promotion of Approved Drugs: 
Why the False Claims Act is the Wrong Rx, 12 J. 
Health Care L. & Pol’y 119, 136–37 (2009) (“The 
threat of exclusion . . . has been characterized as a cor-
porate ‘death sentence’ for pharmaceutical companies. 
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Indeed, the risk of losing millions of customers cov-
ered under these programs explains many companies’ 
willingness to settle rather than litigate issues.” (foot-
notes omitted)). 

Such draconian consequences are not restricted to 
health-care providers. They extend to federal contrac-
tors across the spectrum of American industry. See, 
e.g., FAR 9.406-2(a) (civil judgment demonstrating 
fraud or a lack of honesty and integrity in business 
can result in debarment). 

This environment gives relators all the incentive 
they need to assert even the shakiest of FCA claims, 
hoping to hit pay dirt by pressuring defendants to set-
tle while facing little financial risk to themselves. See, 
e.g., 31 U.S.C. § 3730(d)(4) (imposing heightened 
standard on defendants to recover attorney’s fees from 
relators, such that defendants may recover such fees 
only upon a judicial finding that the relator’s legal 
claims were “clearly frivolous, clearly vexatious, or 
brought primarily for purposes of harassment”) (em-
phasis added). And the endorsement of implied false 
certification claims in Escobar is “destined to increase 
the scope and complexity of FCA investigations and 
litigation.” Jonathan Diesenhaus et al., Is That Claim 
False?: Implied False Certification Liability After Es-
cobar, 2017 Health L. Handbook 1, 1 (2017). This 
makes it all the more essential that lower courts faith-
fully apply the early and exacting scrutiny called for 
by this Court’s holding in Escobar to “divide the plau-
sible sheep from the meritless goats.” Fifth Third 
Bancorp, 134 S. Ct. at 2470. 
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II. THE SIXTH CIRCUIT’S RULING PROVIDES A 

ROADMAP FOR CIRCUMVENTING ESCOBAR IN DI-

RECT CONTRAVENTION OF THIS COURT’S CLEAR 

AND UNANIMOUS HOLDING 
Escobar inspired hope that lower courts would 

help mitigate the threat of meritless FCA actions. As 
the petition explains, many lower courts—including 
multiple courts of appeals—have adhered to Escobar’s 
materiality holding and have rigorously applied the 
materiality requirement in deciding motions to dis-
miss. Pet. 19–23 (discussing, inter alia, United States 
ex rel. Petratos v. Genentech Inc., 855 F.3d 481, 490 
(3d Cir. 2017)). But the Sixth Circuit’s decision below 
in this case (Prather)—combined with the Ninth Cir-
cuit’s ruling in Campie2—are cause to wonder whether 
the optimism that sprung from Escobar is well-
founded. 

a. Indeed, the Sixth Circuit’s decision in Prather 
erroneously breaks from Escobar’s mandate in funda-
mental respects and contradicts Escobar’s core hold-
ing on materiality and scienter. For starters, after 
characterizing Escobar’s materiality standard as a 
“holistic” one, Prather lists several non-dispositive, 
non-exhaustive factors that bear on the materiality 

                                                      
2  As Brookdale notes, Campie rejected the defendants’ mo-

tion to dismiss relators’ implied certification claims where, as 
here, relators failed to plead any facts concerning the govern-
ment’s payment or approval behavior. See Campie, 862 F.3d at 
907. The Ninth Circuit further held—directly contrary to Esco-
bar (and Twombly too)—that relators’ claims could proceed be-
cause they had alleged “more than the mere possibility that the 
government would be entitled to refuse payment if it were aware 
of the violations” at issue. Id. The petition for writ of certiorari 
in Campie remains pending. 
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inquiry—the Government’s actual conduct when it 
comes to paying or approving claims just one among 
them, no more or less important than the others. Pet. 
App. 15–16. This flatly misreads Escobar. 

To be sure, Escobar does not artificially confine 
the materiality analysis strictly to those facts men-
tioned in the Court’s opinion. Escobar, 136 S. Ct. at 
2003–04. But the Court did make crystal clear what 
those facts must relate to—“the Government’s pay-
ment decision” at issue in the case at hand. Id. at 2002 
(emphasis added). Thus, neither proof that compli-
ance was a “condition of payment” nor evidence that 
the Government has the option to decline payment if 
it knows about noncompliance can meet the material-
ity requirement. Id. at 2003. Rather, courts must be 
able to determine—from the face of the complaint’s al-
legations—whether the Government actually or likely 
would, or would not, pay. If, as here, the allegations 
do not allow that determination to be made one way 
or the other, Escobar compels dismissal. 

Nor is the purported “holistic” nature of Escobar’s 
materiality analysis a license to ignore the “dog that 
did not bark”3 that is relator’s operative complaint 
here, which makes no mention of the Government’s 
actual payment or approval practices at issue. To be 
clear, this Court did not call its materiality standard 
a “holistic” one—the First Circuit did, on remand in 
Escobar. See United States v. Strock, No. 15-CV-887-
FPG, 2018 WL 4658720, at *2 (W.D.N.Y. Sept. 28, 

                                                      
3  See Chisom v. Roemer, 501 U.S. 380, 396 n.23 (1991) (citing 

A. Doyle, Silver Blaze, in The Complete Sherlock Holmes 335 
(1927)). 
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2018) (explaining that Escobar “did not itself articu-
late any rule requiring a ‘holistic approach’ to materi-
ality—rather that language comes from the First Cir-
cuit’s decision on remand” and rejecting “holistic” ar-
gument as ground to reconsider materiality-based dis-
missal) (internal quotation marks and citation omit-
ted). And contrary to the decision below, Escobar 
surely did not even suggest, much less hold, that a 
complaint which merely alleges noncompliance with a 
regulation that requires compliance as a condition of 
payment, coupled with some nebulous notion that the 
requirement goes to the “essence of the bargain” with 
the Government or acts as some amorphous “mecha-
nism of fraud prevention,” can survive the requisite 
strict judicial enforcement of the materiality require-
ment. Pet. App. 17–19, 23–27.4 

In so ruling, the Sixth Circuit has set a dangerous 
precedent. For one thing, Prather invites judicial in-
ventiveness, authorizing courts to manipulate the 
malleable boundaries of what it means to go to the “es-
sence of the bargain” or serve as some “mechanism of 

                                                      
4  That is not all the Sixth Circuit’s “holistic” analysis ig-

nored. Contrary to the views of other circuits, see, e.g., Petratos, 
855 F.3d at 490 (finding failure to show materiality where, in the 
six years since the relator disclosed evidence of the defendants’ 
“misinformation” to the government, “the Department of Justice 
has taken no action against [the defendants] and declined to in-
tervene in this suit”), the Sixth Circuit also declined to consider 
the significance of the Government’s non-intervention, Pet. App. 
26–27. Given that Government non-intervention would appear 
to be the kind of evidence of Government behavior particularly 
relevant to the materiality inquiry under Escobar, this finding, 
too, is dubious at best—and, as noted, itself conflicts with multi-
ple circuit decisions. 
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fraud prevention.” Almost anything can be shoe-
horned into these capacious terms—only the judicial 
imagination is a limit, and it is not much of one. This 
cannot be what the Court in Escobar intended when it 
announced that the materiality requirement is “rigor-
ous” and “demanding” and must be enforced at the 
pleadings stage. 136 S. Ct. at 2002, 2003, 2004 n.6. It 
is, instead, an entrée to the “open-ended liability” the 
materiality (and scienter) requirements were de-
signed to curtail. Id. at 2002. 

b. Moreover, under Prather, relators have a non-
stop ticket to discovery—and perhaps even to trial—
without having to allege in their complaints any facts 
concerning the Government’s actual behavior vis-à-
vis the asserted regulatory, statutory, or contractual 
violation at issue in the case. As Brookdale rightly 
points out, Prather encourages relators and the gov-
ernment to avoid the topic altogether in their plead-
ings, confident that their silence will not be used 
against them. Pet. 4. Not only does this contradict Es-
cobar, but it raises the specter of interminable FCA 
litigation within the Sixth Circuit and elsewhere un-
less this Court intercedes. 

The likelihood of protracted FCA suits is greater 
still because “[t]ypically, when litigants seek discov-
ery against the United States in FCA cases in which 
the government declined to intervene, the government 
tries to limit, if not avoid its discovery obligations.” 
Ethan Posner & Noam Kutler, Escobar Provides New 
Grounds For Seeking Gov’t Discovery, Law360 (Aug. 
11, 2017). Compounding matters, courts may deem 
themselves to have only limited power to force the 
Government’s hand when it comes to responding to 
discovery requests in non-intervened cases. See, e.g., 



 
 
 
 
 

15 
 

 

COMSAT Corp. v. Nat’l Sci. Found., 190 F.3d 269, 278 
(4th Cir. 1999) (reasoning that “[w]hen an agency is 
not a party to an action, its choice of whether or not to 
comply with a third-party subpoena is essentially a 
policy decision about the best use of the agency’s re-
sources” to which courts “defer”). 

c. The harmful consequences of the open-ended 
approach the Sixth Circuit adopted are on full display 
in this very case. The majority below—many years af-
ter the claims for payment at issue were submitted—
conjured up a questionable and novel condition-of-
payment requirement from the relevant regulations 
and then leveraged that requirement to support not 
only a finding of materiality, but a finding of an im-
plied false certification as well. Pet. App. 5–6, 16–27. 

This evokes precisely the fair notice concerns that 
opponents of the implied certification theory ex-
pressed to the Court in Escobar, and that the Court in 
Escobar sought to “allay.” 136 S. Ct. at 2002. Escobar 
did find that the FCA’s text supports the implied cer-
tification theory as a means to establish the falsity el-
ement of an FCA claim “at least in some circum-
stances.” Id. at 1999. But that did nothing to change 
the inherent unfairness of the theory or the likelihood 
that its application “could short-circuit the very reme-
dial process the Government has established to ad-
dress [regulatory] non-compliance[,]” United States ex 
rel. Rostholder v. Omnicare, Inc., 745 F.3d 694, 702 
(4th Cir. 2014) (internal quotation marks and citation 
omitted), and convert the FCA into precisely what it 
is not: “a general enforcement device for federal stat-
utes, regulations, and contracts,” Steury v. Cardinal 
Health, Inc., 625 F.3d 262, 269 (5th Cir. 2010) (inter-
nal quotation marks and citation omitted). 
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d. Prather’s scienter analysis likewise deviates 
sharply from Escobar and risks creating just as much 
mischief as the Sixth Circuit’s flawed materiality find-
ing. Escobar’s scienter holding could not be clearer: 
“What matters is not the label the Government at-
taches to a requirement, but whether the defendant 
knowingly violated a requirement that the defendant 
knows is material to the Government’s payment deci-
sion.” 136 S. Ct. at 1996. 

Yet, the Sixth Circuit majority divined 
Brookdale’s supposed knowledge that its compliance 
with a certain regulatory requirement was material 
from mere allegations that there were concerns about 
compliance and that Brookdale knew some physicians 
might not later sign patient certifications—without 
any allegations that Brookdale knew its supposed 
noncompliance actually would impact the Govern-
ment’s payment decisions. Pet. 30–31. And to make 
matters worse, the majority rested its finding of know-
ing regulatory noncompliance in 2011 and 2012 based 
on a novel and unprecedented interpretation of the 
relevant regulation in 2016—unknowable at the time 
the claims and payments at issue in the case were 
made. 

Here again, Escobar’s expressed concerns with 
“fair notice and open-ended liability” are realized. 136 
S. Ct. at 2002. “Strict enforcement of the FCA’s 
knowledge requirement helps to ensure that innocent 
mistakes made in the absence of binding interpretive 
guidance are not converted into FCA liability, thereby 
avoiding the potential due process problems posed by 
penalizing a private party for violating a rule without 
first providing adequate notice of the substance of the 
rule.” United States ex rel. Purcell v. MWI Corp., 807 
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F.3d 281, 287–88 (D.C. Cir. 2015) (internal quotation 
marks and citation omitted). 

This is all the more critical after Escobar, which 
requires not only knowledge of noncompliance, but 
also knowledge by the defendant that the noncompli-
ance is material to the Government’s payment deci-
sion. Yet, as Judge McKeague explained in dissent, 
Brookdale now is subject to liability “for recklessly 
disregarding” a regulatory requirement that did not 
exist until 2016 (when the Sixth Circuit majority cre-
ated it) and where “nothing—absolutely nothing—in 
the existing law required [Brookdale] to provide af-
firmative justifications for late signatures during the 
billing process.” Pet. App. 61. This engenders funda-
mental due process concerns of fair notice, for it 
stands to reason that one cannot know his or her con-
duct violates a regulation and is likely to affect an-
other’s decision-making based on a court’s interpreta-
tion of that regulation several years after the fact. See, 
e.g., FCC v. Fox Television Stations, Inc., 567 U.S. 239, 
253 (2012) (“A fundamental principle in our legal sys-
tem is that laws which regulate persons or entities 
must give fair notice of conduct that is forbidden or 
required.”). 

Prather’s materiality and scienter holdings—
which encourage the pleading of fewer, and less spe-
cific, facts—ultimately run counter to Rule 9(b), which 
demands more particularity in pleading fraud-based 
actions, not less, even though this Court made clear in 
Escobar that Rule 9(b) applies to the materiality ele-
ment every bit as much as it does to the falsity ele-
ment. 136 S. Ct. at 2004 n.6. 
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III. THIS COURT’S REVIEW IS WARRANTED TO CLAR-

IFY ESCOBAR AND BRING UNIFORMITY TO LOWER 

COURTS’ APPLICATION OF THAT CRITICAL PREC-

EDENT 
The Sixth Circuit’s departures from Escobar con-

firm the need for this Court to grant certiorari so that 
it can clarify and reinforce what it said in Escobar and 
prevent the likely migration of FCA suits to the Sixth 
Circuit, hoping to take advantage of the lax scrutiny 
of FCA pleadings Prather calls for. 

a. As discussed above, Prather all but oblite-
rates the significance of what this Court in Escobar 
stressed is central in determining whether a misrep-
resented or concealed regulatory, statutory, or con-
tractual violation is material under the FCA: the Gov-
ernment’s payment or approval, or non-payment or re-
jection, of a claim. And Prather’s scienter analysis ren-
ders what is supposed to be a “demanding” scienter 
requirement all but toothless—with possibly serious 
constitutional due process ramifications. 

As a result, in courts governed by (or that can 
elect to follow) Prather, relators need not—and are in-
centivized to not—mention the Government’s past 
payment practices in their complaints. Nor must rela-
tors plead facts to show the defendant knew its alleged 
noncompliance was material to the Government’s de-
cision to pay or not pay a claim. 

b. These relator-friendly rulings in Prather (and 
Campie) assuredly will attract qui tam and Govern-
ment FCA suits alike, enabled by the FCA’s expansive 
venue and nationwide service-of-process provisions. 
An FCA case may be brought “in any judicial district 
in which the defendant or, in the case of multiple de-
fendants, any one defendant, can be found, resides, 
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transacts business, or in which any act proscribed by 
[the FCA] occurred.” 31 U.S.C. § 3732(a). And a “sum-
mons . . . shall be issued by the appropriate district 
court and served at any place within or outside the 
United States.” Id. Under these provisions, “[w]hen 
the nationwide service of process and nationwide 
venue are combined, they can easily require individu-
als and corporations to defend [FCA] cases far from 
their homes and far from where the corporations or 
individuals have ever conducted business.” 2 John T. 
Boese, Civil False Claims & Qui Tam Actions 
§ 5.06[E] at 5-147 (4th ed. 2018). 

As a result, FCA suits against prominent health-
care providers like Brookdale—which operates in 45 
States—may be brought in various different circuits, 
thus allowing relators to take advantage of more fa-
vorable FCA precedents by filing suit in circuits like 
the Sixth and the Ninth. This is forum-shopping at its 
worst, just another form of opportunistic behavior 
that strikes at the heart of what the FCA is intended 
to accomplish. See Bailey v. Shell W. E&P, Inc., 609 
F.3d 710, 721 n.3 (5th Cir. 2010) (stating that “at-
tempts at forum shopping constitute the opportunistic 
and parasitic behavior that the FCA seeks to pre-
clude”). 

c. Review is all the more warranted here in light 
of the Government’s post-Escobar litigation strategy 
in FCA cases and the likely survival of the Ninth Cir-
cuit’s flawed decision in Campie. In the wake of Esco-
bar, the Government has filed a flurry of briefs—in-
cluding in this Court—advocating a sharply limited 
and erroneous reading of Escobar and how the FCA’s 
scienter and materiality requirements should be en-
forced. Pet. 35–36. In its recent brief responding to 
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this Court’s call for its views in Campie, the Govern-
ment noted its approval of Prather and specifically en-
dorsed the Sixth Circuit’s interpretation of Escobar 
and FCA pleading requirements. Br. for U.S. as Ami-
cus Curiae at 13–14, Gilead Scis., Inc. v. United States 
ex rel. Campie, No. 17-936 (U.S. Nov. 30, 2018). 

The Government also asserted in Campie that if 
that case “is remanded to the district court, the gov-
ernment will move to dismiss respondents’ suit under 
Section 3730(c)(2).” Id. at 15. This suggests that the 
Government will in other FCA cases likewise seek to 
preserve appellate rulings it likes by invoking its 
power to dismiss. See Jeff Overley, 5 Key Questions As 
DOJ Torpedoes Gilead FCA Suit, Law360 (Dec. 4, 
2018) (“DOJ may see its commitment to dismissal [in 
Campie] as a way to ensure that the Ninth Circuit’s 
Escobar precedent isn’t eviscerated”). And according 
to at least some circuits, that unilateral dismissal 
power is broad and largely unchecked by meaningful 
judicial review. See Swift v. United States, 318 F.3d 
250, 252 (D.C. Cir. 2003) (recognizing Government’s 
“unfettered right” to dismiss). But see United States ex 
rel. Sequoia Orange Co. v. Baird-Neece Packing Corp., 
151 F.3d 1139, 1145 (9th Cir. 1998) (requiring Gov-
ernment to show dismissal is rationally related to a 
“valid government purpose”). 

In the end, the Government’s representation that 
it will dismiss Campie if that case is remanded to the 
district court may lead this Court to deny review in 
Campie. But that is all the more reason for the Court 
to grant the petition here so that it can clarify and re-
iterate what it said in Escobar and bring uniformity 
to what is now an increasingly splintered legal land-
scape on such critical and impactful FCA issues. 
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CONCLUSION 
For the foregoing reasons and those contained in 

Brookdale’s petition, the petition should be granted. 
Respectfully submitted. 
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.212

§ 1.212 General.

Currentness

No USDA employee may provide testimony or produce documents in a judicial or administrative proceeding unless
authorized in accordance with this subpart.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Notes of Decisions (4)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B71A37082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B9ECDF082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3BCAE70082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1R)&originatingDoc=NCC06BCB0868B11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.212&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N50F9922082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1SUBPTKR)&originatingDoc=NCC06BCB0868B11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.212&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NCC06BCB0868B11D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NCC06BCB0868B11D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/RelatedInformation/NotesofDecisions?docGuid=NCC06BCB0868B11D99564CBDD35F58A0E&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=NotesOfDecision&contextData=(sc.DocLink)


§ 1.213 Appearance as a witness on behalf of the United States., 7 C.F.R. § 1.213

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.213

§ 1.213 Appearance as a witness on behalf of the United States.

Currentness

An employee of USDA may appear as a witness on behalf of the United States in any judicial or administrative
proceeding without the issuance of a summons, subpoena, or other compulsory process. Employees should obtain
permission for such an appearance from their immediate supervisor unless the USDA agency or General Counsel has
issued instructions providing otherwise.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Notes of Decisions (3)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.214

§ 1.214 Appearance as a witness on behalf of a party other
than the United States where the United States is not a party.

Currentness

(a) An employee of USDA served with a valid summons, subpoena, or other compulsory process demanding his or
her appearance, or otherwise requested to appear on behalf of a party other than the United States in a judicial or
administrative proceeding in which the United States is not a party, shall promptly notify the head of his or her USDA
agency of the existence and nature of the order compelling his or her appearance, or of the document requesting his or
her attendance. He or she shall also specify, if that is known, the nature of the judicial or administrative proceeding and
the nature of the testimony or documents requested.

(b)(1) An employee of USDA served with a valid summons, subpoena, or other compulsory process, or requested to
appear as a witness on behalf of a party other than the United States in a judicial or administrative proceeding in which
the United States is not a party, may appear only if such appearance has been authorized by the head of his or her
USDA agency, with the concurrence of the General Counsel, based upon a determination that such an appearance is
in the interest of USDA.

(2) An employee of USDA requested to appear as a witness on behalf of a party other than the United States in
a judicial or administrative proceeding in which the United States is not a party, without the service of a valid
summons, subpoena, or other compulsory process, may appear only if such appearance has been authorized by the
head of his or her USDA agency and approved by the appropriate Assistant Secretary, Under Secretary or other
general officer, and by the General Counsel, based upon a determination that such an appearance is in the interest
of USDA.

(c) Unless an appearance is authorized as provided in paragraphs (b)(1) or (b)(2) of this section, the employee shall appear
at the stated time and place (unless advised by the General Counsel or his or her designee that the summons, subpoena,
or other process was not validly issued or served), produce a copy of these regulations and respectfully decline to provide
any testimony. As appropriate, the General Counsel or his or her designee will request the assistance of the Department
of Justice or of a United States Attorney, in the case of a judicial proceeding; or of the official or attorney representing
the United States, in the case of an administrative proceeding, to represent the interests of the employee and USDA.

(d) If there is any question regarding the validity of a summons, subpoena, or other compulsory process, an employee
shall contact the Office of the General Counsel for advice.
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(e)(1) In determining whether the employee's appearance is in the interest of USDA, authorizing officials should consider
the following:

(i) what interest of USDA would be promoted by the employee's testimony;

(ii) whether an appearance would result in an unnecessary interference with the duties of the USDA employee;

(iii) whether an employee's testimony would result in the appearance of improperly favoring one litigant over
another.

(2) The considerations listed in paragraph (e)(1) of this section are illustrative and not exhaustive.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Notes of Decisions (12)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.215

§ 1.215 Subpoenas duces tecum for USDA records in judicial or
administrative proceedings in which the United States is not a party.

Currentness

(a) Subpoenas duces tecum for USDA records in judicial or administrative proceedings in which the United States is not
a party shall be deemed to be requests for records under the Freedom of Information Act and shall be handled pursuant
to the rules governing public disclosure under subpart A of this part.

(b) Whenever a subpoena duces tecum compelling the production of records is served on a USDA employee in a judicial
or administrative proceeding in which the United States is not a party, the employee, after consultation with the General
Counsel or his or her designee, shall appear in response thereto, respectfully decline to produce the records on the grounds
that it is prohibited by this section and state that the production of the records involved will be handled in accordance
with subpart A of this part.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.216

§ 1.216 Appearance as a witness or production of documents on behalf of
a party other than the United States where the United States is a party.

Currentness

(a) An employee of USDA served with a valid summons, subpoena, or other compulsory process demanding his or her
appearance, or otherwise requested to appear or produce documents on behalf of a party other than the United States
in a judicial or administrative proceeding in which the United States is a party, shall promptly notify the head of his or
her USDA agency and the General Counsel or his or her designee of the existence and nature of the order compelling his
or her appearance, or of the document requesting his or her appearance. He or she shall also specify, if that is known,
the nature of the judicial or administrative proceeding and the nature of the testimony or documents requested.

(b)(1) Except as provided in paragraph (b)(2) of this section, an employee of USDA only may appear as a witness or
produce records on behalf of a party other than the United States in a judicial or administrative proceeding in which
the United States is a party if such appearance or production has been ordered by the service on the employee of a valid
summons, subpoena, or other compulsory process issued by a court, administrative agency, or other official authorized
to compel his or her appearance.

(2) An employee requested to appear as a witness or produce records on behalf of a party other than the United
States in a judicial or administrative proceeding in which the United States is a party, without being served a valid
summons, subpoena, or other compulsory process, may appear or produce records only if such appearance or
production has been authorized by a representative of the Department of Justice, the United States Attorney, or
other counsel who is representing the United States in the case of a judicial proceeding; or by the official or attorney
representing the United States, in the case of an administrative proceeding.

(c) The head of the USDA agency shall consult with the General Counsel or his or her designee as to whether there
are grounds to oppose the employee's attendance or production of documents and, if so, whether to seek to quash the
summons, subpoena, compulsory process, or to deny authorization under paragraph (b)(2) of this section.

(d) As appropriate, the General Counsel or his or her designee will request the assistance of the Department of Justice,
a United States Attorney, or other counsel representing the United States, in the case of a judicial proceeding; or of the
official or attorney representing the United States, in the case of an administrative proceeding, to represent the interest
of the employee and USDA.

http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B71A37082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B9ECDF082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3BCAE70082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1R)&originatingDoc=N615823D0868C11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.216&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N50F9922082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1SUBPTKR)&originatingDoc=N615823D0868C11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.216&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)


§ 1.216 Appearance as a witness or production of documents on..., 7 C.F.R. § 1.216

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 2

(e) If there is any question regarding the validity of a summons, subpoena, or other compulsory process, an employee
shall contact the Office of the General Counsel for advice.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Notes of Decisions (3)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.217

§ 1.217 Witness fees and travel expenses.

Currentness

(a) Any employee of USDA who attends a judicial or administrative proceeding as a witness in order to testify or produce
official documents on behalf of the United States is entitled to travel expenses in connection with such appearance in
accordance with the Agriculture Travel Regulations.

(b) An employee of USDA who attends a judicial or administrative proceeding on behalf of the United States is not
entitled to receive fees for such attendance.

(c) An employee of USDA who attends a judicial or administrative proceeding on behalf of a party other than the
United States when such appearance is in his or her official capacity or arises out of or relates to his or her employment
with USDA is entitled to travel expenses in accordance with the Agriculture Travel Regulations to the extent that such
expenses are not paid for by the court, agency, or official compelling his or her appearance or by the party on whose
behalf he or she appears.

(d) An employee of USDA who attends a judicial or administrative proceeding on behalf of a party other than the United
States when such appearance is in his or her official capacity or arises out of or relates to his or her employment with
USDA is required to collect the authorized fees for such service and remit such fees to his or her USDA agency.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B71A37082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3B9ECDF082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N3BCAE70082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1R)&originatingDoc=N8750E770868C11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.217&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N50F9922082CD11D99564CBDD35F58A0E&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT7SUBTAPT1SUBPTKR)&originatingDoc=N8750E770868C11D99564CBDD35F58A0E&refType=CM&sourceCite=7+C.F.R.+%c2%a7+1.217&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=N8750E770868C11D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=N8750E770868C11D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)


§ 1.218 Penalty., 7 C.F.R. § 1.218

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.218

§ 1.218 Penalty.

Currentness

An employee who testifies or produces records in a judicial or administrative proceeding in violation of the provisions
of this regulation shall be subject to disciplinary action.

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 7. Agriculture

Subtitle A. Office of the Secretary of Agriculture
Part 1. Administrative Regulations (Refs & Annos)

Subpart K. Appearance of USDA Employees as Witnesses in Judicial or Administrative Proceedings
(Refs & Annos)

7 C.F.R. § 1.219

§ 1.219 Delegations.

Currentness

(a) Except as provided in paragraphs (b), (c), or (d) of this section, the head of a USDA agency may delegate his or her
responsibilities under this subpart, including the requirement to be notified of the receipt of a subpoena as provided in
§§ 1.214(a) and 1.216(a) of this part, to employees of his or her agency as follows:

(1) In the National office of the agency, to a level no lower than two levels below the agency head;

(2) In a field component of an agency, to a level no lower than the official who heads a state office.

(b) Notwithstanding paragraph (a) of this section, the Chief of the Forest Service may delegate his responsibilities under
this subpart as follows:

(1) In the National office of the Forest Service, to a level no lower than a Deputy Chief of the Forest Service;

(2) In a field component of the Forest Service, to a level no lower than a Regional Forester or Station Director.

(c) Notwithstanding paragraph (a) of this section, the General Counsel may delegate his responsibilities under this
subpart as follows:

(1) In the National office of the Office of the General Counsel, to a level no lower than an Assistant General Counsel;

(2) In the field component of the Office of the General Counsel, to Regional Attorneys who may redelegate their
responsibilities to Associate Regional Attorneys and Assistant Regional Attorneys who report to them.

(d) The responsibilities assigned to heads of agencies and to Assistant and Under Secretaries in § 1.214(b)(2) of this part
may not be redelegated.
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[58 FR 62495, Nov. 29, 1993; 58 FR 64353, Dec. 6, 1993]

AUTHORITY: 5 U.S.C. 301, unless otherwise noted.; 5 U.S.C. 301

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings

C.F.R. T. 15, Subt. A, Pt. 15, Subpt. B, Refs & Annos
Currentness

Editorial Note: Nomenclature changes to Subpart B appear at 62 FR 19669, April 23, 1997.

Credits
Source: 60 FR 9291, Feb. 17, 1995; 62 FR 19669, April 23, 1997, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.11

§ 15.11 Scope.

Currentness

(a) This subpart sets forth the policies and procedures of the Department of Commerce regarding the testimony of
employees, and former employees, as witnesses in legal proceedings and the production or disclosure of information
contained in Department of Commerce documents for use in legal proceedings pursuant to a request, order, or subpoena
(collectively referred to in this subpart as a “demand”).

(b) This subpart does not apply to any legal proceeding in which an employee is to testify while on leave status, regarding
facts or events that are unrelated to the official business of the Department.

(c) This subpart in no way affects the rights and procedures governing public access to records pursuant to the Freedom
of Information Act, the Privacy Act or the Trade Secrets Act.

(d) This subpart is not intended to be relied upon to, and does not, create any right or benefit, substantive or procedural,
enforceable at law by any party against the United States.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.12

§ 15.12 Definitions.

Currentness

For the purpose of this subpart:

(a) Agency counsel means the chief legal officer (or his/her designee) of an agency within the Department of Commerce.

(b) Component means Office of the Secretary or an operating unit of the Department as defined in Department
Organization Order 1–1.

(c) Demand means a request, order, or subpoena for testimony or documents for use in a legal proceeding.

(d) Department means the United States Department of Commerce and its constituent agencies.

(e) Document means any record, paper and other property held by the Department, including without limitation, official
letters, telegrams, memoranda, reports, studies, calendar and diary entries, maps, graphs, pamphlets, notes, charts,
tabulations, analyses, statistical or informational accumulations, any kind of summaries of meetings and conversations,
film impressions, magnetic tapes and sound or mechanical reproductions.

(f) Employee means all current or former employees or officers of the Department, including commissioned officers of
the National Oceanic and Atmospheric Administration and any other individual who has been appointed by, or subject
to the supervision, jurisdiction or control of the Secretary of the Department of Commerce.

(g) General Counsel means the General Counsel of the Department or other Department employee to whom the General
Counsel has delegated authority to act under this subpart.

(h) Legal proceeding means all pretrial, trial and post trial stages of all existing or reasonably anticipated judicial or
administrative actions, hearings, investigations, or similar proceedings before courts, commissions, boards or other
tribunals, foreign or domestic. This phrase includes all phases of discovery as well as responses to formal or informal
requests by attorneys or others involved in legal proceedings.
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(i) Official business means the authorized business of the Department.

(j) Secretary means the Secretary of the Department of Commerce.

(k) Solicitor means the Solicitor of the Patent and Trademark Office.

(l) Testimony means a statement in any form, including personal appearances before a court or other legal tribunal,
interviews, depositions, telephonic, televised, or videotaped statements or any responses given during discovery or similar
proceedings, which response would involve more than the production of documents.

(m) United States means the Federal Government, its departments and agencies, and individuals acting on behalf of the
Federal Government.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.13

§ 15.13 Demand for testimony or production of documents: Department policy.

Currentness

No employee shall in response to a demand, produce any documents, or provide testimony regarding any information
relating to, or based upon Department of Commerce documents, or disclose any information or produce materials
acquired as part of the performance of that employee's official duties, or because of that employee's official status without
the prior authorization of the General Counsel, or the Solicitor, or the appropriate agency counsel. The reasons for this
policy are as follows:

(a) To conserve the time of Department employees for conducting official business;

(b) To minimize the possibility of involving the Department in controversial issues that are not related to the
Department's mission;

(c) To prevent the possibility that the public will misconstrue variances between personal opinions of Department
employees and Department policy;

(d) To avoid spending the time and money of the United States for private purposes;

(e) To preserve the integrity of the administrative process; and

(f) To protect confidential, sensitive information and the deliberative process of the Department.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.14

§ 15.14 Demand for testimony or production of documents: Department procedures.

Currentness

(a) Whenever a demand for testimony or for the production of documents is made upon an employee, the employee
shall immediately notify the General Counsel (Room 5890, U.S. Department of Commerce, Washington, DC 20230,
(202) 482–1067) or appropriate agency counsel. When a demand for testimony or for the production of documents is
made upon an employee of the Patent and Trademark Office, the employee should immediately notify the Solicitor, by
phone, (703) 305–9035; by mailed addressed Solicitor, Box 8, Patent and Trademark Office, Washington, DC 20231; or
in person to 2121 Crystal Drive, Crystal Park 2, Suite 918, Arlington, Virginia 22215.

(b) A Department employee may not give testimony, produce documents, or answer inquiries from a person not
employed by the Department regarding testimony or documents subject to a demand or a potential demand under the
provisions of this subpart without the approval of the General Counsel, or the Solicitor, or the appropriate agency
counsel. A Department employee shall immediately refer all inquiries and Demands to the General Counsel, or the
Solicitor, or appropriate agency counsel. Where appropriate, the General Counsel, or the Solicitor, or appropriate agency
counsel, may instruct the Department employee, orally or in writing, not to give testimony or produce documents.

(c)(1) Demand for testimony or documents. A demand for the testimony of a Department employee shall be addressed
to the General Counsel, Room 5890, Department of Commerce, Washington, DC 20230 or appropriate agency counsel.
A demand for testimony of an employee of the Patent and Trademark Office shall be mail addressed to the Solicitor,
Box 8, Patent and Trademark Office, Washington, DC 20231; or in person to 2121 Crystal Drive, Crystal Park 2, Suite
918, Arlington, Virginia 22215.

(2) Subpoenas. A subpoena for testimony by a Department employee or a document shall be served in accordance
with the Federal Rules of Civil or Criminal Procedure or applicable state procedure and a copy of the subpoena
shall be sent to the General Counsel, or the Solicitor, or appropriate agency counsel.

(3) Affidavit. Except when the United States is a party, every demand shall be accompanied by an affidavit or
declaration under 28 U.S.C. 1746 or, if an affidavit is not feasible, a statement setting forth the title of the legal
proceeding, the forum, the requesting party's interest in the legal proceeding, the reason for the demand, a showing
that the desired testimony or document is not reasonably available from any other source, and if testimony is
requested, the intended use of the testimony, a general summary of the desired testimony, and a showing that
no document could be provided and used in lieu of testimony. The purpose of this requirement is to assist the
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General Counsel, or the Solicitor, or appropriate agency counsel in making an informed decision regarding whether
testimony or the production of a document(s) should be authorized.

(d) A certified copy of a document for use in a legal proceeding may be provided upon written request and payment
of applicable fees. Written requests for certification shall be addressed to the agency counsel for the component having
possession, custody, or control of the document. Unless governed by another applicable provision of law or component
regulation, the applicable fee includes charges for certification and reproduction as set out in 15 CFR part 4.9. Other
reproduction costs and postage fees, as appropriate, must also be borne by the requester.

(e) The Secretary retains the authority to authorize and direct testimony in those cases where a statute or Presidential
order mandates a personal decision by the Secretary.

(f) The General Counsel, or the Solicitor, or appropriate agency counsel may consult or negotiate with an attorney for
a party or the party if not represented by an attorney, to refine or limit a demand so that compliance is less burdensome
or obtain information necessary to make the determination required by paragraph (b) of this section. Failure of the
attorney to cooperate in good faith to enable the General Counsel, or the Solicitor, or the Secretary, or the appropriate
agency counsel to make an informed determination under this subpart may serve, where appropriate, as a basis for a
determination not to comply with the demand.

(g) A determination under this subpart to comply or not to comply with a demand is not an assertion or waiver of
privilege, lack of relevance, technical deficiency or any other ground for noncompliance.

(h) The General Counsel, or the Solicitor, or appropriate agency counsel may waive any requirements set forth under
this section when circumstances warrant.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.15

§ 15.15 Procedures when a Department employee receives a subpoena.

Currentness

(a) A Department employee who receives a subpoena shall immediately forward the subpoena to the General Counsel,
or the appropriate agency counsel. In the case of an employee of the Patent and Trademark Office, the subpoena shall
immediately be forwarded to the Solicitor. The General Counsel, or the Solicitor, or appropriate agency counsel will
determine the extent to which a Department employee will comply with the subpoena.

(b) If an employee is served with a subpoena that the General Counsel, or the Solicitor, or appropriate agency counsel
determines should not be complied with, the General Counsel, Solicitor or appropriate agency counsel will attempt to
have the subpoena withdrawn or modified. If this cannot be done, the General Counsel, Solicitor or appropriate agency
counsel will attempt to obtain Department of Justice representation for the employee and move to have the subpoena
modified or quashed. If, because of time constraints, this is not possible prior to the compliance date specified in the
subpoena, the employee should appear at the time and place set forth in the subpoena. If legal counsel cannot appear
on behalf of the employee, the employee should produce a copy of the Department's regulations and inform the legal
tribunal that he/she has been advised by counsel not to provide the requested testimony and/or produce documents. If
the legal tribunal rules that the demand in the subpoena must be complied with, the employee shall respectfully decline
to comply with the demand. United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

(c) Where the Department employee is an employee of the Office of the Inspector General, the Inspector General in
consultation with the General Counsel, will make a determination under paragraphs (a) and (b) of this section.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.16

§ 15.16 Legal proceedings between private litigants: Expert or opinion testimony.

Currentness

In addition to the policies and procedures as outlined in §§ 15.11 through 15.16, the following applies to legal proceedings
between private litigants:

(a) If a Department employee is authorized to give testimony in a legal proceeding not involving the United States, the
testimony, if otherwise proper, shall be limited to facts within the personal knowledge of the Department employee.
Employees, with or without compensation, shall not provide expert testimony in any legal proceedings regarding
Department information, subjects or activities except on behalf of the United States or a party represented by the United
States Department of Justice. However, upon a showing by the requester that there are exceptional circumstances and
that the anticipated testimony will not be adverse to the interest of the Department or the United States, the General
Counsel, or the Solicitor, or appropriate agency counsel may, in writing grant special authorization for the employee to
appear and give the expert or opinion testimony.

(b)(1) If, while testifying in any legal proceeding, an employee is asked for expert or opinion testimony regarding official
DOC information, subjects or activities, which testimony has not been approved in advance in accordance with the
regulations in this subpart, the witness shall:

(i) Respectfully decline to answer on the grounds that such expert or opinion testimony is forbidden by the
regulations in this subpart;

(ii) Request an opportunity to consult with the General Counsel, or the Solicitor, or appropriate agency counsel
before giving such testimony; and

(iii) Explain that upon such consultation, approval for such testimony may be provided.

(2) If the witness is then ordered by the body conducting the proceeding to provide expert or opinion testimony
regarding official DOC information, subjects or activities without the opportunity to consult with either the General
Counsel, or the Solicitor, or appropriate agency counsel, the witness shall respectfully refuse to provide such
testimony. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).
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(c) If an employee is unaware of the regulations in this subpart and provides expert or opinion testimony regarding official
DOC information, subjects or activities in a legal proceeding without the aforementioned consultation, the witness shall,
as soon after testifying as possible, inform the General Counsel, or the Solicitor, or appropriate agency counsel that such
testimony was given and provide a written summary of the expert or opinion testimony provided.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.17

§ 15.17 Demands or requests in legal proceedings for records protected by confidentiality statutes.

Currentness

Demands in legal proceedings for the production of records, or for the testimony of Department employees regarding
information protected by the Privacy Act, 5 U.S.C. 552a, the Trade Secrets Act, 18 U.S.C. 1905 or other confidentiality
statutes, must satisfy the requirements for disclosure set forth in those statutes before the records may be provided or
testimony given. The General Counsel, or the Solicitor, or appropriate agency counsel should first determine if there is a
legal basis to provide the testimony or records sought under applicable confidentiality statutes before applying §§ 15.11
through 15.18. Where an applicable confidentiality statute mandates disclosure, §§ 15.11 through 15.18 will not apply.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 15. Commerce and Foreign Trade

Subtitle A. Office of the Secretary of Commerce
Part 15. Legal Proceedings (Refs & Annos)

Subpart B. Testimony by Employees and the Production of Documents in Legal Proceedings (Refs &
Annos)

15 C.F.R. § 15.18

§ 15.18 Testimony of Department employees in proceedings involving the United States.

Currentness

The following applies in legal proceedings in which the United States is a party:

(a) A Department employee may not testify as an expert or opinion witness for any other party other than the United
States.

(b) Whenever, in any legal proceeding involving the United States, a request is made by an attorney representing or
acting under the authority of the United States, the General Counsel, or the Solicitor, or appropriate agency counsel
will make all necessary arrangements for the Department employee to give testimony on behalf of the United States.
Where appropriate, the General Counsel, or the Solicitor, or appropriate agency counsel may require reimbursement to
the Department of the expenses associated with a Department employee giving testimony on behalf of the United States.

AUTHORITY: 5 U.S.C. 301; 15 U.S.C. 1501, 1512, 1513, 1515 and 1518; Reorganization Plan No. 5 of 1950; 3 CFR,
1949–1953 Comp., p. 1004; 44 U.S.C. 3101; subpart C is issued under 37 U.S.C. 101, 706; 15 U.S.C. 1673; 42 U.S.C. 665.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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U.S. Code of Federal Regulations
TITLE 32 — National Defense

SUBTITLE A — DEPARTMENT OF DEFENSE (§§ 2.1 to 989.38)
CHAPTER V — DEPARTMENT OF THE ARMY (§§ 504.1 to 655.10)

SUBCHAPTER A — AID OF CIVIL AUTHORITIES AND PUBLIC RELATIONS (§§ 504.1 to 525.5)
PART 516 — LITIGATION (§§ 516.1 to 516.78)

Appendix C to Part 516 — Department of Defense Directive 5405.2, Release of Official Information
in Litigation and Testimony by DoD Personnel as Witnesses

Department of Defense Directive

July 23, 1985, Number 5405.2, GC, DOD

Subject: Release of Official Information in Litigation and Testimony by DoD Personnel as Witnesses

References:

(a) Title 5, United States Code, Sections 301, 552, and 552a

(b) Title 10, United States Code, Section 133

(c) DoD Directive 5220.6, “Industrial Personnel Security Clearance Program,” December 20, 1976

(d) DoD Directive 5200.1–R, “Information Security Program Regulation,” August 1982, authorized by DoD Directive 5200.1, June 7,
1982

(e) DoD Directive 5230.25, “Withholding of Unclassified Technical Data from Public Disclosure,” November 6, 1984
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(f) DoD Instruction 7230.7, “User Charges,” January 29, 1985

(g) DoD Directive 5400.7–R, “DoD Freedom of Information Act Program,” December 1980, authorized by DoD Directive 5400.7, March
24, 1980

A. Purpose

Under Section 301 reference (a) and reference (b), this Directive establishes policy, assigns responsibilities, and prescribes
procedures for the release of official DoD information in litigation and for testimony by DoD personnel as witnesses during litigation.

B. Applicability and Scope

1. This Directive applies to the Office of the Secretary of Defense (OSD), the Military Departments, the Organization of the Joint
Chiefs of Staff (OJCS), the Unified and Specified Commands, and the Defense Agencies (hereafter referred to as “DoD
Components”), and to all personnel of such DoD Components.

2. This Directive does not apply to the release of official information or testimony by DoD personnel in the following situations:

a. Before courts-martial convened by the authority of the Military Departments or in administrative proceedings conducted by or on
behalf of a DoD Component;

b. Pursuant to administrative proceedings conducted by or on behalf of the Equal Employment Opportunity Commission (EEOC) or
the Merit Systems Protection Board (MSPB), or pursuant to a negotiated grievance procedure under a collective bargaining
agreement to which the Government is a party;

c. In response to requests by Federal Government counsel in litigation conducted on behalf of the United States;

d. As part of the assistance required in accordance with the Defense Industrial Personnel Security Clearance Program under DoD
Directive 5220.6 (reference (c)); or

e. Pursuant to disclosure of information to Federal, State, and local prosecuting and law enforcement authorities, in conjunction with
an investigation conducted by a DoD criminal investigative organization.
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3. This Directive does not supersede or modify existing laws or DoD programs governing the testimony of DoD personnel or the
release of official DoD information during grand jury proceedings, the release of official information not involved in litigation, or the
release of official information pursuant to the Freedom of Information Act, 5 U.S.C. Section 552 (reference (a)) or the Privacy Act, 5
U.S.C. Section 552a (reference (a)), nor does this Directive preclude treating any written request for agency records that is not in the
nature of legal process as a request under the Freedom of Information or Privacy Acts.

4. This Directive is not intended to infringe upon or displace the responsibilities committed to the Department of Justice in conducting
litigation on behalf of the United States in appropriate cases.

5. This Directive does not preclude official comment on matters in litigation in appropriate cases.

6. This Directive is intended only to provide guidance for the internal operation of the Department of Defense and is not intended to,
does not, and may not be relied upon to create any right or benefit, substantive or procedural, enforceable at law against the United
States or the Department of Defense.

C. Definitions

1. Demand. Subpoena, order, or other demand of a court of competent jurisdiction, or other specific authority for the production,
disclosure, or release of official DoD information or for the appearance and testimony of DoD personnel as witnesses.

2. DoD Personnel. Present and former U.S. military personnel; Service Academy cadets and midshipmen; and present and former
civilian employees of any Component of the Department of Defense, including nonappropriated fund activity employees; non-U.S.
nationals who perform services overseas, under the provisions of status of forces agreements, for the United States Armed Forces;
and other specific individuals hired through contractual agreements by or on behalf of the Department of Defense.

3. Litigation. All pretrial, trial, and post-trial stages of all existing or reasonably anticipated judicial or administrative actions, hearings,
investigations, or similar proceedings before civilian courts, commissions, boards (including the Armed Services Board of Contract
Appeals), or other tribunals, foreign and domestic. This term includes responses to discovery requests, depositions, and other pretrial
proceedings, as well as responses to formal or informal requests by attorneys or others in situations involving litigation.

4. Official Information. All information of any kind, however stored, that is in the custody and control of the Department of Defense,
relates to information in the custody and control of the Department, or was acquired by DoD personnel as part of their official duties or
because of their official status within the Department while such personnel were employed by or on behalf of the Department or on
active duty with the United States Armed Forces.
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D. Policy

It is DoD policy that official information should generally be made reasonably available for use in Federal and state courts and by
other governmental bodies unless the information is classified, privileged, or otherwise protected from public disclosure.

E. Responsibilities

1. The General Counsel, Department of Defense (GC, DoD), shall provide general policy and procedural guidance by the issuance of
supplemental instructions or specific orders concerning the release of official DoD information in litigation and the testimony of DoD
personnel as witnesses during litigation.

2. The Heads of DoD Components shall issue appropriate regulations to implement this Directive and to identify official information
that is involved in litigation.

F. Procedures

1. Authority To Act

a. In response to a litigation request or demand for official DoD information or the testimony of DoD personnel as witnesses, the
General Counsels of DoD, Navy, and the Defense Agencies; the Judge Advocates General of the Military Departments; and the Chief
Legal Advisors to the JCS and the Unified and Specified Commands, with regard to their respective Components, are
authorized—after consulting and coordinating with the appropriate Department of Justice litigation attorneys, as required—to
determine whether official information originated by the Component may be released in litigation; whether DoD personnel assigned to
or affiliated with the Component may be interviewed, contacted, or used as witnesses concerning official DoD information or as expert
witnesses; and what, if any, conditions will be imposed upon such release, interview, contact, or testimony. Delegation of this
authority, to include the authority to invoke appropriate claims of privilege before any tribunal, is permitted.

b. In the event that a DoD Component receives a litigation request or demand for official information originated by another
Component, the receiving Component shall forward the appropriate portions of the request or demand to the originating Component
for action in accordance with this Directive. The receiving Component shall also notify the requestor, court, or other authority of its
transfer of the request or demand.

c. Notwithstanding the provisions of paragraphs F.1.a. and b., the GC, DoD, in litigation involving terrorism, espionage, nuclear
weapons, intelligence means or sources, or otherwise as deemed necessary, may notify Components that GC, DoD, will assume
primary responsibility for coordinating all litigation requests and demands for official DoD information or the testimony of DoD
personnel, or both; consulting with the Department of Justice, as required; and taking final action on such requests and demands.
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2. Factors To Consider

In deciding whether to authorize the release of official DoD information or the testimony of DoD personnel concerning official
information (hereinafter referred to as “the disclosure”) pursuant to paragraph F.1., DoD officials should consider the following types of
factors:

a. Whether the request or demand is unduly burdensome or otherwise inappropriate under the applicable court rules;

b. Whether the disclosure, including release in camera, is appropriate under the rules of procedure governing the case or matter in
which the request or demand arose;

c. Whether the disclosure would violate a statute, executive order, regulation, or directive;

d. Whether the disclosure, including release in camera, is appropriate or necessary under the relevant substantive law concerning
privilege;

e. Whether the disclosure, except when in camera and necessary to assert a claim of privilege, would reveal information properly
classified pursuant to the DoD Information Security Program under DoD 5200.1–R (reference (d)), unclassified technical data withheld
from public release pursuant to DoD Directive 5230.25 (reference (e)), or other matters exempt from unrestricted disclosure; and

f. Whether disclosure would interfere with ongoing enforcement proceedings, compromise constitutional rights, reveal the identity of
an intelligence source or confidential informant, disclose trade secrets or similarly confidential commercial or financial information, or
otherwise be inappropriate under the circumstances.

3. Decisions on Litigation Requests and Demands

a. Subject to paragraph F.3.e., DoD personnel shall not, in response to a litigation request or demand, produce, disclose, release,
comment upon, or testify concerning any official DoD information without the prior written approval of the appropriate DoD official
designated in paragraph F.1. Oral approval may be granted, but a record of such approval shall be made and retained in accordance
with the applicable implementing regulations.
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b. If official DoD information is sought, through testimony or otherwise, by a litigation request or demand, the individual seeking such
release or testimony must set forth, in writing and with as much specificity as possible, the nature and relevance of the official
information sought. Subject to paragraph F.3.e., DoD personnel may only produce, disclose, release, comment upon, or testify
concerning those matters that were specified in writing and properly approved by the appropriate DoD official designated in paragraph
F.1. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

c. Whenever a litigation request or demand is made upon DoD personnel for official DoD information or for testimony concerning such
information, the personnel upon whom the request or demand was made shall immediately notify the DoD official designated in
paragraph F.1. for the Component to which the individual contacted is or, for former personnel, was last assigned. In appropriate
cases, the responsible DoD official shall thereupon notify the Department of Justice of the request or demands. After due consultation
and coordination with the Department of Justice, as required, the DoD official shall determine whether the individual is required to
comply with the request or demand and shall notify the requestor or the court or other authority of the determination reached.

d. If, after DoD personnel have received a litigation request or demand and have in turn notified the appropriate DoD official in
accordance with paragraph F.3.c., a response to the request or demand is required before instructions from the responsible official
are received, the responsible official designated in paragraph F.1. shall furnish the requestor or the court or other authority with a copy
of this Directive and applicable implementing regulations, inform the requestor or the court or other authority that the request or
demand is being reviewed, and seek a stay of the request or demand pending a final determination by the Component concerned.

e. If a court of competent jurisdiction or other appropriate authority declines to stay the effect of the request or demand in response to
action taken pursuant to paragraph F.3.d., or if such court or other authority orders that the request or demand must be complied with
notwithstanding the final decision of the appropriate DoD official, the DoD personnel upon whom the request or demand was made
shall notify the responsible DoD official of such ruling or order. If the DoD official determines that no further legal review of or
challenge to the court’s ruling or order will be sought, the affected DoD personnel shall comply with the request, demand, or order. If
directed by the appropriate DoD official, however, the affected DoD personnel shall respectfully decline to comply with the demand.
See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

4. Fees

Consistent with the guidelines in DoD Instruction 7230.7 (reference (f)), the appropriate officials designated in paragraph F.1. are
authorized to charge reasonable fees, as established by regulation and to the extent not prohibited by law, to parties seeking, by
request or demand, official DoD information not otherwise available under the DoD Freedom of Information Act Program (reference
(g)). Such fees, in amounts calculated to reimburse the Government for the expense of providing such information, may include the
costs of time expended by DoD employees to process and respond to the request or demand; attorney time for reviewing the request
or demand and any information located in response thereto and for related legal work in connection with the request or demand; and
expenses generated by materials and equipment used to search for, produce, and copy the responsive information. See
Oppenheimer Fund, Inc. v. Sanders, 437 U.S. 340 (1978).

5. Expert or Opinion Testimony

DoD personnel shall not provide, with or without compensation, opinion or expert testimony concerning official DoD information,
subjects, or activities, except on behalf of the United States or a party represented by the Department of Justice. Upon a showing by
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the requestor of exceptional need or unique circumstances and that the anticipated testimony will not be adverse to the interests of
the Department of Defense or the United States, the appropriate DoD official designated in paragraph F.1. may, in writing, grant
special authorization for DoD personnel to appear and testify at no expense to the United States. If, despite the final determination of
the responsible DoD official, a court of competent jurisdiction, or other appropriate authority, orders the appearance and expert or
opinion testimony of DoD personnel, the personnel shall notify the responsible DoD official of such order. If the DoD official
determines that no further legal review of or challenge to the court’s order will be sought, the affected DoD personnel shall comply
with the order. If directed by the appropriate DoD official, however, the affected DoD personnel shall respectfully decline to comply
with the demand. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

G. Effective Date and Implementation

This Directive is effective immediately. Forward two copies of implementing documents to the General Counsel, DoD, within 120 days.

Signed by William H. Taft, IV

Deputy Secretary of Defense.

U.S. Code of Federal Regulations, Title 32, Part 516, Appendix C — Department of Defense Directive 5405.2, Release of Official

© 2019 The Bureau of National Affairs, Inc. All Rights Reserved. Terms of Service
   // PAGE 7

http://www.bna.com/terms-of-service-subscription-products


T. 34, Subt. A, Pt. 8, Refs & Annos, C.F.R. T. 34, Subt. A, Pt. 8, Refs & Annos

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings

C.F.R. T. 34, Subt. A, Pt. 8, Refs & Annos
Currentness

Authority: 5 U.S.C. 301; 5 U.S.C. 552; 20 U.S.C. 3474, unless otherwise noted.

Credits
Source: 57 FR 34646, Aug. 5, 1992, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings (Refs & Annos)

34 C.F.R. § 8.1

§ 8.1 What is the scope and applicability of this part?

Effective: June 13, 2008
Currentness

(a) Except as provided in paragraph (c) of this section, this part establishes the procedures to be followed when the
Department or any employee of the Department receives a demand for--

(1) Testimony by an employee concerning--

(i) Records contained in the files of the Department;

(ii) Information relating to records contained in the files of the Department; or

(iii) Information or records acquired or produced by the employee in the course of his or her official duties or
because of the employee's official status; or

(2) The production or disclosure of any information or records referred to in paragraph (a)(1) of this section.

(b) This part does not create any right or benefit, substantive or procedural, enforceable by any person against the
Department.

(c) This part does not apply to--

(1) Any proceeding in which the United States is a party before an adjudicative authority;

(2) A demand for testimony or records made by either House of Congress or, to the extent of matter within its
jurisdiction, any committee or subcommittee of Congress; or

(3) An appearance by an employee in his or her private capacity in a legal proceeding in which the employee's
testimony does not relate to the mission or functions of the Department.
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Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings (Refs & Annos)

34 C.F.R. § 8.2

§ 8.2 What definitions apply?

Effective: June 13, 2008
Currentness

The following definitions apply to this part:

Adjudicative authority includes, but is not limited to--

(1) A court of law or other judicial forums; and

(2) Mediation, arbitration, or other forums for dispute resolution.

Demand includes a subpoena, subpoena duces tecum, request, order, or other notice for testimony or records arising
in a legal proceeding.

Department means the U.S. Department of Education.

Employee means a current or former employee or official of the Department or of an advisory committee of the
Department, including a special government employee, unless specifically provided otherwise in this part.

Legal proceeding means--

(1) A proceeding before an adjudicative authority;

(2) A legislative proceeding, except for a proceeding before either House of Congress or before any committee or
subcommittee of Congress, to the extent of matter within the committee's or subcommittee's jurisdiction; or

(3) An administrative proceeding.

Secretary means the Secretary of Education or an official or employee of the Department acting for the Secretary under
a delegation of authority.

Testimony means statements made in connection with a legal proceeding, including but not limited to statements in court
or other forums, depositions, declarations, affidavits, or responses to interrogatories.

United States means the Federal Government of the United States and any of its agencies or instrumentalities.

(Authority: 5 U.S.C. 301; 20 U.S.C. 3474)
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Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings (Refs & Annos)

34 C.F.R. § 8.3

§ 8.3 What are the requirements for submitting a demand for testimony or records?

Effective: June 13, 2008
Currentness

(a) A demand for testimony of an employee or a demand for records issued pursuant to the rules governing the legal
proceeding in which the demand arises--

(1) Must be in writing; and

(2) Must state the nature of the requested testimony or records, why the information sought is unavailable by
any other means, and the reason why the release of the information would not be contrary to an interest of the
Department or the United States.

(b) Service of a demand for testimony of an employee must be made on the employee whose testimony is demanded, with
a copy simultaneously delivered to the General Counsel, U.S. Department of Education, Office of the General Counsel,
400 Maryland Avenue, SW., room 6E300, Lyndon Baines Johnson Building, Washington, DC 20202–2100.

(c) Service of a demand for records, as described in § 8.5(a)(1), must be made on an employee who has custody of the
records, with a copy simultaneously delivered to the General Counsel at the address listed in paragraph (b) of this section.
For assistance in identifying the custodian of the specific records demanded, contact the Records Officer, Information
Policy and Standards Team, Regulatory Information Management Services, Office of Management, U.S. Department
of Education, 400 Maryland Avenue, SW., room 9161, PCP, Washington, DC 20202–4753.

(Approved by the Office of Management and Budget under control number 1801–0002)

(Authority: 5 U.S.C. 301; 20 U.S.C. 3474)

Credits
[58 FR 7860, Feb. 9, 1993; 73 FR 27748, May 14, 2008]

AUTHORITY: 5 U.S.C. 301; 5 U.S.C. 552; 20 U.S.C. 3474, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings (Refs & Annos)

34 C.F.R. § 8.4

§ 8.4 What procedures are followed in response to a demand for testimony?

Currentness

(a) After an employee receives a demand for testimony, the employee shall immediately notify the Secretary and request
instructions.

(b) An employee may not give testimony without the prior written authorization of the Secretary.

(c)(1) The Secretary may allow an employee to testify if the Secretary determines that the demand satisfies the
requirements of § 8.3 and that granting permission--

(i) Would be appropriate under the rules of procedure governing the matter in which the demand arises and other
applicable laws, rules, and regulations; and

(ii) Would not be contrary to an interest of the United States, which includes furthering a public interest of the
Department and protecting the human and financial resources of the United States.

(2) The Secretary may establish conditions under which the employee may testify.

(d) If a response to a demand for testimony is required before the Secretary determines whether to allow an employee
to testify, the employee or counsel for the employee shall--

(1) Inform the court or other authority of the regulations in this part; and

(2) Request that the demand be stayed pending the employee's receipt of the Secretary's instructions.

(e) If the court or other authority declines the request for a stay, or rules that the employee must comply with the demand
regardless of the Secretary's instructions, the employee or counsel for the employee shall respectfully decline to comply
with the demand, citing United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951), and the regulations in this part.

(Authority: 5 U.S.C. 301; 20 U.S.C. 3474)
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Code of Federal Regulations
Title 34. Education

Subtitle A. Office of the Secretary, Department of Education
Part 8. Demands for Testimony or Records in Legal Proceedings (Refs & Annos)

34 C.F.R. § 8.5

§ 8.5 What procedures are followed in response to a demand for records?

Currentness

(a)(1) After an employee receives a demand for records issued pursuant to the rules governing the legal proceeding in
which the demand arises, the employee shall immediately notify the Secretary and request instructions.

(2) If an employee receives any other demand for records, the Department--

(i) Considers the demand to be a request for records under the Freedom of Information Act; and

(ii) Handles the demand under rules governing public disclosure, as established in 34 CFR part 5.

(b) An employee may not produce records in response to a demand as described in paragraph (a)(1) of this section
without the prior written authorization of the Secretary.

(c) The Secretary may make these records available if the Secretary determines that the demand satisfies the requirements
of § 8.3 and that disclosure--

(1) Would be appropriate under the rules of procedure governing the matter in which the demand arises and other
applicable laws, rules, and regulations; and

(2) Would not be contrary to an interest of the United States, which includes furthering a public interest of the
Department and protecting the human and financial resources of the United States.

(d) If a response to a demand for records as described in paragraph (a)(1) of this section is required before the Secretary
determines whether to allow an employee to produce those records, the employee or counsel for the employee shall--

(1) Inform the court or other authority of the regulations in this part; and

(2) Request that the demand be stayed pending the employee's receipt of the Secretary's instructions.
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(e) If the court or other authority declines the request for a stay, or rules that the employee must comply with the demand
regardless of the Secretary's instructions, the employee or counsel for the employee shall respectfully decline to comply
with the demand, citing United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951), and the regulations in this part.

(Authority: 5 U.S.C. 301; 5 U.S.C. 552; 20 U.S.C. 3474)

AUTHORITY: 5 U.S.C. 301; 5 U.S.C. 552; 20 U.S.C. 3474, unless otherwise noted.
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§ 202.21 Purpose and scope.

Currentness

(a) This subpart sets forth the procedures to be followed when a subpoena, order, or other demand (hereinafter referred
to as a “demand”) of a court or other authority is issued for the production or disclosure of (1) any material contained in
the files of the Department of Energy (DOE), (2) any information relating to material contained in the files of the DOE,
or (3) any information or material acquired by any person while such person was an employee of the DOE as a part of
the performance of his official duties or because of his official status.

(b) For purposes of this subpart, the term “Employee of the DOE” includes all officers and employees of the United
States appointed by, or subject to the supervision, jurisdiction, or control of, the Administrator of DOE.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.
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§ 202.22 Production or disclosure prohibited unless approved by appropriate DOE official.

Currentness

No employee or former employee of the DOE shall, in response to a demand of a court or other authority, produce any
material contained in the file of the DOE or disclose any information relating to material contained in the files of the
DOE, or disclose any information or produce any material acquired as part of the performance of his official duties or
because of his official status without prior approval of the General Counsel of DOE.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.
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§ 202.23 Procedure in the event of a demand for production or disclosure.

Currentness

(a) Whenever a demand is made upon an employee or former employee of the DOE for the production of material or
the disclosure of information described in § 202.21(a), he shall immediately notify the Regional Counsel for the region
where the issuing authority is located. The Regional Counsel shall immediately request instructions from the General
Counsel of DOE.

(b) If oral testimony is sought by the demand, an affidavit, or, if that is not feasible, a statement by the party seeking
the testimony or his attorney, setting forth a summary of the testimony desired, must be furnished for submission by
the Regional Counsel to the General Counsel.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.
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§ 202.24 Final action by the appropriate DOE official.

Currentness

If the General Counsel approves a demand for the production of material or disclosure of information, he shall so notify
the Regional Counsel and such other persons as circumstances may warrant.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 10. Energy

Chapter II. Department of Energy
Subchapter A. Oil

Part 202. Production or Disclosure of Material or Information (Refs & Annos)
Subpart B. Production or Disclosure in Response to Subpoenas or Demands of Courts or Other
Authorities (Refs & Annos)

10 C.F.R. § 202.25

§ 202.25 Procedure where a decision concerning a demand is
not made prior to the time a response to the demand is required.

Currentness

If response to the demand is required before the instructions from the General Counsel are received, a U.S. attorney or
DOE attorney designated for the purpose shall appear with the employee or former employee of the DOE upon whom
the demand has been made, and shall furnish the court or other authority with a copy of the regulations contained in this
subpart and inform the court or other authority that the demand has been, or is being, as the case may be, referred for
the prompt consideration of the appropriate DOE official and shall respectfully request the court or authority to stay
the demand pending receipt of the requested instructions.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 10. Energy

Chapter II. Department of Energy
Subchapter A. Oil

Part 202. Production or Disclosure of Material or Information (Refs & Annos)
Subpart B. Production or Disclosure in Response to Subpoenas or Demands of Courts or Other
Authorities (Refs & Annos)

10 C.F.R. § 202.26

§ 202.26 Procedure in the event of an adverse ruling.

Currentness

If the court or other authority declines to stay the effect of the demand in response to a request made in accordance
with § 202.25 pending receipt of instructions, of if the court or other authority rules that the demand must be complied
with irrespective of instructions not to produce the material or disclose the information sought, the employee or former
employee upon whom the demand has been made shall respectfully decline to comply with the demand. “United States
ex rel Touhy v. Ragen,” 340 U.S. 462.

AUTHORITY: Freedom of Information Act, 5 U.S.C. 552; Emergency Petroleum Allocation Act of 1973, Pub.L. 93–
159; Federal Energy Administration Act of 1974, Pub.L. 93–275, E.O. 11790, 39 FR 23185, unless otherwise noted.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.1. Scope, purpose, and applicability.

(a) This part sets forth rules to be followed when an employee or former employee of the Department of Health and Human Services
(“DHHS” or “Department”), other than an employee of the Food and Drug Administration, is requested or subpoenaed to provide
testimony in a deposition, trial, or other similar proceeding concerning information acquired in the course of performing official duties
or because of such person’s official capacity with DHHS. This part also sets forth procedures for the handling of subpoenas duces
tecum and other requests for any document in the possession of DHHS, other than the Food and Drug Administration, and for the
processing of requests for certification of copies of documents. Separate regulations, 21 CFR part 20, govern the Food and Drug
Administration, and those regulations are not affected by this part. 

(b) It is the policy of the DHHS to provide information, data, and records to non-federal litigants to the same extent and in the same
manner that they are made available to the general public and, when subject to the jurisdiction of a court or other tribunal presiding
over non-federal party litigation, to follow all applicable procedural and substantive rules relating to the production of information, data,
and records by a non-party. The availability of Department employees to testify in litigation not involving federal parties is governed by
the Department’s policy to maintain strict impartiality with respect to private litigants and to minimize the disruption of official duties. 

(c) This part applies to state, local and tribal judicial, administrative, and legislative proceedings, and to federal judicial and
administrative proceedings. 

(d) This part does not apply to: 

(1) Any civil or criminal proceedings where the United States, the Department of Health and Human Services, and any agency
thereof, or any other Federal agency is a party. 

(2) Congressional requests or subpoenas for testimony or documents. 

(3) Consultative services and technical assistance provided by the Department of Health and Human Services, or any agency
thereof, in carrying out its normal program activities. 

(4) Employees serving as expert witnesses in connection with professional and consultative services as approved outside
activities in accordance with 5 CFR 2635.805 and 5 CFR 5501.106. (In cases where employees are providing such outside
services, they must state for the record that the testimony represents their own views and does not necessarily represent the
official position of the DHHS.) 

(5) Employees making appearances in their private capacity in legal or administrative proceedings that do not relate to the
Department of Health and Human Services (such as cases arising out of traffic accidents, crimes, domestic relations, etc.) and
not involving professional and consultative services. 

(6) Any matters covered in 21 CFR part 20-,involving the Food and Drug Administration. 

U.S. Code of Federal Regulations, 45 C.F.R. § 2.1. Scope, purpose, and applicability.
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(7) Any civil or criminal proceedings in State court brought on behalf of the Department of Health and Human Services. 

Example (1): While on duty, an employee of the Department witnesses an incident in which a fellow employee trips on a
loose piece of carpeting and sustains an injury. The injured employee brings a private tort action against the contractor
installing the carpeting and the private landlord maintaining the building. The employee/witness is served with a subpoena to
appear at a deposition to testify about the incident. The person seeking the testimony would not be required to obtain
Agency head approval prior to requesting the testimony, because the subject of the testimony does not “relate to” the
Department, within the meaning of §2.1(d)(5).

Example (2): While on duty, an employee of the Department witnesses a mugging while looking out the window to check the
weather, and then notifies the local police of what she observed. She is subsequently subpoenaed to testify in a criminal
proceeding. The local prosecutor would not be required to obtain Agency head approval prior to requiring the employee to
testify, because the subject of the testimony does not “relate to” the Department, within the meaning of §2.1(d)(5).

Example (3): A nurse on duty at an Indian Health Service hospital emergency room treats a child who is brought in following
a report of domestic violence. The nurse is subsequently served with a subpoena to testify in a criminal proceeding against
one of the child’s parents concerning the injuries to the child which he observed. The local prosecutor would be required to
obtain Agency head approval prior to requiring the nurse to testify, because the subject of the testimony involves
“information acquired in the course of performing official duties or because of the person’s official capacity,” within the
meaning of §2.1(a).

Example (4): A personnel specialist working for the Department is subpoenaed to testify concerning the meaning of entries
on time and attendance records of an employee, which the requesting party received from the employee pursuant to
discovery in a personal injury action brought by the employee. The party requesting the personnel specialist to appear would
be required to obtain Agency head approval prior to compelling the personnel specialist to testify, because the testimony
sought involves “information acquired in the course of performing official duties or because of the person’s official capacity,”
within the meaning of §2.1(a).

Example (5): A National Institutes of Health physician is subpoenaed in a private medical malpractice action to provide
expert testimony in her specialty. The party requesting her testimony would be required to obtain Agency head approval
prior to her testifying in response to the subpoena, because the expert testimony sought involves “information acquired in
the course of performing official duties or because of the person’s official capacity,” within the meaning of §2.1(a).

[52 FR 37146, Oct. 5, 1987 , as amended at 55 FR 4611, Feb. 9, 1990; 68 FR 25838, May 14, 2003]
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.2. Definitions.

Agency head refers to the head of the relevant operating division or other major component of the DHHS, or his or her delegatee.

Agency head for the purposes of this part means the following officials for the components indicated:

(1) Office of the Secretary—Assistant Secretary for Administration and Management; 

(2) Administration on Aging—Assistant Secretary for Aging; 

(3) Administration for Children and Families—Assistant Secretary for Children and Families; 

(4) Agency for Healthcare Research and Quality—Administrator; 

(5) Agency for Toxic Substances and Disease Registry—Administrator; 

(6) Centers for Disease Control and Prevention—Director; 

(7) Centers for Medicare and Medicaid Services—Administrator; 

(8) Health Resources and Services Administration—Administrator; 

(9) Indian Health Service—Director; 

(10) National Institutes of Health—Director; 

(11) Substance Abuse and Mental Health Services Administration—Administrator; 

(12) Office of Inspector General—Inspector General. 

U.S. Code of Federal Regulations, 45 C.F.R. § 2.2. Definitions.
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Employee of the Department includes current and former:

(1) Commissioned officers in the Public Health Service Commissioned Corps, as well as regular and special DHHS employees
(except employees of the Food and Drug Administration), when they are performing the duties of their regular positions, as well
as when they are performing duties in a temporary assignment at DHHS or another organization. 

(2) Employees of intermediaries, carriers, Medicare Administrative Contractors, Program Safeguard Contractors, and Recovery
Audit Contractors, and any successor entities, that perform one or more of the following functions described in section 1874A or
1893 of the Social Security Act relating to the administration of the Medicare program: 

(i) Determination of payment amounts; making payments; beneficiary education and assistance; providing consultative
services; communication with providers; or, provider education and technical assistance; or, 

(ii) Other such functions as are necessary to carry out the Medicare program, including any of the following program integrity
functions under section 1893 of the Social Security Act: 

(A) Review of activities of providers or suppliers, including medical and utilization review and fraud review; 

(B) Auditing of cost reports; 

(C) Determinations as to whether payment should not be, or should not have been, made because Medicare is the
secondary payer, and recovery of payments that should not have been made; 

(D) Education of providers, beneficiaries, and other persons with respect to payment integrity and benefit quality
assurance issues; or, 

(E) Developing (and periodically updating) a list of items of durable medical equipment which are subject to prior
authorization. 

(3) Employees of a contractor, subcontractor, or state agency performing survey, certification, or enforcement functions under
title XVIII of the Social Security Act or Section 353 of the Public Health Service Act but only to the extent the requested
information was acquired in the course of performing those functions and regardless of whether documents are also relevant to
the state’s activities. 

(4) Employees and qualified contractors of an entity covered under the Federally Supported Health Centers Assistance Act of
1992, as amended, 42 U.S.C. 233(g)–(n), (FSHCAA), provided that the testimony is requested in medical malpractice tort
litigation and relates to the performance of medical, surgical, dental or related functions which were performed by the entity, its
employees and qualified contractors at a time when the DHHS deemed the entity and its employees and qualified contractors to
be covered by the FSHCAA. 

Certify means to authenticate under seal, pursuant to 42 U.S.C 3505, official documents of the Department.

Testify and testimony includes both in-person, oral statements before a court, legislative or administrative body and statements
made pursuant to depositions, interrogatories, declarations, affidavits, or other formal participation.

U.S. Code of Federal Regulations, 45 C.F.R. § 2.2. Definitions.
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[68 FR 25839, May 14, 2003 , as amended at 73 FR 53150, Sept. 15, 2008, eff. Oct. 15, 2008]
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.3. Policy on Presentation of testimony and production of documents.

No employee or former employee of the DHHS may provide testimony or produce documents in any proceedings to which this part applies
concerning information acquired in the course of performing official duties or because of the person’s official relationship with the
Department unless authorized by the Agency head pursuant to this part based on a determination by the Agency head, after consultation
with the Office of the General Counsel, that compliance with the request would promote the objectives of the Department.

[68 FR 25839, May 14, 2003 ]

U.S. Code of Federal Regulations, 45 C.F.R. § 2.3. Policy on Presentation of testimony and production of documents.
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.4. Procedures when voluntary testimony is requested or when an employee is
subpoenaed.

(a) All requests for testimony by an employee or former employee of the DHHS in his or her official capacity and not subject to the
exceptions set forth in §2.1(d) of this part must be addressed to the Agency head in writing and must state the nature of the requested
testimony, why the information sought is unavailable by any other means, and the reasons why the testimony would be in the interest
of the DHHS or the federal government. 

(b) If the Agency head denies approval to comply with a subpoena for testimony, or if the Agency head has not acted by the return
date, the employee will be directed to appear at the stated time and place, unless advised by the Office of the General Counsel that
responding to the subpoena would be inappropriate (in such circumstances as, for example, an instance where the subpoena was not
validly issued or served, where the subpoena has been withdrawn, or where discovery has been stayed), produce a copy of these
regulations, and respectfully decline to testify or produce any documents on the basis of these regulations. 

[68 FR 25840, May 14, 2003 ]

U.S. Code of Federal Regulations, 45 C.F.R. § 2.4. Procedures when voluntary testimony is requested or when an employee is
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.5. Subpoenas duces tecum.

(a) Whenever a subpoena duces tecum has been served upon a DHHS employee or former employee commanding the production of
any record, such person shall refer the subpoena to the Office of the General Counsel (including regional chief counsels) for a
determination of the legal sufficiency of the subpoena, whether the subpoena was properly served, and whether the issuing court or
other tribunal has jurisdiction over the Department.) If the General Counsel or his designee determines that the subpoena is legally
sufficient, the subpoena was properly served, and the tribunal has jurisdiction, the terms of the subpoena shall be complied with
unless affirmative action is taken by the Department to modify or quash the subpoena in accordance with Fed. R. Civ. P. 45 (c). 

(b) If a subpoena duces tecum served upon a DHHS employee or former employee commanding the production of any record is
determined by the Office of the General Counsel to be legally insufficient, improperly served, or from a tribunal not having jurisdiction,
such subpoena shall be deemed a request for records under the Freedom of Information Act and shall be handled pursuant to the
rules governing public disclosure established in 45 CFR part 5. 

[68 FR 25840, May 14, 2003 ]

U.S. Code of Federal Regulations, 45 C.F.R. § 2.5. Subpoenas duces tecum.
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U.S. Code of Federal Regulations
TITLE 45 — Public Welfare

SUBTITLE A — DEPARTMENT OF HEALTH AND HUMAN SERVICES (§§ 2.1 to 170.599)
CHAPTER I — (§§ 2.1 to 170.599)

SUBCHAPTER A — GENERAL ADMINISTRATION (§§ 2.1 to 102.3)
PART 2 — TESTIMONY BY EMPLOYEES AND PRODUCTION OF DOCUMENTS IN PROCEEDINGS WHERE THE UNITED
STATES IS NOT A PARTY (§§ 2.1 to 2.6)

45 C.F.R. § 2.6. Certification and authentication of records.

Upon request, DHHS agencies will certify, pursuant to 42 U.S.C. 3505, the authenticity of copies of records that are to be disclosed. Fees
for copying and certification are set forth in 45 CFR 5.43.

[68 FR 25840, May 14, 2003 ]

U.S. Code of Federal Regulations, 45 C.F.R. § 2.6. Certification and authentication of records.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.41

§ 5.41 Purpose and scope; definitions.

Currentness

(a) This subpart C sets forth the procedures to be followed with respect to:

(1) Service of summonses and complaints or other requests or demands directed to the Department of Homeland
Security (Department) or to any Department employee or former employee in connection with federal or state
litigation arising out of or involving the performance of official activities of the Department; and

(2) The oral or written disclosure, in response to subpoenas, orders, or other requests or demands of federal or state
judicial or quasi-judicial or administrative authority as well as state legislative authorities (collectively, “demands”),
whether civil or criminal in nature, or in response to requests for depositions, affidavits, admissions, responses
to interrogatories, document production, interviews, or other litigation-related matters, including pursuant to the
Federal Rules of Civil Procedure, the Federal Rules of Criminal Procedure, or applicable state rules (collectively,
“requests”), of any material contained in the files of the Department, any information relating to material contained
in the files of the Department, or any information acquired while the subject of the demand or request is or was
employed by the Department, or served as Secretary of the Department, as part of the performance of that person's
duties or by virtue of that person's official status.

(b) The provisions established by this subpart shall apply to all Department components that are transferred to the
Department. Except to the extent a Department component has adopted separate guidance governing the subject
matter of a provision of this subpart, the provisions of this subpart shall apply to each component of the Department.
Departmental components may issue their own guidance under this subpart subject to the approval of the General
Counsel of the Department.

(c) For purposes of this subpart, and except as the Department may otherwise determine in a particular case, the term
employee includes all former Secretaries of Homeland Security and all employees of the Department of Homeland
Security or other federal agencies who are or were appointed by, or subject to the supervision, jurisdiction, or control
of the Secretary of Homeland Security, whether residing or working in the United States or abroad, including United
States nationals, foreign nationals, and contractors. The procedures established within this subpart also apply to former
employees of the Department where specifically noted.

(d) For purposes of this subpart, the term litigation encompasses all pre-trial, trial, and post-trial stages of all judicial
or administrative actions, hearings, investigations, or similar proceedings before courts, commissions, boards (including
the Board of Appellate Review), grand juries, or other judicial or quasi-judicial bodies or tribunals, whether criminal,
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civil, or administrative in nature. This subpart governs, inter alia, responses to discovery requests, depositions, and other
pre-trial, trial, or post-trial proceedings, as well as responses to informal requests by attorneys or others in situations
involving litigation. However, this subpart shall not apply to any claims against the Department by Department of
Homeland Security employees (present or former), or applicants for Department employment, for which jurisdiction
resides with the U.S. Equal Employment Opportunity Commission; the U.S. Merit Systems Protection Board; the
Office of Special Counsel; the Federal Labor Relations Authority; the Foreign Service Labor Relations Board; the
Foreign Service Grievance Board; or a labor arbitrator operating under a collective bargaining agreement between the
Department and a labor organization representing Department employees; or their successor agencies or entities.

(e) For purposes of this subpart, official information means all information of any kind, however stored, that is in the
custody and control of the Department, relates to information in the custody and control of the Department, or was
acquired by Department employees, or former employees, as part of their official duties or because of their official status
within the Department while such individuals were employed by or served on behalf of the Department.

(f) Nothing in this subpart affects disclosure of information under the Freedom of Information Act (FOIA), 5 U.S.C.
552, the Privacy Act, 5 U.S.C. 552a, Executive Order 12958 on national security information (3 CFR, 1995 Comp., p.
333), the Government in the Sunshine Act, 5 U.S.C. 552b, the Department's implementing regulations or pursuant to
congressional subpoena. Nothing in this subpart permits disclosure of information by the Department, its present and
former employees, or the Secretary, that is protected or prohibited by statute or other applicable law.

(g) This subpart is intended only to inform the public about Department procedures concerning the service of process and
responses to demands or requests and is not intended to and does not create, and may not be relied upon to create any
right or benefit, substantive or procedural, enforceable at law by a party against the Department or the United States.

(h) Nothing in this subpart affects the rules and procedures, under applicable U.S. law and international conventions,
governing diplomatic and consular immunity.

(i) Nothing in this subpart affects the disclosure of official information to other federal agencies or Department of Justice
attorneys in connection with litigation conducted on behalf or in defense of the United States, its agencies, officers,
and employees, or litigation in which the United States has an interest; or to federal, state, local, or foreign prosecuting
and law enforcement authorities in conjunction with criminal law enforcement investigations, prosecutions, or other
proceedings, e.g., extradition, deportation.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Notes of Decisions (3)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.42

§ 5.42 Service of summonses and complaints.

Currentness

(a) Only the Office of the General Counsel is authorized to receive and accept on behalf of the Department summonses
or complaints sought to be served upon the Department, the Secretary, or Department employees. All such documents
should be delivered or addressed to the Office of the General Counsel, United States Department of Homeland Security,
Washington, DC, 20258. The authorization for receipt shall in no way affect the requirements of service elsewhere
provided in applicable rules and regulations.

(b) In the event any summons or complaint described in § 5.41(a) is delivered to an employee of the Department other
than in the manner specified in this part, the recipient thereof shall decline to accept the proffered service and may notify
the person attempting to make service of the Departmental regulations set forth herein.

(c) Except as otherwise provided §§ 5.42(d) and 5.43(c), the Department is not an authorized agent for service of process
with respect to civil litigation against Department employees purely in their personal, non-official capacity. Copies of
summonses or complaints directed to Department employees in connection with legal proceedings arising out of the
performance of official duties may, however, be served upon the Office of the General Counsel.

(d) Although the Department is not an agent for the service of process upon its employees with respect to purely personal,
non-official litigation, the Department recognizes that its employees should not use their official positions to evade their
personal obligations and will, therefore, counsel and encourage Department employees to accept service of process in
appropriate cases.

(e) Documents for which the Office of the General Counsel accepts service in official capacity only shall be stamped
“Service Accepted in Official Capacity Only”. Acceptance of service shall not constitute an admission or waiver with
respect to jurisdiction, propriety of service, improper venue, or any other defense in law or equity available under
applicable laws or rules.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.43

§ 5.43 Service of subpoenas, court orders, and other demands or requests for official information or action.

Currentness

(a) Except in cases in which the Department is represented by legal counsel who have entered an appearance or otherwise
given notice of their representation, only the Office of the General Counsel is authorized to receive and accept subpoenas,
or other demands or requests directed to the Secretary, the Department, or any component thereof, or its employees,
whether civil or criminal in nature, for:

(1) Material, including documents, contained in the files of the Department;

(2) Information, including testimony, affidavits, declarations, admissions, responses to interrogatories, or informal
statements, relating to material contained in the files of the Department or which any Department employee
acquired in the course and scope of the performance of his official duties;

(3) Garnishment or attachment of compensation of current or former employees; or

(4) The performance or non-performance of any official Department duty.

(b) In the event that any subpoena, demand, or request is sought to be delivered to a Department employee other than
in the manner prescribed in paragraph (a) of this section, such employee shall, after consultation with the Office of
the General Counsel, decline service and direct the server of process to the Departmental regulations. If the subpoena,
demand, or other request is nonetheless delivered to the employee, the employee shall immediately forward a copy of
that document to the Office of the General Counsel.

(c) Except as otherwise provided in this subpart, the Department is not an agent for service, or otherwise authorized to
accept on behalf of its employees, any subpoenas, show-cause orders, or similar compulsory process of federal or state
courts, or requests from private individuals or attorneys, which are not related to the employees' official duties except
upon the express, written authorization of the individual Department employee to whom such demand or request is
directed.

(d) Acceptance of such documents by the Office of the General Counsel does not constitute a waiver of any defenses that
might otherwise exist with respect to service under the Federal Rules of Civil or Criminal Procedure or other applicable
rules.
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(e) Copies of any subpoenas, show cause orders, or similar compulsory process of federal or state courts, or requests from
private individuals or attorneys, directed to former employees of the Department in connection with legal proceedings
arising out of the performance of official duties shall also be served upon the Office of the General Counsel. The
Department shall not, however, serve as an agent for service for the former employee, nor is the Department otherwise
authorized to accept service on behalf of its former employees. If the demand involves their official duties, former
employees who receive subpoenas, show cause orders, or similar compulsory process of federal or state courts should
also notify in the component of the Department in which they were employed if the service involves their official duties
while so employed.

(f) If the subpoena, demand, or other request is nonetheless delivered to the employee, the employee shall immediately
forward a copy of that document to the Office of the General Counsel.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.44

§ 5.44 Testimony and production of documents prohibited
unless approved by appropriate Department officials.

Currentness

(a) No employee, or former employee, of the Department shall, in response to a demand or request, including in
connection with any litigation, provide oral or written testimony by deposition, declaration, affidavit, or otherwise
concerning any information acquired while such person is or was an employee of the Department as part of the
performance of that person's official duties or by virtue of that person's official status, unless authorized to do so by the
Office of the General Counsel, or as authorized in § 5.44(b).

(b) No employee, or former employee, shall, in response to a demand or request, including in connection with any
litigation, produce any document or any material acquired as part of the performance of that employee's duties or by
virtue of that employee's official status, unless authorized to do so by the Office of the General Counsel or the delegates
thereof, as appropriate.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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KeyCite Red Flag - Severe Negative Treatment

 Unconstitutional or PreemptedHeld Invalid U.S. v. Bahamonde, 9th Cir.(Cal.), Apr. 25, 2006

Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.45

§ 5.45 Procedure when testimony or production of documents is sought; general.

Currentness

<For statute(s) affecting validity, see: 5 USCA § 301; 6 USCA § 101 et seq.>
 

(a) If official information is sought, through testimony or otherwise, by a request or demand, the party seeking such
release or testimony must (except as otherwise required by federal law or authorized by the Office of the General Counsel)
set forth in writing, and with as much specificity as possible, the nature and relevance of the official information sought.
Where documents or other materials are sought, the party should provide a description using the types of identifying
information suggested in § 5.3(b). Subject to § 5.47, Department employees may only produce, disclose, release, comment
upon, or testify concerning those matters which were specified in writing and properly approved by the appropriate
Department official designated in § 5.44. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951). The Office of
the General Counsel may waive the requirement of this subsection in appropriate circumstances.

(b) To the extent it deems necessary or appropriate, the Department may also require from the party seeking such
testimony or documents a plan of all reasonably foreseeable demands, including but not limited to the names of all
employees and former employees from whom discovery will be sought, areas of inquiry, expected duration of proceedings
requiring oral testimony, and identification of potentially relevant documents.

(c) The appropriate Department official designated in § 5.42 will notify the Department employee and such other persons
as circumstances may warrant of its decision regarding compliance with the request or demand.

(d) The Office of the General Counsel will consult with the Department of Justice regarding legal representation for
Department employees in appropriate cases.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.46

§ 5.46 Procedure when response to demand is required prior to receiving instructions.

Currentness

(a) If a response to a demand is required before the appropriate Department official designated in § 5.44 renders a
decision, the Department, if necessary, will request that the Department of Justice or the appropriate Department
attorney take appropriate steps to stay, postpone, or obtain relief from the demand pending decision. If necessary, the
attorney will:

(1) Appear with the employee upon whom the demand has been made;

(2) Furnish the court or other authority with a copy of the regulations contained in this subpart;

(3) Inform the court or other authority that the demand has been, or is being, as the case may be, referred for the
prompt consideration of the appropriate Department official; and

(4) Respectfully request the court or authority to stay the demand pending receipt of the requested instructions.

(b) In the event that an immediate demand for production or disclosure is made in circumstances which would preclude
the proper designation or appearance of a Department of Justice or appropriate Department attorney on the employee's
behalf, the employee, if necessary, shall respectfully request from the demanding court or authority for a reasonable stay
of proceedings for the purpose of obtaining instructions from the Department.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.47

§ 5.47 Procedure in the event of an adverse ruling.

Currentness

If a stay of, or other relief from, the effect of the demand in response to a request made pursuant to § 5.46 is declined
or not obtained, or if the court or other judicial or quasi-judicial authority declines to stay the effect of the demand in
response to a request made pursuant to § 5.46, or if the court or other authority rules that the demand must be complied
with irrespective of the Department's instructions not to produce the material or disclose the information sought, the
employee upon whom the demand has been made shall respectfully decline to comply with the demand, citing this subpart
and United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.48

§ 5.48 Considerations in determining whether the Department will comply with a demand or request.

Currentness

(a) In deciding whether to comply with a demand or request, Department officials and attorneys shall consider, among
any other pertinent considerations:

(1) Whether such compliance would be unduly burdensome or otherwise inappropriate under the applicable rules
of discovery or the rules of procedure governing the case or matter in which the demand arose;

(2) Whether compliance is appropriate under the relevant substantive law concerning privilege or disclosure of
information;

(3) The public interest;

(4) The need to conserve the time of Department employees for the conduct of official business;

(5) The need to avoid spending the time and money of the United States for private purposes;

(6) The need to maintain impartiality between private litigants in cases where a substantial government interest is
not implicated;

(7) Whether compliance would have an adverse effect on performance by the Department of its mission and duties;
and

(8) The need to avoid involving the Department in controversial issues not related to its mission.

(b) Among those demands and requests in response to which compliance will not ordinarily be authorized are those with
respect to which any of the following factors, inter alia, exist:

(1) Compliance would violate a statute or a rule of procedure;
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(2) Compliance would violate a specific regulation or Executive order;

(3) Compliance would reveal information properly classified in the interest of national security;

(4) Compliance would reveal confidential commercial or financial information or trade secrets without the owner's
consent;

(5) Compliance would reveal the internal deliberative processes of the Executive Branch; or

(6) Compliance would potentially impede or prejudice an on-going law enforcement investigation.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Notes of Decisions (3)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=6USCAS101&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=l&pubNum=1077005&cite=UUID(ID79FB6899E-2C448F9EC1A-546081C08AC)&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=SL&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552A&originatingDoc=NAC9FF730868411D99564CBDD35F58A0E&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/RelatedInformation/NotesofDecisions?docGuid=NAC9FF730868411D99564CBDD35F58A0E&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=NotesOfDecision&contextData=(sc.DocLink)


§ 5.49 Prohibition on providing expert or opinion testimony., 6 C.F.R. § 5.49

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 6. Domestic Security (Refs & Annos)

Chapter I. Department of Homeland Security, Office of the Secretary (Refs & Annos)
Part 5. Disclosure of Records and Information (Refs & Annos)

Subpart C. Disclosure of Information in Litigation (Refs & Annos)

6 C.F.R. § 5.49

§ 5.49 Prohibition on providing expert or opinion testimony.

Currentness

(a) Except as provided in this section, and subject to 5 CFR 2635.805, Department employees shall not provide opinion or
expert testimony based upon information which they acquired in the scope and performance of their official Department
duties, except on behalf of the United States or a party represented by the Department of Justice.

(b) Any expert or opinion testimony by a former employee of the Department shall be excepted from 5.49(a) where the
testimony involves only general expertise gained while employed at the Department.

(c) Upon a showing by the requestor of exceptional need or unique circumstances and that the anticipated testimony
will not be adverse to the interests of the United States, the appropriate Department official designated in § 5.44 may,
consistent with 5 CFR 2635.805, in their discretion and with the concurrence of the Office of the General Counsel, grant
special, written authorization for Department employees, or former employees, to appear and testify as expert witnesses
at no expense to the United States.

(d) If, despite the final determination of the appropriate Department official designated in § 5.44, a court of competent
jurisdiction or other appropriate authority orders the appearance and expert or opinion testimony of a current or former
Department employee, that person shall immediately inform the Office of the General Counsel of such order. If the
Office of the General Counsel determines that no further legal review of or challenge to the court's order will be made,
the Department employee, or former employee, shall comply with the order. If so directed by the Office of the General
Counsel, however, the employee, or former employee, shall respectfully decline to testify.

AUTHORITY: 6 U.S.C. 101 et seq.; Pub.L. 107–296, 116 Stat. 2135; 5 U.S.C. 301. Subpart A also issued under 5 U.S.C.
552. Subpart B also issued under 5 U.S.C. 552a.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants

C.F.R. T. 24, Subt. A, Pt. 15, Subpt. C, Refs & Annos
Currentness

Credits
Source: 72 FR 8582, Feb. 26, 2007, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.201

§ 15.201 Purpose and scope.

Effective: December 26, 2008
Currentness

(a) This subpart contains the regulations of the Department concerning the procedures to be followed and standards to
be applied when demand is issued in a legal proceeding among private litigants for the production or disclosure of any
material, whether provided through production of material or provision of testimony.

(b) This subpart does not apply to demands, which are covered by part 2004 of this title, for production of material in the
files of the Office of Inspector General or provision of testimony by employees within the Office of Inspector General.

(c) This subpart also provides guidance to persons engaged in private litigation, to which the United States is not a party,
on the procedures to be followed when making a demand for documents or testimony on the Department of Housing
and Urban Development. This subpart does not, and may not be relied upon to, create any affirmative right or benefit,
substantive or procedural, enforceable against HUD.

Credits
[73 FR 72205, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.202

§ 15.202 Production of material or provision of testimony prohibited unless approved.

Effective: December 26, 2008
Currentness

Neither the Department nor any employee of the Department shall comply with any demand for production of material
or provision of testimony in a legal proceeding among private litigants, unless the prior approval of the Authorized
Approving Official has been obtained in accordance with this subpart. This rule does not apply to any legal proceeding
in which an employee may be called to participate, either through the production of documents or the provision of
testimony, not on official time, as to facts or opinions that are in no way related to material described in § 15.201.

Credits
[73 FR 72205, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.203

§ 15.203 Making a demand for production of material or provision of testimony.

Effective: December 26, 2008
Currentness

(a) Any demand made to the Department or an employee of the Department to produce any material or provide any
testimony in a legal proceeding among private litigants must:

(1) Be submitted in writing to the Department or employee of the Department, with a copy to the Appropriate
Associate General Counsel or Appropriate Regional Counsel, no later than 30 days before the date the material
or testimony is required;

(2) State, with particularity, the material or testimony sought;

(3) If testimony is requested, state:

(i) The intended use of the testimony, and

(ii) Whether expert or opinion testimony will be sought from the employee;

(4) State whether the production of such material or provision of such testimony could reveal classified, confidential,
or privileged material;

(5) Summarize the need for and relevance of the material or testimony sought in the legal proceeding and include
a copy of the complaint, if available;

(6) State whether the material or testimony is available from any other source and, if so, state all such other sources;

(7) State why no document[s], or declaration[s] or affidavit[s], could be used in lieu of oral testimony that is being
sought;
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(8) Estimate the amount of time the employee will need in order to prepare for, travel to, and attend the legal
proceeding, as appropriate;

(9) State why the production of the material or provision of the testimony is appropriate under the rules of procedure
governing the legal proceeding for which it is sought (e.g., not be unduly burdensome or otherwise inappropriate
under the relevant rules governing discovery); and

(10) Describe how producing such material or providing such testimony would affect the interests of the United
States.

(b) If the Department determines that the requestor has failed to provide the information required by paragraph (a) of
this section, or that the information provided is insufficient to consider the demand in accordance with § 15.204, the
Department may require that additional information be provided by the requestor before the demand is considered.

(c) Whenever a demand is made upon the Department or an employee of the Department for the production of
material or provision of testimony, the employee shall immediately notify the Appropriate Associate General Counsel
or Appropriate Regional Counsel.

Credits
[72 FR 53877, Sept. 20, 2007; 73 FR 72205, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.204

§ 15.204 Consideration of demands for production of material or provision of testimony.

Effective: December 26, 2008
Currentness

(a) The Authorized Approving Official shall determine what material is to be produced or what testimony is to be
provided, based upon the following standards:

(1) Expert or opinion material or testimony. In any legal proceeding among private litigants, no employee of the
Department may produce material or provide testimony as described in § 15.201(a) that is of an expert or opinion
nature, unless specifically authorized by the Authorized Approving Official for good cause shown.

(2) Factual material or testimony. In any legal proceeding among private litigants, no employee of the Department
may produce material or provide testimony as described in § 15.201(a) that is of a factual nature, unless specifically
authorized by the Authorized Approving Official. The Authorized Approving Official shall determine whether any
of the following factors are applicable. Such a demand may either be denied, or conditionally granted in accordance
with § 15.204(c), if any such factors are applicable:

(i) Producing such material or providing such testimony would violate a statute or regulation;

(ii) Producing such material or providing such testimony would reveal classified, confidential, or privileged material;

(iii) Such material or testimony would be irrelevant to the legal proceeding;

(iv) Such material or testimony could be obtained from any other source;

(v) One or more documents, or a declaration or affidavit, could reasonably be provided in lieu of oral testimony;

(vi) The amount of employees' time necessary to comply with the demand would be unreasonable;
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(vii) Production of the material or provision of the testimony would not be required under the rules of procedure
governing the legal proceeding for which it is sought (e.g., unduly burdensome or otherwise inappropriate under
the relevant rules governing discovery);

(viii) Producing such material or providing such testimony would impede a significant interest of the United States;
or

(ix) The Department has any other legally cognizable objection to the release of such information or testimony in
response to a demand.

(b) Once a determination has been made, the requester will be notified of the determination. If the demand is denied,
the requestor shall be notified of the reasons for the denial. If the demand is conditionally approved, the requestor shall
be notified of the conditions that have been imposed upon the production of the material or provision of the testimony
demanded, and the reasons for the conditional approval of the demand.

(c) The Authorized Approving Official may impose conditions or restrictions on the production of any material or
provision of any testimony. Such conditions or restrictions may include the following:

(1) A requirement that the parties to the legal proceeding obtain a protective order or execute a confidentiality
agreement to limit access to, and limit any further disclosure of, material or testimony;

(2) A requirement that the requester accept examination of documentary material on HUD premises in lieu of
production of copies;

(3) A limitation on the subject areas of testimony permitted;

(4) A requirement that testimony of a HUD employee be provided by deposition at a location prescribed by HUD
or by written declaration;

(5) A requirement that the parties to the legal proceeding agree that a transcript of the permitted testimony be kept
under seal or will only be used or only made available in the particular legal proceeding for which testimony was
demanded;

(6) A requirement that the requester purchase an extra copy of the transcript of the employee's testimony from the
court reporter and provide the Department with a copy at the requester's expense; or

(7) Any other condition or restriction deemed to be in the best interests of the United States, including
reimbursement of costs to the Department.
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(d) The determination made with respect to the production of material or provision of testimony pursuant to this subpart
is within the sole discretion of the Authorized Approving Official and shall constitute final agency action from which
no administrative appeal is available.

Credits
[73 FR 72205, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.205

§ 15.205 Method of production of material or provision of testimony.

Effective: December 26, 2008
Currentness

(a) Where the Authorized Approving Official has authorized the production of material or provision of testimony, the
Department shall produce such material or provide such testimony in accordance with this section and any conditions
imposed upon production of material or provision of testimony pursuant to § 15.204(c).

(b) In any legal proceeding where the Authorized Approving Official has authorized the production of documents, the
Department shall respond by producing authenticated copies of the documents, to which the seal of the Department has
been affixed, in accordance with its authentication procedures. The authentication shall be evidence that the documents
are true copies of documents in the Department's files and shall be sufficient for the purposes of Rules 803(8) and 902 of
the Federal Rules of Evidence and Rule 44(a)(1) of the Federal Rules of Civil Procedure.

(c) If response to a demand is required before the determination from the Authorized Approving Official is received, the
U.S. Attorney, Department of Justice Attorney, or such other attorney as may be designated for the purpose will appear
or make such filings as are necessary to furnish the court or other authority with a copy of the regulations contained
in this subpart and will inform the court or other authority that the demand has been, or is being, as the case may
be, referred for prompt consideration. The court or other authority shall be requested respectfully to stay the demand
pending receipt of the requested determination from the Authorized Approving Official.

Credits
[73 FR 72206, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 24. Housing and Urban Development

Subtitle A. Office of the Secretary, Department of Housing and Urban Development
Part 15. Public Access to HUD Records Under the Freedom of Information Act and Testimony and
Production of Information by HUD Employees (Refs & Annos)

Subpart C. Production of Material or Provision of Testimony in Response to Demands in Legal
Proceedings Among Private Litigants (Refs & Annos)

24 C.F.R. § 15.206

§ 15.206 Procedure in the event of an adverse ruling regarding production of material or provision of testimony.

Effective: December 26, 2008
Currentness

If the court or other authority declines to stay the demand made in accordance with § 15.205(c) pending receipt of the
determination from the Authorized Approving Official, or if the court or other authority rules that the demand must
be complied with irrespective of the determination by the Authorized Approving Official not to produce the material
or provide the testimony demanded or to produce subject to conditions or restrictions, the employee upon whom the
demand has been made shall, if so directed by an attorney representing the Department, respectfully decline to comply
with the demand. (United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951)).

Credits
[73 FR 72206, Nov. 26, 2008]

AUTHORITY: 42 U.S.C. 3535(d), 5 U.S.C. 552.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony

Subpart L. Legal Process: Testimony by Employees and Production of Records

C.F.R. T. 43, Subt. A, Pt. 2, Subpt. L, Refs & Annos
Currentness

Authority: 5 U.S.C. 301, 552 and 552a; 31 U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15
FR 3174.

Credits
Source: 65 FR 46369, July 28, 2000; 67 FR 64530, Oct. 21, 2002; 77 FR 76902, Dec. 31, 2012; 78 FR 6216, Jan. 30, 2013,
unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
General Information

43 C.F.R. § 2.280

§ 2.280 What does this subpart cover?

Effective: January 30, 2013
Currentness

(a) This subpart describes how the Department of the Interior (including all its bureaus and offices) responds to requests
or subpoenas for:

(1) Testimony by employees in State, territorial or Tribal judicial, legislative or administrative proceedings
concerning information acquired while performing official duties or because of an employee's official status;

(2) Testimony by employees in Federal court civil proceedings in which the United States is not a party concerning
information acquired while performing official duties or because of an employee's official status;

(3) Testimony by employees in any judicial or administrative proceeding in which the United States, while not a
party, has a direct and substantial interest;

(4) Official records or certification of such records for use in Federal, State, territorial or Tribal judicial, legislative
or administrative proceedings.

(b) In this subpart, “employee” means a current or former Department employee, including a contract or special
government employee.

(c) This subpart does not apply to:

(1) Congressional requests or subpoenas for testimony or records;

(2) Federal court civil proceedings in which the United States is a party;

(3) Federal administrative proceedings;
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(4) Federal, State and Tribal criminal court proceedings;

(5) Employees who voluntarily testify, while on their own time or in approved leave status, as private citizens as
to facts or events that are not related to the official business of the Department. The employee must state for the
record that the testimony represents the employee's own views and is not necessarily the official position of the
Department. See 5 CFR §§ 2635.702(b), 2635.807 (b).

(6) Testimony by employees as expert witnesses on subjects outside their official duties, except that they must obtain
prior approval if required by § 2.90.

(d) This subpart does not affect the rights of any individual or the procedures for obtaining records under the Freedom of
Information Act (FOIA), Privacy Act, or statutes governing the certification of official records. The Department FOIA
and Privacy Act regulations are found at 43 CFR Part 2, subparts B and D.

(e) Nothing in this subpart is intended to impede the appropriate disclosure under applicable laws of Department
information to Federal, State, territorial, Tribal, or foreign law enforcement, prosecutorial, or regulatory agencies.

(f) This subpart only provides guidance for the internal operations of the Department, and neither creates nor is intended
to create any enforceable right or benefit against the United States.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
General Information

43 C.F.R. § 2.281

§ 2.281 What is the Department's policy on granting requests for employee testimony or Department records?

Effective: January 30, 2013
Currentness

(a) Except for proceedings covered by § 2.80(c) and (d), it is the Department's general policy not to allow its employees
to testify or to produce Department records either upon request or by subpoena. However, if you request in writing, the
Department will consider whether to allow testimony or production of records under this subpart. The Department's
policy ensures the orderly execution of its mission and programs while not impeding any proceeding inappropriately.

(b) No Department employee may testify or produce records in any proceeding to which this subpart applies unless
authorized by the Department under §§ 2.80 through 2.90 United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Requesters

43 C.F.R. § 2.282

§ 2.282 How can I obtain employee testimony or Department records?

Effective: January 30, 2013
Currentness

(a) To obtain employee testimony, you must submit:

(1) A written request (hereafter a “Touhy Request;” see § 2.84 and United States ex rel. Touhy v. Ragen, 340 U.S.
462 (1951)); and

(2) A statement that you will submit a check for costs to the Department of the Interior, in accordance with § 2.85,
if your Touhy Request is granted.

(b) To obtain official Department records, you must submit:

(1) A Touhy Request; and

(2) A Statement that you agree to pay the costs of duplication in accordance with 43 CFR Part 2, appendix A, if
your Touhy Request is granted.

(c) You must send your Touhy Request to:

(1) The employee's office address;

(2) The official in charge of the employee's bureau, division, office or agency; and

(3) The appropriate unit of the Solicitor's Office.

(d) To obtain employee testimony or records of the Office of Inspector General, you must send your Touhy Request to
the General Counsel for the Office of Inspector General.
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(e) 43 CFR Part 2, Appendix B contains a list of the addresses of the Department's bureaus and offices and the units
of the Solicitor's Office. The General Counsel for the Inspector General is located at the address for the Office of the
Inspector General. If you do not know the employee's address, you may obtain it from the employee's bureau or office.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Requesters

43 C.F.R. § 2.283

§ 2.283 If I serve a subpoena duces tecum, must I also submit a Touhy request?

Effective: January 30, 2013
Currentness

Yes. If you serve a subpoena for employee testimony, you also must submit a request under United States ex rel. Touhy
v. Regan, 340 U.S. 462 (1951)? If you serve a subpoena duces tecum for records in the possession of the Department,
you also must submit a Touhy Request.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Requesters

43 C.F.R. § 2.284

§ 2.284 What information must I put in my Touhy Request?

Effective: January 30, 2013
Currentness

Your Touhy Request must:

(a) Identify the employee or record;

(b) Describe the relevance of the desired testimony or records to your proceeding and provide a copy of the pleadings
underlying your request;

(c) Identify the parties to your proceeding and any known relationships they have to the Department's mission or
programs;

(d) Show that the desired testimony or records are not reasonably available from any other source;

(e) Show that no record could be provided and used in lieu of employee testimony;

(f) Provide the substance of the testimony expected of the employee; and

(g) Explain why you believe your Touhy Request complies with § 2.88. 1

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

Footnotes
1 So in original; subpart containing former section revised by 77 FR 76902, effective Jan. 30, 2013.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Requesters

43 C.F.R. § 2.285

§ 2.285 How much will I be charged?

Effective: January 30, 2013
Currentness

We will charge you the costs, including travel expenses, for employees to testify under the relevant substantive and
procedural laws and regulations. You must pay costs for record production under 43 CFR Part 2, Appendix A. Costs
must be paid by check or money order payable to the Department of the Interior.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Requesters

43 C.F.R. § 2.286

§ 2.286 Can I get an authenticated copy of a Department record?

Effective: January 30, 2013
Currentness

Yes. We may provide an authenticated copy of a Department record, for purposes of admissibility under Federal, State
or Tribal law. We will do this only if the record has been officially released or would otherwise be released under § 2.13
or this Subpart.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibility of the Department

43 C.F.R. § 2.287

§ 2.287 How will the Department process my Touhy Request?

Effective: January 30, 2013
Currentness

(a) The appropriate Department official will decide whether to grant or deny your Touhy Request. Our Solicitor's Office
or, in the case of the Office of Inspector General, its General Counsel, may negotiate with you or your attorney to refine
or limit both the timing and content of your Touhy Request. When necessary, the Solicitor's Office or, in the case of the
Office of Inspector General, its General Counsel, also will coordinate with the Department of Justice to file appropriate
motions, including motions to remove the matter to Federal court, to quash, or to obtain a protective order.

(b) We will limit our decision to allow employee testimony to the scope of your Touhy Request.

(c) If you fail to follow the requirements of this Subpart, we will not allow the testimony or produce the records.

(d) If your Touhy Request is complete, we will consider the request under § 2.88.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibility of the Department

43 C.F.R. § 2.288

§ 2.288 What criteria will the Department consider in responding to my Touhy Request?

Effective: January 30, 2013
Currentness

In deciding whether to grant your Touhy Request, the appropriate Department official will consider:

(a) Your ability to obtain the testimony or records from another source;

(b) The appropriateness of the employee testimony and record production under the relevant regulations of procedure
and substantive law, including the FOIA or the Privacy Act; and

(c) Our ability to:

(1) Conduct our official business unimpeded;

(2) Maintain impartiality in conducting our business;

(3) Minimize the possibility that we will become involved in issues that are not related to our mission or programs;

(4) Avoid spending public employee's time for private purposes;

(5) Avoid the negative cumulative effect of granting similar requests;

(6) Ensure that privileged or protected matters remain confidential; and

(7) Avoid undue burden on us.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.
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Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Employees

43 C.F.R. § 2.289

§ 2.289 What must I, as an employee, do upon receiving a request?

Effective: January 30, 2013
Currentness

(a) If you receive a request or subpoena that does not include a Touhy Request, you must immediately notify your
supervisor and the Solicitor's Office, or the General Counsel of the Office of the Inspector General, as applicable, for
assistance in issuing the proper response.

(b) If you receive a Touhy Request, you must promptly notify your supervisor and forward the request to the head
of your bureau, division or office. After consulting with the Solicitor's Office or, in the case of the Office of Inspector
General, its General Counsel, the official in charge will decide whether to grant the Touhy Request under § 2.88.

(c) All decisions granting or denying a Touhy Request must be in writing. The official in charge must ask the applicable
unit of the Solicitor's Office or, in the case of the Office of Inspector General, its General Counsel, for advice when
preparing the decision.

(d) Under 28 U.S.C. 1733, Federal Rule of Civil Procedure 44(a)(1), or comparable State or Tribal law, a request for
an authenticated copy of a Department record may be granted by the person having the legal custody of the record. If
you believe that you have custody of a record:

(1) Consult your delegated authority to determine if you can grant a request for authentication of records; and

(2) Consult the Solicitor's Office or, in the case of the Office of Inspector General, its General Counsel, concerning
the proper form of the authentication (as authentication requirements may vary by jurisdiction).

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N09F13630880411D98CEADD8B3DFE30E4&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N0A2146E0880411D98CEADD8B3DFE30E4&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N2EA0F420552411E2AF83F9863E658386&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT43SUBTAPT2R)&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=CM&sourceCite=43+C.F.R.+%c2%a7+2.289&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=NA8D1C5C0552F11E2A3C0E456EDFC9E5D&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT43SUBTAPT2SUBPTLR)&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=CM&sourceCite=43+C.F.R.+%c2%a7+2.289&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N36D6C1B055E211E2A1BAB9476E480003&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=43CFRS2.88&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=VP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=28USCAS1733&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR44&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)#co_pp_7b9b000044381
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552A&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS553&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3717&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=43USCAS1460&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=43USCAS1461&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552A&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS9701&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS9701&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=43USCAS1460&originatingDoc=NE6851F3055E211E2A3C0E456EDFC9E5D&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)


§ 2.290 Must I get approval before testifying as an expert..., 43 C.F.R. § 2.290

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 43. Public Lands: Interior

Subtitle A. Office of the Secretary of the Interior
Part 2. Freedom of Information Act; Records and Testimony (Refs & Annos)

Subpart L. Legal Process: Testimony by Employees and Production of Records (Refs & Annos)
Responsibilities of Employees

43 C.F.R. § 2.290

§ 2.290 Must I get approval before testifying as an expert
witness on a subject outside the scope of my official duties?

Effective: January 30, 2013
Currentness

(a) You must comply with 5 CFR 2635.805(c), which details the authorization procedure for an employee to testify as
an expert witness, not on behalf of the United States, in any judicial or administrative proceeding in which the United
States is a party or has a direct and substantial interest. This procedure means:

(1) You must obtain the written approval of your Deputy Ethics Official;

(2) You must be in an approved leave status if you testify during duty hours; and

(3) You must state for the record that you are appearing as a private individual and that your testimony does not
represent the official views of the Department.

(b) If you testify as an expert witness on a matter outside the scope of your official duties, and which is not covered by
paragraph (a) of this section, you must comply with 5 CFR 2635.802 and 5 CFR 3501.105.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 31 U.S.C. 3717; 43 U.S.C. 1460, 1461.; 5 U.S.C. 301, 552 and 552a; 31
U.S.C. 9701; 43 U.S.C. 1460; and Reorganization Plan No. 3 of 1950, 15 FR 3174.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information

Subpart B. Production or Disclosure in Federal and State Proceedings

C.F.R. T. 28, Ch. I, Pt. 16, Subpt. B, Refs & Annos
Currentness

Credits
Source: Order No. 919–80, 45 FR 83210, Dec. 18, 1980, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.21

§ 16.21 Purpose and scope.

Currentness

(a) This subpart sets forth procedures to be followed with respect to the production or disclosure of any material
contained in the files of the Department, any information relating to material contained in the files of the Department,
or any information acquired by any person while such person was an employee of the Department as a part of the
performance of that person's official duties or because of that person's official status:

(1) In all federal and state proceedings in which the United States is a party; and

(2) In all federal and state proceedings in which the United States is not a party, including any proceedings in
which the Department is representing a government employee solely in that employee's individual capacity, when a
subpoena, order, or other demand (hereinafter collectively referred to as a “demand”) of a court or other authority
is issued for such material or information.

(b) For purposes of this subpart, the term employee of the Department includes all officers and employees of the United
States appointed by, or subject to the supervision, jurisdiction, or control of the Attorney General of the United States,
including U.S. Attorneys, U.S. Marshals, U.S. Trustees and members of the staffs of those officials.

(c) Nothing in this subpart is intended to impede the appropriate disclosure, in the absence of a demand, of information
by Department law enforcement agencies to federal, state, local and foreign law enforcement, prosecutive, or regulatory
agencies.

(d) This subpart is intended only to provide guidance for the internal operations of the Department of Justice, and is
not intended to, and does not, and may not be relied upon to create any right or benefit, substantive or procedural,
enforceable at law by a party against the United States.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.22

§ 16.22 General prohibition of production or disclosure in Federal
and State proceedings in which the United States is not a party.

Currentness

(a) In any federal or state case or matter in which the United States is not a party, no employee or former employee of
the Department of Justice shall, in response to a demand, produce any material contained in the files of the Department,
or disclose any information relating to or based upon material contained in the files of the Department, or disclose any
information or produce any material acquired as part of the performance of that person's official duties or because of
that person's official status without prior approval of the proper Department official in accordance with §§ 16.24 and
16.25 of this part.

(b) Whenever a demand is made upon an employee or former employee as described in paragraph (a) of this section,
the employee shall immediately notify the U.S. Attorney for the district where the issuing authority is located. The
responsible United States Attorney shall follow procedures set forth in § 16.24 of this part.

(c) If oral testimony is sought by a demand in any case or matter in which the United States is not a party, an affidavit,
or, if that is not feasible, a statement by the party seeking the testimony or by his attorney, setting forth a summary
of the testimony sought and its relevance to the proceeding, must be furnished to the responsible U.S. Attorney. Any
authorization for testimony by a present or former employee of the Department shall be limited to the scope of the
demand as summarized in such statement.

(d) When information other than oral testimony is sought by a demand, the responsible U.S. Attorney shall request a
summary of the information sought and its relevance to the proceeding.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.23

§ 16.23 General disclosure authority in Federal and State proceedings in which the United States is a party.

Currentness

(a) Every attorney in the Department of Justice in charge of any case or matter in which the United States is a party is
authorized, after consultation with the “originating component” as defined in § 16.24(a) of this part, to reveal and furnish
to any person, including an actual or prospective witness, a grand jury, counsel, or a court, either during or preparatory
to a proceeding, such testimony, and relevant unclassified material, documents, or information secured by any attorney,
or investigator of the Department of Justice, as such attorney shall deem necessary or desirable to the discharge of the
attorney's official duties: Provided, Such an attorney shall consider, with respect to any disclosure, the factors set forth in
§ 16.26(a) of this part: And further provided, An attorney shall not reveal or furnish any material, documents, testimony
or information when, in the attorney's judgment, any of the factors specified in § 16.26(b) exists, without the express prior
approval by the Assistant Attorney General in charge of the division responsible for the case or proceeding, the Director
of the Executive Office for United States Trustees (hereinafter referred to as “the EOUST”), or such persons' designees.

(b) An attorney may seek higher level review at any stage of a proceeding, including prior to the issuance of a court order,
when the attorney determines that a factor specified in § 16.26(b) exists or foresees that higher level approval will be
required before disclosure of the information or testimony in question. Upon referral of a matter under this subsection,
the responsible Assistant Attorney General, the Director of EOUST, or their designees shall follow procedures set forth
in § 16.24 of this part.

(c) If oral testimony is sought by a demand in a case or matter in which the United States is a party, an affidavit, or, if
that is not feasible, a statement by the party seeking the testimony or by the party's attorney setting forth a summary of
the testimony sought must be furnished to the Department attorney handling the case or matter.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.24

§ 16.24 Procedure in the event of a demand where disclosure is not otherwise authorized.

Currentness

(a) Whenever a matter is referred under § 16.22 of this part to a U.S. Attorney or, under § 16.23 of this part, to an Assistant
Attorney General, the Director of the EOUST, or their designees (hereinafter collectively referred to as the “responsible
official”), the responsible official shall immediately advise the official in charge of the bureau, division, office, or agency
of the Department that was responsible for the collection, assembly, or other preparation of the material demanded or
that, at the time the person whose testimony was demanded acquired the information in question, employed such person
(hereinafter collectively referred to as the “originating component”), or that official's designee. In any instance in which
the responsible official is also the official in charge of the originating component, the responsible official may perform
all functions and make all determinations that this regulation vests in the originating component.

(b) The responsible official, subject to the terms of paragraph (c) of this section, may authorize the appearance and
testimony of a present or former Department employee, or the production of material from Department files if:

(1) There is no objection after inquiry of the originating component;

(2) The demanded disclosure, in the judgment of the responsible official, is appropriate under the factors specified
in § 16.26(a) of this part; and

(3) None of the factors specified in § 16.26(b) of this part exists with respect to the demanded disclosure.

(c) It is Department policy that the responsible official shall, following any necessary consultation with the originating
component, authorize testimony by a present or former employee of the Department or the production of material
from Department files without further authorization from Department officials whenever possible: Provided, That,
when information is collected, assembled, or prepared in connection with litigation or an investigation supervised by
a division of the Department or by the EOUST, the Assistant Attorney General in charge of such a division or the
Director of the EOUST may require that the originating component obtain the division's or the EOUST's approval
before authorizing a responsible official to disclose such information. Prior to authorizing such testimony or production,
however, the responsible official shall, through negotiation and, if necessary, appropriate motions, seek to limit the
demand to information, the disclosure of which would not be inconsistent with the considerations specified in § 16.26
of this part.
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(d)(1) In a case in which the United States is not a party, if the responsible U.S. attorney and the originating component
disagree with respect to the appropriateness of demanded testimony or of a particular disclosure, or if they agree that
such testimony or such a disclosure should not be made, they shall determine if the demand involves information that
was collected, assembled, or prepared in connection with litigation or an investigation supervised by a division of this
Department or the EOUST. If so, the U.S. attorney shall notify the Director of the EOUST or the Assistant Attorney
General in charge of the division responsible for such litigation or investigation, who may:

(i) Authorize personally or through a Deputy Assistant Attorney General, the demanded testimony or other
disclosure of the information if such testimony or other disclosure, in the Assistant or Deputy Assistant Attorney
General's judgment or in the judgment of the Director of the EOUST, is consistent with the factors specified in §
16.26(a) of this part, and none of the factors specified in § 16.26(b) of this part exists with respect to the demanded
disclosure;

(ii) Authorize, personally or by a designee, the responsible official, through negotiations and, if necessary,
appropriate motions, to seek to limit the demand to matters, the disclosure of which, through testimony or
documents, considerations specified in § 16.26 of this part, and otherwise to take all appropriate steps to limit the
scope or obtain the withdrawal of a demand; or

(iii) If, after all appropriate steps have been taken to limit the scope or obtain the withdrawal of a demand, the
Director of the EOUST or the Assistant or Deputy Assistant Attorney General does not authorize the demanded
testimony or other disclosure, refer the matter, personally or through a Deputy Assistant Attorney General, for
final resolution to the Deputy or Associate Attorney General, as indicated in § 16.25 of this part.

(2) If the demand for testimony or other disclosure in such a case does not involve information that was collected,
assembled, or prepared in connection with litigation or an investigation supervised by a division of this Department,
the originating component shall decide whether disclosure is appropriate, except that, when especially significant
issues are raised, the responsible official may refer the matter to the Deputy or Associate Attorney General, as
indicated in § 16.25 of this part. If the originating component determines that disclosure would not be appropriate
and the responsible official does not refer the matter for higher level review, the responsible official shall take all
appropriate steps to limit the scope or obtain the withdrawal of a demand.

(e) In a case in which the United States is a party, the Assistant General or the Director of the EOUST responsible for
the case or matter, or such persons' designees, are authorized, after consultation with the originating component, to
exercise the authorities specified in paragraph (d)(1)(i) through (iii) of this section: Provided, That if a demand involves
information that was collected, assembled, or prepared originally in connection with litigation or an investigation
supervised by another unit of the Department, the responsible official shall notify the other division or the EOUST
concerning the demand and the anticipated response. If two litigating units of the Department are unable to resolve
a disagreement concerning disclosure, the Assistant Attorneys General in charge of the two divisions in disagreement,
or the Director of the EOUST and the appropriate Assistant Attorney General, may refer the matter to the Deputy or
Associate Attorney General, as indicated in § 16.25(b) of this part.

(f) In any case or matter in which the responsible official and the originating component agree that it would not be
appropriate to authorize testimony or otherwise to disclose the information demanded, even if a court were so to require,
no Department attorney responding to the demand should make any representation that implies that the Department
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would, in fact, comply with the demand if directed to do so by a court. After taking all appropriate steps in such cases
to limit the scope or obtain the withdrawal of a demand, the responsible official shall refer the matter to the Deputy or
Associate Attorney General, as indicated in § 16.25 of this part.

(g) In any case or matter in which the Attorney General is personally involved in the claim of privilege, the responsible
official may consult with the Attorney General and proceed in accord with the Attorney General's instructions without
subsequent review by the Deputy or Associate Attorney General.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Notes of Decisions (122)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.25

§ 16.25 Final action by the Deputy or Associate Attorney General.

Currentness

(a) Unless otherwise indicated, all matters to be referred under § 16.24 by an Assistant Attorney General, the Director of
the EOUST, or such person's designees to the Deputy or Associate Attorney General shall be referred (1) to the Deputy
Attorney General, if the matter is referred personally by or through the designee of an Assistant Attorney General who
is within the general supervision of the Deputy Attorney General, or (2) to the Associate Attorney General, in all other
cases.

(b) All other matters to be referred under § 16.24 to the Deputy or Associate Attorney General shall be referred (1) to
the Deputy Attorney General, if the originating component is within the supervision of the Deputy Attorney General or
is an independent agency that, for administrative purposes, is within the Department of Justice, or (2) to the Associate
Attorney General, if the originating component is within the supervision of the Associate Attorney General.

(c) Upon referral, the Deputy or Associate Attorney General shall make the final decision and give notice thereof to the
responsible official and such other persons as circumstances may warrant.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.26

§ 16.26 Considerations in determining whether production or disclosure should be made pursuant to a demand.

Currentness

(a) In deciding whether to make disclosures pursuant to a demand, Department officials and attorneys should consider:

(1) Whether such disclosure is appropriate under the rules of procedure governing the case or matter in which the
demand arose, and

(2) Whether disclosure is appropriate under the relevant substantive law concerning privilege.

(b) Among the demands in response to which disclosure will not be made by any Department official are those demands
with respect to which any of the following factors exist:

(1) Disclosure would violate a statute, such as the income tax laws, 26 U.S.C. 6103 and 7213, or a rule of procedure,
such as the grand jury secrecy rule, F.R.Cr.P., Rule 6(e),

(2) Disclosure would violate a specific regulation;

(3) Disclosure would reveal classified information, unless appropriately declassified by the originating agency,

(4) Disclosure would reveal a confidential source or informant, unless the investigative agency and the source or
informant have no objection,

(5) Disclosure would reveal investigatory records compiled for law enforcement purposes, and would interfere
with enforcement proceedings or disclose investigative techniques and procedures the effectiveness of which would
thereby be impaired,

(6) Disclosure would improperly reveal trade secrets without the owner's consent.

(c) In all cases not involving considerations specified in paragraphs (b)(1) through (b)(6) of this section, the Deputy
or Associate Attorney General will authorize disclosure unless, in that person's judgment, after considering paragraph
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(a) of this section, disclosure is unwarranted. The Deputy or Associate Attorney General will not approve disclosure if
the circumstances specified in paragraphs (b)(1) through (b)(3) of this section exist. The Deputy or Associate Attorney
General will not approve disclosure if any of the conditions in paragraphs (b)(4) through (b)(6) of this section exist,
unless the Deputy or Associate Attorney General determines that the administration of justice requires disclosure. In
this regard, if disclosure is necessary to pursue a civil or criminal prosecution or affirmative relief, such as an injunction,
consideration shall be given to:

(1) The seriousness of the violation or crime involved,

(2) The past history or criminal record of the violator or accused,

(3) The importance of the relief sought,

(4) The importance of the legal issues presented,

(5) Other matters brought to the attention of the Deputy or Associate Attorney General.

(d) Assistant Attorneys General, U.S. Attorneys, the Director of the EOUST, U.S. Trustees, and their designees, are
authorized to issue instructions to attorneys and to adopt supervisory practices, consistent with this subpart, in order to
help foster consistent application of the foregoing standards and the requirements of this subpart.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Notes of Decisions (133)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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§ 16.27 Procedure in the event a department decision..., 28 C.F.R. § 16.27
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.27

§ 16.27 Procedure in the event a department decision concerning a demand
is not made prior to the time a response to the demand is required.

Currentness

If response to a demand is required before the instructions from the appropriate Department official are received, the
responsible official or other Department attorney designated for the purpose shall appear and furnish the court or other
authority with a copy of the regulations contained in this subpart and inform the court or other authority that the demand
has been or is being, as the case may be, referred for the prompt consideration of the appropriate Department official
and shall respectfully request the court or authority to stay the demand pending receipt of the requested instructions.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.28

§ 16.28 Procedure in the event of an adverse ruling.

Currentness

If the court or other authority declines to stay the effect of the demand in response to a request made in accordance with
§ 16.27 of this chapter pending receipt of instructions, or if the court or other authority rules that the demand must be
complied with irrespective of instructions rendered in accordance with §§ 16.24 and 16.25 of this part not to produce the
material or disclose the information sought, the employee or former employee upon whom the demand has been made
shall, if so directed by the responsible Department official, respectfully decline to comply with the demand. See United
States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Notes of Decisions (11)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.

http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=NBAB0A6F0868211D983FAE1FB4EC4EA60&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=NBAE0DEB0868211D983FAE1FB4EC4EA60&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N12E3FF70868311D983FAE1FB4EC4EA60&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT28CIPT16R)&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=CM&sourceCite=28+C.F.R.+%c2%a7+16.28&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=N1501FD70868311D983FAE1FB4EC4EA60&transitionType=DocumentItem&contextData=(sc.DocLink)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT28CIPT16SUBPTBR)&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=CM&sourceCite=28+C.F.R.+%c2%a7+16.28&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=28CFRS16.27&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=VP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=28CFRS16.24&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=VP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=28CFRS16.25&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=VP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1951120151&pubNum=0000780&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1951120151&pubNum=0000780&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS301&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552A&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS553&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=28USCAS509&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=28USCAS510&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=28USCAS534&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3717&originatingDoc=NBAC465808BF211D98CF4E0B65F42E6DA&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.DocLink)
http://www.westlaw.com/Link/RelatedInformation/NotesofDecisions?docGuid=NBAC465808BF211D98CF4E0B65F42E6DA&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=NotesOfDecision&contextData=(sc.DocLink)


§ 16.29 Delegation by Assistant Attorneys General., 28 C.F.R. § 16.29

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 1

Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. § 16.29

§ 16.29 Delegation by Assistant Attorneys General.

Currentness

With respect to any function that this subpart permits the designee of an Assistant Attorney General to perform, the
Assistant Attorneys General are authorized to delegate their authority, in any case or matter or any category of cases or
matters, to subordinate division officials or U.S. attorneys, as appropriate.

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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APPENDIX TO SUBPART B—REDELEGATION OF..., 28 C.F.R. Pt. 16,...
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Code of Federal Regulations
Title 28. Judicial Administration

Chapter I. Department of Justice
Part 16. Production or Disclosure of Material or Information (Refs & Annos)

Subpart B. Production or Disclosure in Federal and State Proceedings (Refs & Annos)

28 C.F.R. Pt. 16, Subpt. B, App.

APPENDIX TO SUBPART B—REDELEGATION OF AUTHORITY TO THE DEPUTY
ASSISTANT ATTORNEY GENERAL FOR LITIGATION, ANTITRUST DIVISION, TO
AUTHORIZE PRODUCTION OR DISCLOSURE OF MATERIAL OR INFORMATION

Currentness

1. By virtue of the authority vested in me by 28 CFR 16.23(b) (1) the authority delegated to me by that section to
authorize the production of material and disclosure of information described in 28 CFR 16.21(a) is hereby redelegated
to the Deputy Assistant Attorney General for Litigation, Antitrust Division.

2. This directive shall become effective on the date of its publication in the Federal Register.

Credits
[Amdt. No. 960–81, 46 FR 52356, Oct. 27, 1981]

AUTHORITY: 5 U.S.C. 301, 552, 552a, 553; 28 U.S.C. 509, 510, 534; 31 U.S.C. 3717.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.1

§ 172.1 Purpose and scope; definitions.

Effective: May 21, 2018
Currentness

(a) This part sets forth the procedures to be followed with respect to:

(1) Service of summonses and complaints or other requests or demands directed to the Department of State
(Department) or to any Department employee or former employee in connection with federal or state litigation
arising out of or involving the performance of official activities of the Department; and

(2) The oral or written disclosure, in response to subpoenas, orders, or other requests or demands of federal
or state judicial or quasi-judicial authority (collectively, “demands”), whether civil or criminal in nature, or in
response to requests for depositions, affidavits, admissions, responses to interrogatories, document production,
or other litigation-related matters, pursuant to the Federal Rules of Civil Procedure, the Federal Rules of
Criminal Procedure, or applicable state rules (collectively, “requests”), of any material contained in the files of the
Department, any information relating to material contained in the files of the Department, or any information
acquired while the subject of the demand or request is or was an employee of the Department as part of the
performance of that person's duties or by virtue of that person's official status.

(b) For purposes of this part, and except as the Department may otherwise determine in a particular case, the term
employee includes the Secretary and former Secretaries of State, and all employees and former employees of the
Department of State or other federal agencies who are or were appointed by, or subject to the supervision, jurisdiction,
or control of the Secretary of State or his Chiefs of Mission, whether residing or working in the United States or abroad,
including United States nationals, foreign nationals, and contractors.

(c) For purposes of this part, the term litigation encompasses all pre-trial, trial, and post-trial stages of all judicial or
administrative actions, hearings, investigations, or similar proceedings before courts, commissions, boards (including
the Board of Appellate Review), or other judicial or quasi-judicial bodies or tribunals, whether criminal, civil, or
administrative in nature. This part governs, inter alia, responses to discovery requests, depositions, and other pre-trial,
trial, or post-trial proceedings, as well as responses to informal requests by attorneys or others in situations involving
litigation. However, this part shall not apply to any claims by Department of State employees (present or former), or
applicants for Department employment, for which jurisdiction resides with the U.S. Equal Employment Opportunity
Commission; the U.S. Merit Systems Protection Board; the Office of Special Counsel; the Federal Labor Relations
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Authority; the Foreign Service Labor Relations Board; the Foreign Service Grievance Board; or a labor arbitrator
operating under a collective bargaining agreement between the Department and a labor organization representing
Department employees; or their successor agencies or entities.

(d) For purposes of this part, official information means all information of any kind, however stored, that is in the
custody and control of the Department, relates to information in the custody and control of the Department, or was
acquired by Department employees as part of their official duties or because of their official status within the Department
while such individuals were employed by or served on behalf of the Department.

(e) Nothing in this part affects disclosure of information under the Freedom of Information Act (FOIA), 5 U.S.C. 552, the
Privacy Act, 5 U.S.C. 552a, Executive Order 13526 (3 CFR, 2009 Comp., p. 298), the Government in the Sunshine Act,
5 U.S.C. 552b, the Department's implementing regulations in 22 CFR part 171 or pursuant to congressional subpoena.
Nothing in this part otherwise permits disclosure of information by the Department or its employees except as provided
by statute or other applicable law.

(f) This part is intended only to inform the public about Department procedures concerning the service of process and
responses to demands or requests and is not intended to and does not create, and may not be relied upon to create any
right or benefit, substantive or procedural, enforceable at law by a party against the Department or the United States.

(g) Nothing in this part affects:

(1) The disclosure of information during the course of legal proceedings in non-United States courts, commissions,
boards, or other judicial or quasi-judicial bodies or tribunals; or

(2) The rules and procedures, under applicable U.S. law and international conventions, governing diplomatic and
consular immunity.

(h) Nothing in this part affects the disclosure of official information to other federal agencies or Department of Justice
attorneys in connection with litigation conducted on behalf or in defense of the United States, its agencies, officers, and
employees, or to federal, state, local, or foreign prosecuting and law enforcement authorities in conjunction with criminal
law enforcement investigations, prosecutions, or other proceedings, e.g., extradition, deportation.

Credits
[83 FR 17489, April 20, 2018]

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.
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Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.2

§ 172.2 Service of summonses and complaints.

Effective: May 21, 2018
Currentness

(a) Only the Executive Office of the Office of the Legal Adviser (L/H–EX) is authorized to receive and accept summonses
or complaints sought to be served upon the Department or Department employees. All such documents should be
delivered or addressed to: The Executive Office, Office of the Legal Adviser, Suite 5.600, 600 19th Street NW.,
Washington DC 20522. (Note that the suite number is 5.600.)

(b) In the event any summons or complaint described in § 172.1(a) is delivered to an employee of the Department other
than in the manner specified in this part, such attempted service shall be ineffective, and the recipient thereof shall either
decline to accept the proffered service or return such document under cover of a written communication which directs
the person attempting to make service to the procedures set forth herein.

(c) Except as otherwise provided §§ 172.2(d) and 172.3(c), the Department is not an authorized agent for service of process
with respect to civil litigation against Department employees purely in their personal, non-official capacity. Copies of
summonses or complaints directed to Department employees in connection with legal proceedings arising out of the
performance of official duties may, however, be served upon L/H–EX.

(d) Although the Department is not an agent for the service of process upon its employees with respect to purely personal,
non-official litigation, the Department recognizes that its employees stationed overseas should not use their official
positions to evade their personal obligations and will, therefore, counsel and encourage Department employees to accept
service of process in appropriate cases, and will waive applicable diplomatic or consular privileges and immunities when
the Department determines that it is in the interest of the United States to do so.

(e) Documents for which L/H–EX accepts service in official capacity only shall be stamped “Service Accepted in Official
Capacity Only”. Acceptance of service shall not constitute an admission or waiver with respect to jurisdiction, propriety
of service, improper venue, or any other defense in law or equity available under the laws of rules applicable for the
service of process.

Credits
[80 FR 12082, March 6, 2015; 80 FR 30155, May 27, 2015; 83 FR 17489, April 20, 2018]
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.3

§ 172.3 Service of subpoenas, court orders, and other demands or requests for official information or action.

Currentness

(a) Except in cases in which the Department is represented by legal counsel who have entered an appearance or otherwise
given notice of their representation, only L/EX is authorized to receive and accept subpoenas, or other demands or
requests directed to the Department, or any component thereof, or its employees, or former employees, whether civil
or criminal nature, for:

(1) Material, including documents, contained in the files of the Department;

(2) Information, including testimony, affidavits, declarations, admissions, responses to interrogatories, or informal
statements, relating to material contained in the files of the Department or which any Department employee
acquired in the course and scope of the performance of his official duties;

(3) Garnishment or attachment of compensation of current or former employees; or

(4) The performance or non-performance of any official Department duty.

(b) In the event that any subpoena, demand, or request is sought to be delivered to a Department employee (including
former employees) other than in the manner prescribed in paragraph (a) of this section, such attempted service shall be
ineffective. Such employee shall, after consultation with the Office of the Legal Adviser, decline to accept the subpoena,
demand or request or shall return them to the server under cover of a written communication referring to the procedures
prescribed in this part.

(c) Except as otherwise provided in this part, the Department is not an agent for service, or otherwise authorized to accept
on behalf of its employees any subpoenas, show-cause orders, or similar compulsory process of federal or state courts,
or requests from private individuals or attorneys, which are not related to the employees' official duties except upon the
express, written authorization of the individual Department employee to whom such demand or request is directed.

(d) Acceptance of such documents by L/EX does not constitute a waiver of any defenses that might otherwise exist with
respect to service under the Federal Rules of Civil or Criminal Procedure or other applicable rules.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.4

§ 172.4 Testimony and production of documents prohibited
unless approved by appropriate Department officials.

Currentness

(a) No employee of the Department shall, in response to a demand or request in connection with any litigation, whether
criminal or civil, provide oral or written testimony by deposition, declaration, affidavit, or otherwise concerning any
information acquired while such person is or was an employee of the Department as part of the performance of that
person's official duties or by virtue of that persons's official status, unless authorized to do so by the Director General
of the Foreign Service and Director of Personnel (M/DGP) or the Legal Adviser (L), or delegates of either, following
consultation between the two bureaus, or as authorized in § 172.4(b).

(b) With respect to the official functions of the Passport Office, the Visa Office, and the Office of Citizens Services, the
Assistant Secretary of State for Consular Affairs or delegate thereof may, subject to concurrence by the Office of the
Legal Adviser, authorize employees to provide oral or written testimony.

(c) No employee shall, in response to a demand or request in connection with any litigation, produce for use at such
proceedings any document or any material acquired as part of the performance of that employee's duties or by virtue of
that employee's official status, unless authorized to do so by the Director General of the Foreign Service and Director
of Personnel, the Legal Adviser, or the Assistant Secretary of State for Consular Affairs, or the delegates thereof, as
appropriate, following consultations between the concerned bureaus.

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.5

§ 172.5 Procedure when testimony or production of documents is sought; general.

Effective: May 21, 2018
Currentness

(a) If official Department information is sought, through testimony or otherwise, by a request or demand, the party
seeking such release or testimony must (except as otherwise required by federal law or authorized by the Office of the
Legal Adviser) set forth in writing, and with as much specificity as possible, the nature and relevance of the official
information sought. Subject to § 172.7, Department employees may only produce, disclose, release, comment upon, or
testify concerning those matters which were specified in writing and properly approved by the appropriate Department
official designated in § 172.4. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951). The Office of the Legal
Adviser may waive this requirement in appropriate circumstances.

(b) To the extent it deems necessary or appropriate, the Department may also require from the party seeking such
testimony or documents a plan of all reasonably foreseeable demands, including but not limited to the names of all
employees and former employees from whom discovery will be sought, areas of inquiry, expected duration of proceedings
requiring oral testimony, and identification of potentially relevant documents.

(c) The appropriate Department official designated in § 172.4 will notify the Department employee and such other persons
as circumstances may warrant of its decision regarding compliance with the request or demand.

(d) The Office of the Legal Adviser will consult with the Department of Justice regarding legal representation for
Department employees in appropriate cases.

Credits
[83 FR 17489, April 20, 2018]

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Notes of Decisions (3)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.6

§ 172.6 Procedure when response to demand is required prior to receiving instructions.

Effective: May 21, 2018
Currentness

(a) If a response to a demand is required before the appropriate Department official designated in § 172.4 renders a
decision, the Department will request that either a Department of Justice attorney or a Department attorney designated
for the purpose:

(1) Appear with the employee upon whom the demand has been made;

(2) Furnish the court or other authority with a copy of the regulations contained in this part;

(3) Inform the court or other authority that the demand has been, or is being, as the case may be, referred for the
prompt consideration of the appropriate Department official; and

(4) Respectfully request the court or authority to stay the demand pending receipt of the requested instructions.

(b) In the event that an immediate demand for production or disclosure is made in circumstances which would preclude
the proper designation or appearance of a Department of Justice or Department attorney on the employee's behalf, the
employee shall respectfully request the demanding court or authority for a reasonable stay of proceedings for the purpose
of obtaining instructions from the Department.

Credits
[83 FR 17489, April 20, 2018]

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.7

§ 172.7 Procedure in the event of an adverse ruling.

Currentness

If the court or other judicial or quasi-judicial authority declines to stay the effect of the demand in response to a request
made pursuant to § 172.6, or if the court or other authority rules that the demand must be complied with irrespective of
the Department's instructions not to produce the material or disclose the information sought, the employee upon whom
the demand has been made shall respectfully decline to comply with the demand, citing this part and United States ex
rel. Touhy v. Ragen, 340 U.S. 462 (1951).

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.8

§ 172.8 Considerations in determining whether the Department will comply with a demand or request.

Currentness

(a) In deciding whether to comply with a demand or request, Department officials and attorneys shall consider, among
others:

(1) Whether such compliance would be unduly burdensome or otherwise inappropriate under the applicable rules
of discovery or the rules of procedure governing the case or matter in which the demand arose;

(2) Whether compliance is appropriate under the relevant substantive law concerning privilege or disclosure of
information;

(3) The public interest;

(4) The need to conserve the time of Department employees for the conduct of official business;

(5) The need to avoid spending the time and money of the United States for private purposes;

(6) The need to maintain impartiality between private litigants in cases where a substantial government interest is
not implicated;

(7) Whether compliance would have an adverse effect on performance by the Department of its mission and duties;
and

(8) The need to avoid involving the Department in controversial issues not related to its mission.

(b) Among those demands and requests in response to which compliance will not ordinarily be authorized are those with
respect to which, inter alia, any of the following factors exist:
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(1) Compliance would violate a statute or a rule of procedure;

(2) Compliance would violate a specific regulation or executive order;

(3) Compliance would reveal information properly classified in the interest of national security;

(4) Compliance would reveal confidential commercial or financial information or trade secrets without the owner's
consent;

(5) Compliance would reveal the internal deliberative processes of the Executive Branch; or

(6) Compliance would potentially impede or prejudice an on-going law enforcement investigation.

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 22. Foreign Relations

Chapter I. Department of State
Subchapter R. Access to Information

Part 172. Service of Process; Production or Disclosure of Official Information in Response to Court
Orders, Subpoenas, Notices of Depositions, Requests for Admissions, Interrogatories, or Similar
Requests or Demands in Connection with Federal or State Litigation; Expert Testimony (Refs & Annos)

22 C.F.R. § 172.9

§ 172.9 Prohibition on providing expert or opinion testimony.

Currentness

(a) Except as provided in this section, and subject to 5 CFR 2635.805, Department employees shall not provide opinion or
expert testimony based upon information which they acquired in the scope and performance of their official Department
duties, except on behalf of the United States or a party represented by the Department of Justice.

(b) Upon a showing by the requestor of exceptional need or unique circumstances and that the anticipated testimony
will not be adverse to the interests of the United States, the appropriate Department official designated in § 172.4 may,
consistent with 5 CFR 2635.805, in their discretion and with the concurrence of the Office of the Legal Adviser, grant
special, written authorization for Department employees to appear and testify as expert witnesses at no expense to the
United States.

(c) If, despite the final determination of the appropriate Department official designated in § 172.4, a court of competent
jurisdiction or other appropriate authority orders the appearance and expert or opinion testimony of a Department
employee, such employee shall immediately inform the Office of the Legal Adviser of such order. If the Office of the
Legal Adviser determines that no further legal review of or challenge to the court's order will be made, the Department
employee shall comply with the order. If so directed by the Office of the Legal Adviser, however, the employee shall
respectfully decline to testify. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

AUTHORITY: 5 U.S.C. 301; 8 U.S.C. 1202(f); 22 U.S.C. 2651a, 2664, 3926.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings

C.F.R. T. 49, Subt. A, Pt. 9, Refs & Annos
Currentness

Authority: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Credits
Source: Amdt. 9–1, 34 FR 11972, July 16, 1969; 58 FR 6724, Feb. 2, 1993, unless otherwise noted.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.1

§ 9.1 Purpose.

Currentness

<For statute(s) affecting validity, see: 5 USCA § 706.>
 

(a) This part sets forth procedures governing the testimony of an employee in legal proceedings in which the United States
is a party. It also sets forth procedures to be followed when an employee is issued a subpoena, order or other demand
(collectively referred to in this part as a “demand”) by a court or other competent authority, or is requested by a private
litigant, to provide testimony or produce records concerning information acquired in the course of performing official
duties or because of the employee's official status. It also prescribes the policies and procedures of the Department with
respect to the acceptance of service of legal process and pleadings in legal proceedings involving the Department.

(b) The purposes of this part are to:

(1) Conserve the time of employees for conducting official business;

(2) Minimize the possibility of involving the Department in controversial issues not related to its mission;

(3) Maintain the impartiality of the Department among private litigants;

(4) Avoid spending the time and money of the United States for private purposes; and

(5) To protect confidential, sensitive information and the deliberative processes of the Department.

(c) Agency counsel, in his or her discretion, may permit an exception from any requirement in this part. The exception
may be granted only when the deviation will not interfere with matters of operational or military necessity, and when
agency counsel determines that:

(1) It is necessary to prevent a miscarriage of justice;
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(2) The Department has an interest in the decision that may be rendered in the legal proceeding; or

(3) The exception is in the best interest of the Department or the United States.

For Office of Inspector General employees and documents, the Inspector General, in conjunction with the General
Counsel of the Department, may permit an exception from any requirement of this part if the Inspector General
determines, based on the Inspector General Act of 1978, as amended, that application of the requirement would be
inappropriate.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (4)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.2

§ 9.2 Applicability.

Currentness

This part applies to the testimony of an employee in legal proceedings in which the United States is a party. It also applies
in legal proceedings between private litigants to requests or demands for testimony or records concerning information
acquired in the course of an employee performing official duties or because of the employee's official status. This part
does not apply to any legal proceeding in which an employee is to testify as to facts or events that are in no way related
to the employee's official duties or the functions of the Department. Nor does it apply to Congressional demands for
testimony or documents.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.3

§ 9.3 Definitions.

Currentness

For purposes of this part:

Department means the Department of Transportation (DOT), including the Office of the Secretary (which encompasses
the Office of the Inspector General) and the following operating administrations while they are part of DOT:

(a) The U.S. Coast Guard.

(b) The Federal Aviation Administration.

(c) The Federal Highway Administration.

(d) The Federal Railroad Administration.

(e) The Federal Transit Administration.

(f) The St. Lawrence Seaway Development Corporation.

(g) The National Highway Traffic Safety Administration.

(h) The Maritime Administration.

(i) The Research and Special Programs Administration.

(j) Any DOT operating administration established after the effective date of this part.

Legal proceeding means any case or controversy pending before any federal, state, or local court (including grand
jury proceedings), any administrative proceeding pending before any federal, state, or local agency, or any legislative
proceeding pending before any state or local agency.
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Legal proceeding between private litigants means any legal proceeding in which neither the Department of
Transportation nor the United States (including any federal agency or officer of the United States in his or her official
capacity) is a party.

Employee of the Department or Employee means any current or former officer or employee of the Department; any active
duty, retired, or former officer or enlisted member of the Coast Guard; or any current or former contractor (including
any corporation or other entity and any employee or subcontractor).

Agency counsel means the General Counsel of the Department or the Chief Counsel of any operating administration of
the Department concerned, any person to whom the General Counsel or Chief Counsel has delegated authority, or any
person who is authorized to represent the Department in a specific legal proceeding.

Testimony means any written or oral statement by a witness, including depositions, answers to interrogatories, affidavits,
declarations, and statements at a hearing or trial.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.5

§ 9.5 General prohibition of production or disclosure in legal proceedings.

Currentness

No employee of the Department may provide testimony or produce any material contained in the files of the Department,
or disclose any information relating to, or based upon, material contained in the files of the Department, or disclose any
information or produce any material acquired as part of the performance of that employee's official duties or because of
that employee's official status unless authorized in accordance with this part, or by other applicable law.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (5)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.7

§ 9.7 Testimony by employees before the Department or in
other legal proceedings in which the United States is a party.

Currentness

In any legal proceeding before the Department or in which the United States (including any federal agency or officer
of the United States) is a party:

(a) Agency counsel shall arrange for an employee to testify as a witness for the United States whenever the attorney
representing the United States requests it.

(b) An employee may testify for the United States both as to facts within the employee's personal knowledge and as
an expert or opinion witness. Except as provided in paragraph (c) of this section, an employee may not testify as an
expert or opinion witness, with regard to any matter arising out of the employee's official duties or the functions of the
Department, for any party other than the United States in any legal proceeding in which the United States is a party. An
employee who receives a demand to testify on behalf of a party other than the United States may testify as to facts within
the employee's personal knowledge, provided that the testimony be subject to the prior approval of agency counsel and
to the Federal Rules of Civil Procedure and any applicable claims of privilege.

(c) An employee may testify as an expert or opinion witness on behalf of an officer or enlisted member of the Coast
Guard in any legal proceeding conducted by the Coast Guard.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (4)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.9

§ 9.9 Legal proceedings between private litigants: General rules.

Currentness

In legal proceedings between private litigants:

(a) The proper method for obtaining testimony or records from an employee is to submit a request to agency counsel
as provided in §§ 9.13 and 9.15 of this part, not to serve a demand on the employee. Whenever, in a legal proceeding
between private litigants, an employee is served with a demand, or receives a request, to testify in that employee's official
capacity or produce records, the employee shall immediately notify agency counsel.

(b) If authorized to testify pursuant to these rules, an employee may testify only as to facts within that employee's personal
knowledge with regard to matters arising out of his or her official duties.

(1) When the proceeding arises from an accident, an employee may testify only as to personally known facts, not
reasonably available from other sources, observed by the employee or uncovered during the employee's investigation
of the accident or observed by the employee even if he or she did not investigate the accident. The employee shall
decline to testify regarding facts beyond the scope of his or her official duties.

(2) The employee shall not testify to facts that are contained in a report, or any part of a report, unless the employee
has obtained permission from agency counsel to disclose the information.

(3) The employee shall not disclose confidential or privileged information unless the employee has obtained
permission from agency counsel to disclose the information.

(4) The employee shall not testify as to facts when agency counsel determines that the testimony would not be in
the best interest of the Department or the United States if disclosed.

(c) An employee shall not testify as an expert or opinion witness with regard to any matter arising out of the employee's
official duties or the functions of the Department. An employee who is asked questions that call for expert or opinion
testimony shall decline to answer on the grounds that it is forbidden by this part. Agency counsel shall advise the employee
on how to proceed if the presiding officer directs the employee to provide expert or opinion testimony.
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(d) An employee shall not provide testimony at a trial or hearing. An employee's testimony shall be limited to a single
deposition, affidavit, or set of interrogatories, concerning the circumstances (e.g. an accident) from which the proceeding
arose. Where multiple legal proceedings concerning those circumstances are pending, or can occur, it shall be the duty
of the private litigant seeking the testimony to ascertain, to the extent feasible, the identities of all parties, or potential
parties, to those proceedings and notify them that a deposition has been granted and that they have the opportunity to
participate. The private litigant shall submit an affidavit or certification describing the extent of the search for parties
and potential parties and listing the names of the parties and potential parties notified.

(e) Where an employee has already provided testimony, any party wishing to obtain further testimony from that employee
concerning the same matter or occurrence, whether in the same or a different private legal proceeding, may submit
a request to agency counsel to waive the restrictions of paragraph (d) of this section. The request shall, in addition
to meeting the requirements of § 9.15 of this part, state why the requester should be permitted to gather additional
information despite not having previously requested the information when it had an opportunity to do so, and why the
additional testimony is now required and the prior testimony or previously supplied documents are insufficient.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (5)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.11

§ 9.11 Legal proceedings between private litigants: Demands.

Currentness

(a) If an employee receives a demand that has not been validly issued or served, agency counsel may instruct the employee
not to comply with the demand.

(b) If an employee receives a demand (validly issued and served) to testify or produce records, agency counsel, in his or
her discretion, may grant the employee permission to testify or produce records only if the purposes of this part are met
or agency counsel determines that an exception is appropriate.

(c) If a demand is issued to an employee, agency counsel shall contact the requester of the demand, inform that person
of the requirements of this part, and may, in agency counsel's discretion, ask that the demand be withdrawn.

(d) If the requester of the demand refuses to have it withdrawn or fails to comply with this part, the Department may
seek to quash the demand.

(e) If the court or other competent authority declines to grant the Department's motion to quash, agency counsel shall
instruct the employee whether to testify or produce documents pursuant to the demand. Agency counsel may permit the
testimony under § 9.1(c) of this part. If response to a demand is required before the court or other competent authority
rules on the motion to quash and the court fails to stay the demand, the employee must appear at the stated time and
place, produce a copy of this part, and respectfully refuse to provide any testimony or produce any documents. Agency
counsel shall take steps to arrange for legal representation for the employee. Agency counsel shall advise the employee
how to respond, including not to testify, if the court or other competent authority rules that the demand must be complied
with irrespective of these regulations.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.13

§ 9.13 Legal proceedings between private litigants: Procedures to request records.

Currentness

(a) In a legal proceeding between private litigants, a party who wishes to obtain records from the Department shall submit
to agency counsel a request for the records. The request will ordinarily be handled in accordance with the Department's
procedures concerning requests for records found at 49 CFR part 7. If the party does not follow the procedures specified
in that part, the request must be accompanied by a statement setting forth the relevance of the records to the proceeding.
The request should be resolved before any request for testimony under § 9.15 is submitted. Where a request for testimony
includes a request for additional records, it shall indicate precisely how this new request differs in scope from any previous
request in order to avoid agency duplication of effort. Agency counsel shall notify the requester of the approval or denial
of the request.

(b) [Reserved]

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Notes of Decisions (2)

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.15

§ 9.15 Legal proceedings between private litigants: Procedures to request testimony.

Currentness

(a) Any party seeking the testimony of an employee in a legal proceeding between private litigants, concerning facts
within the employee's personal knowledge with regard to matters arising out of the employee's official duties, shall, rather
than serving a demand for the testimony, request the testimony at least 30 days before it is intended to be taken or
received. The request must be submitted to agency counsel and must include:

(1) The title of the case, docket number, and the court, or otherwise clearly identify the legal proceeding involved;

(2) A statement setting forth the basic facts in the proceeding, such as the type, date, and location of an accident;

(3) A summary of the unresolved issues applicable to the testimony sought;

(4) A summary of the testimony sought and its relevant to the proceeding;

(5) A certification with support, that the information desired is not reasonably available from other sources,
including Departmental documents;

(6) Pursuant to § 9.9(d) of this part, an affidavit or certification describing the extent of a search of parties and
potential parties and listing the names of the parties and potential parties notified; and

(7) A declaration that the party will not seek expert or opinion testimony from the witness or seek the testimony
of the witness at a hearing or trial in the proceeding.

The request shall specify which form of testimony (deposition, affidavit, declaration, or answers to interrogatories) is
desired and the date by which it is desired; however, only one form, the one least burdensome to the Department that
will provide the needed information, will be permitted for each witness.

(b) The party seeking the testimony shall include with its request for testimony a copy of any prior request(s) made by
the same requester to the Department or other agency of the United States for records pertaining to the matter being
litigated and of the response (not including the records themselves) to the request(s). The party seeking the testimony
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shall also comply with any agency counsel request that copies of the records previously disclosed by the Department,
or a list of those records, be furnished.

(c) In accordance with the requirement of this section and the general provisions of this part, agency counsel shall notify
the requester of the approval or denial of the request. Agency counsel may attach special conditions to its approval.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.17

§ 9.17 Legal proceedings between private litigants: Procedures for taking testimony.

Currentness

(a) Testimony of an employee of the Department may be taken only at the office to which the employee is assigned,
or any other place designated by agency counsel. Additional conditions may be specified under § 9.15(c) of this part.
The time shall be reasonably fixed to avoid substantial interference with the performance of the employee's or agency
counsel's official duties.

(b) Upon completion of the testimony of an employee of the Department, a copy of the transcript of the testimony shall
be furnished, at the expense of the party requesting the testimony, to agency counsel for the Department's files.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 49. Transportation

Subtitle A. Office of the Secretary of Transportation
Part 9. Testimony of Employees of the Department and Production of Records in Legal Proceedings (Refs
& Annos)

49 C.F.R. § 9.19

§ 9.19 Acceptance of service on behalf of Secretary.

Currentness

In any legal proceeding, at the option of the server, process or pleadings may be served on agency counsel, with the same
effect as if served upon the Secretary or the head of the operating administration concerned, as the case may be. The
official accepting service under this section shall acknowledge the service and take appropriate action. This section does
not in any way abrogate or modify the requirements of Rule 4(d)(4) and 4(d)(5) of the Federal Rules of Civil Procedure
regarding service of summons and complaint.

AUTHORITY: 5 U.S.C. 301; 45 U.S.C. 41–42; 49 U.S.C. 322; 49 U.S.C. 504(f); 23 U.S.C. 409.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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 Proposed Regulation

Code of Federal Regulations
Title 31. Money and Finance–Treasury

Subtitle A. Office of the Secretary of the Treasury
Part 1. Disclosure of Records (Refs & Annos)

Subpart B. Other Disclosure Provisions

31 C.F.R. § 1.11

§ 1.11 Testimony or the production of records in a court or other proceeding.

Currentness

(a) Applicability.

(1) This section sets forth the policies and procedures of the Department regarding the testimony of employees and
former employees as witnesses in legal proceedings and the production or disclosure of information contained in
Department documents for use in legal proceedings pursuant to a request, order, or subpoena (collectively referred
to in this subpart as a demand).

(2) This section does not apply to any legal proceeding in which an employee is to testify while on leave status
regarding facts or events that are unrelated to the official business of the Department.

(3)(i) Nothing in this section affects the rights and procedures governing public access to records pursuant to the
Freedom of Information Act (5 U.S.C. 552) or the Privacy Act (5 U.S.C. 552a).

(ii) Demands in legal proceedings for the production of records, or for the testimony of Department employees
regarding information protected by the Privacy Act (5 U.S.C. 552a), the Trade Secrets Act (18 U.S.C. 1905) or other
confidentiality statutes, must satisfy the requirements for disclosure set forth in those statutes and the applicable
regulations of this part before the records may be provided or testimony given.

(4) This section is intended only to provide guidance for the internal operations of the Department and to inform the
public about Department procedures concerning the service of process and responses to demands or requests, and
the procedures specified in this section, or the failure of any Treasury employee to follow the procedures specified
in this section, are not intended to, do not, and may not be relied upon to create a right or benefit, substantive or
procedural, enforceable at law by a party against the United States.

(b) Definitions. For purposes of this section:

(1) Agency counsel means:
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(i) With respect to the Departmental Offices, the General Counsel or his or her designee; or

(ii) With respect to a bureau or office of the Department, the Chief Counsel or Legal Counsel (or his or her designee)
of such bureau or office.

(2) Demand means a request, order, or subpoena for testimony or documents related to or for possible use in a
legal proceeding.

(3) Department means the United States Department of the Treasury.

(4) Document means any record or other property, no matter what media and including copies thereof, held by
the Department, including without limitation, official letters, telegrams, memoranda, reports, studies, calendar
and diary entries, maps, graphs, pamphlets, notes, charts, tabulations, analyses, statistical or informational
accumulations, any kind of summaries of meetings and conversations, film impressions, magnetic tapes and sound
or mechanical reproductions.

(5) Employee means all employees or officers of the Department, including contractors and any other individuals
who have been appointed by, or are subject to the supervision, jurisdiction or control of the Secretary, as well as
the Secretary of the Treasury. The procedures established within this subpart also apply to former employees of the
Department where specifically noted.

(6) General Counsel means the General Counsel of the Department or other Department employee to whom the
General Counsel has delegated authority to act under this subpart.

(7) Legal proceeding means all pretrial, trial and post trial stages of all existing or reasonably anticipated judicial or
administrative actions, hearings, investigations, or similar proceedings before courts, commissions, boards, grand
juries, or other tribunals, foreign or domestic. This phrase includes all phases of discovery as well as responses to
formal or informal requests by attorneys or others involved in legal proceedings.

(8) Official business means the authorized business of the Department.

(9) Secretary means the Secretary of the Treasury.

(10) Testimony means a statement in any form, including personal appearances before a court or other legal tribunal,
interviews, depositions, telephonic, televised, or videotaped statements or any responses given during discovery or
similar proceedings, which response would involve more than the production of documents.

(c) Department policy. No current or former employee shall, in response to a demand, produce any Department
documents, provide testimony regarding any information relating to or based upon Department documents, or disclose
any information or produce materials acquired as part of the performance of that employee's official duties or official
status, without the prior authorization of the General Counsel or the appropriate agency counsel.
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(d) Procedures for demand for testimony or production of documents.

(1) A demand directed to the Department for the testimony of a Department employee or for the production of
documents shall be served in accordance with the Federal Rules of Civil Procedure, Federal Rules of Criminal
Procedure, or applicable state procedures and shall be directed to the General Counsel, Department of the Treasury,
1500 Pennsylvania Avenue, NW., Washington, DC 20220, or to the Chief or Legal Counsel of the concerned
Department component. Acceptance of a demand shall not constitute an admission or waiver with respect to
jurisdiction, propriety of service, improper venue, or any other defense in law or equity available under the applicable
laws or rules.

(2) A subpoena or other demand for testimony directed to an employee or former employee shall be served in
accordance with the Federal Rules of Civil or Criminal Procedure or applicable State procedure and a copy of the
subpoena shall be sent to agency counsel.

(3)(i) In court cases in which the United States or the Department is not a party, where the giving of testimony or
the production of documents by the Department, or a current or former employee is desired, an affidavit (or if that
is not feasible, a statement) by the litigant or the litigant's attorney, setting forth the information with respect to
which the testimony or production is desired, must be submitted in order to obtain a decision concerning whether
such testimony or production will be authorized. Such information shall include: the title of the legal proceeding,
the forum, the requesting party's interest in the legal proceeding, the reason for the demand, a showing that other
evidence reasonably suited to the requester's needs is not available from any other source and, if testimony is
requested, the intended use of the testimony, a general summary of the desired testimony, and a showing that no
document could be provided and used in lieu of testimony. The purpose of this requirement is to assist agency
counsel in making an informed decision regarding whether testimony or the production of document should be
authorized. Permission to testify or produce documents will, in all cases, be limited to the information set forth in
the affidavit or statement, or to such portions thereof as may be deemed proper.

(ii) Agency counsel may consult or negotiate with an attorney for a party, or the party if not represented by an
attorney, to refine or limit a demand so that compliance is less burdensome or obtain information necessary to make
the determination required by paragraph (e) of this section. Failure of the attorney or party to cooperate in good
faith to enable agency counsel to make an informed determination under this subpart may serve, where appropriate,
as a basis for a determination not to comply with the demand.

(iii) A determination under this subpart to comply or not to comply with a demand is without prejudice as
to any formal assertion or waiver of privilege, lack of relevance, technical deficiency or any other ground for
noncompliance.

(4)(i) Employees shall immediately refer all inquiries and demands made on the Department to agency counsel.

(ii) An employee who receives a subpoena shall immediately forward the subpoena to agency counsel. Agency
counsel will determine the manner in which to respond to the subpoena.
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(e) Factors to be considered by agency counsel.

(1) In deciding whether to authorize the release of official information or the testimony of personnel concerning
official information (hereafter referred to as “the disclosure”) agency counsel shall consider the following factors:

(i) Whether the request or demand is unduly burdensome;

(ii) Whether the request would involve the Department in controversial issues unrelated to the Department's mission;

(iii) Whether the time and money of the United States would be used for private purposes;

(iv) The extent to which the time of employees for conducting official business would be compromised;

(v) Whether the public might misconstrue variances between personal opinions of employees and Department
policy;

(vi) Whether the request demonstrates that the information requested is relevant and material to the action pending,
genuinely necessary to the proceeding, unavailable from other sources, and reasonable in its scope;

(vii) Whether the number of similar requests would have a cumulative effect on the expenditure of agency resources;

(viii) Whether disclosure otherwise would be inappropriate under the circumstances; and

(ix) Any other factor that is appropriate.

(2) Among those demands and requests in response to which compliance will not ordinarily be authorized are those
with respect to which any of the following factors exists:

(i) The disclosure would violate a statute, Executive order, or regulation;

(ii) The integrity of the administrative and deliberative processes of the Department would be compromised;

(iii) The disclosure would not be appropriate under the rules of procedure governing the case or matter in which
the demand arose;

(iv) The disclosure, including release in camera, is not appropriate or necessary under the relevant substantive law
concerning privilege;
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(v) The disclosure, except when in camera and necessary to assert a claim of privilege, would reveal information
properly classified or other matters exempt from unrestricted disclosure; or

(vi) The disclosure would interfere with ongoing enforcement proceedings, compromise constitutional rights, reveal
the identity of an intelligence source or confidential informant, or disclose trade secrets or similarly confidential
commercial or financial information.

(f) Requests for opinion or expert testimony.

(1) Subject to 5 CFR 2635.805, an employee or former employee shall not provide, with or without compensation,
opinion or expert testimony concerning official information, subjects, or activities, except on behalf of the United
States or a party represented by the Department of Justice, without written approval of agency counsel.

(2) Upon a showing by the requestor of exceptional need or unique circumstances and that the anticipated testimony
will not be adverse to the interests of the Department or the United States, agency counsel may, in writing, grant
authorization for an employee, or former employee, to appear and testify at no expense to the United States.

(3) Any expert or opinion testimony by a former employee of the Department shall be excepted from § 1.11(f)(1)
where the testimony involves only general expertise gained while employed at the Department.

(g) Procedures when agency counsel directs an employee not to testify or provide documents.

(1) If agency counsel determines that an employee or former employee should not comply with a subpoena or other
request for testimony or the production of documents, agency counsel will so inform the employee and the party
who submitted the subpoena or made the request.

(2) If, despite the determination of the agency counsel that testimony should not be given and/or documents not be
produced, a court of competent jurisdiction or other appropriate authority orders the employee or former employee
to testify and/or produce documents, the employee shall notify agency counsel of such order.

(i) If agency counsel determines that no further legal review of, or challenge to, the order will be sought, the employee
or former employee shall comply with the order.

(ii) If agency counsel determines to challenge the order, or that further legal review is necessary, the employee or
former employee should not comply with the order. Where necessary, the employee should appear at the time and
place set forth in the subpoena. If legal counsel cannot appear on behalf of the employee, the employee should
produce a copy of this subpart and respectfully inform the legal tribunal that he/she has been advised by counsel not
to provide the requested testimony and/or produce documents. If the legal tribunal rules that the subpoena must be
complied with, the employee shall respectfully decline to comply, citing this section and United States ex rel. Touhy
v. Ragen, 340 U.S. 462 (1951).
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AUTHORITY: 5 U.S.C. 301 and 31 U.S.C. 321. Subpart A also issued under 5 U.S.C. 552, as amended. Subpart C
also issued under 5 U.S.C. 552a.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.800

§ 14.800 Purpose.

Currentness

Sections 14.800 through 14.810 establish policy, assign responsibilities and prescribe procedures with respect to:

(a) The production or disclosure of official information or records of the Department of Veterans Affairs (VA); and

(b) The testimony of present or former VA personnel relating to any official information acquired by any individual as
part of that individual's performance of official duties, or by virtue of that individual's official status, in federal, state or
other legal proceedings covered by these regulations.

(Authority: 38 U.S.C. 501(a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.801

§ 14.801 Applicability.

Currentness

(a) Sections 14.800 through 14.810 apply to:

(1) Contractors and subcontractors which undertake a VA activity or maintain VA records when the contract
covering their actions provides that these regulations apply, as well as the personnel of contractors and
subcontractors.

(2) All components of the Department, including Canteen Service, the Office of Inspector General, and all staff
offices, services and administrations, and their personnel.

(b) Sections 14.800 through 14.810 do not apply to:

(1) Testimony or records provided in accordance with Office of Personnel Management regulations implementing
5 U.S.C. 6322.

(2)(i) Legal proceedings in which the Department of Veterans Affairs, the Secretary of Veterans Affairs or the United
States is a party, is represented or has a direct and substantial interest; or

(ii) Legal proceedings in which an individual or entity is a party for whom the United States is providing
representation.

(3) Legal proceedings in which VA personnel are to testify while in leave or off-duty status as to matters which are
purely personal and that do not arise out of, or relate in any way to, the personnel's official duties or to the functions
and activities of the VA or the United States.

(4) Official comments on matters in legal proceedings, where appropriate.

(5) Disclosures, in the absence of a request or demand, of information or records by VA components, particularly
the Office of Inspector General, to federal, state, local and foreign law enforcement or regulatory agencies.
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(6) Congressional demands or requests for testimony or documents.

(7) Requests for, and release of, records under the Freedom of Information Act, 5 U.S.C. 552, and the Privacy Act,
5 U.S.C. 552a.

(8) Disclosures in child support and alimony proceedings under the authority of 42 U.S.C. 659 and regulations
promulgated by the Office of Personnel Management implementing that section.

(9) Legal proceedings before or involving the VA concerning a claim or dispute as to the rights of a beneficiary or
obligations or liabilities of the United States under any law or program administered by the Department of Veterans
Affairs.

(10) Requests by a veteran or that veteran's representative for access to the veteran's records for use in an
administrative or judicial claim for benefits administered by the Department of Veterans Affairs.

(11) Foreign legal proceedings covered by Department of State procedures governing the production of records or
witnesses in response to requests or demands in connection with foreign legal proceedings.

(c) Sections 14.800 through 14.810 are not intended to, and do not:

(1) Waive the sovereign immunity of the United States;

(2) Infringe upon or displace the responsibilities committed to the Department of Justice in conducting litigation
on behalf of the United States in appropriate cases;

(3) Remove the need for the Department to comply with any applicable legal confidentiality provisions, such as
the Privacy Act, before having the legal authority to make any disclosure or providing any testimony under these
regulations. (Sections 14.800 through 14.810 do not give VA disclosure authority under applicable confidentiality
statutes; absent disclosure authority granted by those statutes, information and records subject to those laws may
not be disclosed, or testimony given as to them under the procedures established in these regulations); or

(4) Preclude treating any written request for agency records that is not in the nature of a request or demand related
to legal proceedings as a request under the Freedom of Information or Privacy Acts.

(Authority: 38 U.S.C. 501(a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]
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AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.802

§ 14.802 Definitions.

Currentness

(a) Demand. Order, subpoena, or other demand of a court of competent jurisdiction, or other specific authority or under
color of law, for the production, disclosure, or release of VA information or records or for the appearance and testimony
of VA personnel as witnesses.

(b) Request. Any informal request, by whatever method, from a party, a party's attorney, or any person acting on behalf
of a party, for the production of VA records or information or for the testimony of VA personnel as witnesses, which
has not been ordered by a court of competent jurisdiction or other specific authority or under color of law.

(c) VA personnel. All present and former officers and employees of the VA and any other individuals who are or have
been appointed by, or subject to the supervision, jurisdiction, or control of the Secretary of Veterans Affairs or another
official of the VA, including nonappropriated fund activity employees, and other individuals hired through contractual
agreements by or on behalf of the VA, or performing services under such agreements for VA, such as consultants,
contractors, subcontractors, their employees and personnel. This phrase also includes individuals who served or are
serving on any advisory committee or in any advisory capacity, whether formal or informal.

(d) Legal proceedings. All pretrial, trial, and post-trial stages of all existing or reasonably anticipated judicial or
administrative actions, hearings, investigations, or similar proceedings before courts, commissions, boards, or other
tribunals, foreign or domestic that are not specified in § 14.801(b). This phrase includes depositions and other pretrial
proceedings, as well as responses to formal or informal requests by attorneys or others in situations involving legal
proceedings not specified in § 14.801(b).

(e) Official VA information. All information of any kind, however stored, that is in the custody and control of VA or
was acquired by VA personnel as part of their official duties or because of their official status.

(f) Testimony. Testimony in any form, including personal appearances in court, depositions, recorded interviews,
telephonic, televised or videotaped testimony or any response during discovery or similar proceedings, which response
would involve more than the production of records.

(g) VA records. All documents which are records of the Department of Veterans Affairs for purposes of the Freedom of
Information Act, 5 U.S.C. 552, regardless of storage media, including the term “record” as defined in 44 U.S.C. 3301,
and implementing regulations.
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(Authority: 38 U.S.C. 501(a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.803

§ 14.803 Policy.

Currentness

(a) VA personnel may provide testimony or produce VA records in legal proceedings covered by §§ 14.800 through
14.810 only as authorized in accordance with these regulations. In determining whether to authorize testimony or the
production of records, the determining official will consider the effect in this case, as well as in future cases generally,
based on the factors set forth in § 14.804, which testifying or producing records not available for public disclosure will
have on the ability of the agency or VA personnel to perform their official duties.

(b) The Department of Veterans Affairs does not seek to deny its employees access to the courts as citizens, or in the
employees' private capacities on off-duty time.

(c) The Department of Veterans Affairs does not seek to deny the Nation's veterans access to the courts.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.804

§ 14.804 Factors to consider.

Currentness

In deciding whether to authorize the disclosure of VA records or information or the testimony of VA personnel, VA
personnel responsible for making the decision should consider the following types of factors:

(a) The need to avoid spending the time and money of the United States for private purposes and to conserve the time
of VA personnel for conducting their official duties concerning servicing the Nation's veteran population;

(b) How the testimony or production of records would assist VA in performing its statutory duties;

(c) Whether the disclosure of the records or presentation of testimony is necessary to prevent the perpetration of fraud
or other injustice in the matter in question;

(d) Whether the demand or request is unduly burdensome or otherwise inappropriate under the applicable court or
administrative rules;

(e) Whether the testimony or production of records, including release in camera, is appropriate or necessary under the
rules of procedure governing the case or matter in which the demand or request arose, or under the relevant substantive
law concerning privilege;

(f) Whether the testimony or production of records would violate a statute, executive order, regulation or directive.
(Where the production of a record or testimony as to the content of a record or about information contained in a record
would violate a confidentiality statute's prohibition against disclosure, disclosure will not be made. Examples of such
statutes are the Privacy Act, 5 U.S.C. 552a, and sections 5701, 5705 and 7332 of title 38, United States Code.);

(g) Whether the testimony or production of records, except when in camera and necessary to assert a claim of privilege,
would reveal information properly classified pursuant to applicable statutes or Executive Orders;

(h) Whether the testimony would interfere with ongoing law enforcement proceedings, compromise constitutional rights,
compromise national security interests, hamper VA or private health care research activities, reveal sensitive patient
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or beneficiary information, interfere with patient care, disclose trade secrets or similarly confidential commercial or
financial information or otherwise be inappropriate under the circumstances.

(i) Whether such release or testimony reasonably could be expected to result in the appearance of VA or the Federal
government favoring one litigant over another;

(j) Whether such release or testimony reasonably could be expected to result in the appearance of VA or the Federal
government endorsing or supporting a position advocated by a party to the proceeding;

(k) The need to prevent the public's possible misconstruction of variances between personal opinions of VA personnel
and VA or Federal policy.

(l) The need to minimize VA's possible involvement in issues unrelated to its mission;

(m) Whether the demand or request is within the authority of the party making it;

(n) Whether the demand or request is sufficiently specific to be answered;

(o) Other matters or concerns presented for consideration in making the decision.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Notes of Decisions (1)

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.805

§ 14.805 Contents of a demand or request.

Currentness

The request or demand for testimony or production of documents shall set forth in, or be accompanied by, an affidavit,
or if that is not feasible, in, or accompanied by, a written statement by the party seeking the testimony or records or by
the party's attorney, a summary of the nature and relevance of the testimony or records sought in the legal proceedings
containing sufficient information for the responsible VA official to determine whether VA personnel should be allowed
to testify or records should be produced. Where the materials are considered insufficient to make the determination as
described in § 14.807, the responsible VA official may ask the requester to provide additional information.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.806

§ 14.806 Scope of testimony or production.

Currentness

VA personnel shall not, in response to a request or demand for testimony or production of records in legal proceedings,
comment or testify or produce records without the prior written approval of the responsible VA official designated in §
14.807(b). VA personnel may only testify concerning or comment upon official VA information, subjects or activities,
or produce records, that were specified in writing, submitted to and properly approved by the responsible VA official.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Chapter I. Department of Veterans Affairs (Refs & Annos)
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Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.807

§ 14.807 Procedure when demand or request is made.

Currentness

(a) VA personnel upon whom a demand or request for testimony or the production of records in connection with legal
proceedings as defined in § 14.802(d) is made shall notify the head of his or her field station, or if in Central Office,
the head of the component for which he or she works. The field station or Central Office component shall notify the
responsible VA official designated in § 14.807(b).

(b) In response to a demand or request for the production of records or the testimony of VA personnel, other than
personnel in the Office of the Inspector General (OIG), as witnesses in legal proceedings covered by these regulations,
the General Counsel, the Regional Counsel, an attorney in the Office of General Counsel designated by the General
Counsel, or an attorney in the Regional Counsel office designated by the Regional Counsel is the responsible VA official
authorized to determine whether VA personnel may be interviewed, contacted or used as witnesses, including used as
expert witnesses, and whether VA records may be produced; and what, if any, conditions will be imposed upon such
interview, contact, testimony or production of records. For personnel in the OIG, the Counselor to the Inspector General
or an attorney designated by the Counselor to the Inspector General, is the responsible VA official authorized to make
the determinations provided in § 14.807, and that official will keep the General Counsel informed of such determinations
for purposes of litigation or claims of privilege.

(c) In appropriate cases, the responsible VA official shall promptly notify the Department of Justice of the demand
or request. After consultation and coordination with the Department of Justice, as required, and after any necessary
consultation with the VA component which employs or employed the VA personnel whose testimony is sought or which
is responsible for the maintenance of the records sought, the VA official shall determine in writing whether the individual
is required to comply with the demand or request and shall notify the requester or the court or other authority of
the determination reached where the determination is that VA will not comply fully with the request or demand. The
responsible VA official shall give notice of the decision to other persons as circumstances may warrant. Oral approval
may be granted, and a record of such approval made and retained in accordance with the procedures in § 14.807(f)
concerning oral requests or demands.

(d) If, after VA personnel have received a request or demand in a legal proceeding and have notified the responsible
VA official in accordance with this section, a response to the request or demand is required before instructions from
the responsible official are received, the responsible official designated in paragraph (b) of this section shall furnish the
requester or the court or other authority with a copy of §§ 14.800 through 14.810 and any other relevant documentation,
inform the requester or the court or other authority that the request or demand is being reviewed, and seek a stay of the
request or demand pending a final determination by the VA official concerned.
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(e) If a court of competent jurisdiction or other appropriate authority declines to stay the effect of the demand or request
in response to action taken pursuant to § 14.807(d), or if such court or other authority orders that the demand or request
be complied with notwithstanding the final decision of the appropriate VA official, the VA personnel upon whom the
demand or request was made shall notify the responsible VA official of such ruling or order. If the responsible VA official
determines that no further legal review of or challenge to the ruling or order will be sought, the affected VA personnel
shall comply with the demand, order or request. If directed by the appropriate VA official after consultation with the
appropriate United States Attorney's office, however, the affected VA personnel shall respectfully decline to comply with
the demand, request or order. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

(f) Normally, written demands or requests allowing reasonable lead time for evaluation and processing are required.
However, in emergency situations where response time is limited and a written demand or request is impractical, the
following procedures should be followed:

(1) The responsible VA official has the authority to waive the requirement of a written demand or request and may
expedite a response in the event of an emergency under conditions which could not be anticipated in the course of
proper planning or which demonstrate a good faith attempt to comply with these regulations. Determinations on
oral demands or requests should be reserved for instances where insistence on compliance with the requirements
of a proper written request would result in the effective denial of the request and cause an injustice in the outcome
of the legal proceeding for which the testimony or records are sought. No requester has a right to make an oral
demand or request and receive a determination, however. Whether to permit such an exceptional procedure is a
decision within the sole discretion of the responsible VA official.

(2) If the responsible VA official concludes that the demand or request, or any portion of it, should be granted
(after considering the factors listed in § 14.804), the responsible VA official will then orally advise the requester
of the determination in accordance with the procedures provided in § 14.807(c), including any limitations on such
testimony or production of records, and seek a written confirmation of the oral demand or request. The responsible
VA official will make a written record of the determination made concerning the oral demand or request, including
the grant or denial, the circumstances requiring the procedure, and the conditions to which the requester agreed.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.808

§ 14.808 Expert or opinion testimony.

Currentness

(a) VA personnel shall not provide, with or without compensation, opinion or expert testimony in any legal proceedings
concerning official VA information, subjects or activities, except on behalf of the United States or a party represented
by the United States Department of Justice. Upon a showing by the requester or court or other appropriate authority
that, in light of the factors listed in § 14.804, there are exceptional circumstances and that the anticipated testimony will
not be adverse to the interests of the Department of Veterans Affairs or to the United States, the responsible VA official
designated in § 14.807(b) may, in writing, grant special authorization for VA personnel to appear and testify. If, despite
the final determination of the responsible VA official, a court of competent jurisdiction or other appropriate authority,
orders the expert or opinion testimony of VA personnel, the personnel shall notify the responsible VA official of such
order. If the responsible VA official determines that no further legal review of or challenge to the order will be sought,
the affected VA personnel shall comply with the order. If directed by the appropriate VA official after consultation with
the appropriate United States Attorney's office, however, the affected VA personnel shall respectfully decline to comply
with the demand, request or order. See United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951).

(b)(1) If, while testifying in any legal proceeding, VA personnel are asked for expert or opinion testimony concerning
official VA information, subjects or activities, which testimony has not been approved in advance in accordance with
these regulations, the witness shall:

(i) Respectfully decline to answer on the grounds that such expert or opinion testimony is forbidden by these
regulations;

(ii) Request an opportunity to consult with the responsible VA official mentioned in § 14.807(b) before giving such
testimony;

(iii) Explain that, upon such consultation, approval for such testimony may be provided; and

(iv) Explain that providing such testimony absent such approval may expose the individual to criminal liability
under 18 U.S.C. 201–209 and to disciplinary or other adverse personnel action.

(2) If the witness is then ordered by the body conducting the proceeding to provide expert or opinion testimony
concerning official VA information, subjects or activities without the opportunity to consult with the appropriate
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VA official, the witness respectfully shall refuse to do so. See United States ex rel. Touhy v. Ragen, 340 U.S. 462
(1951).

(c) Upon notification by the witness of a request for opinion or expert testimony concerning official VA information,
subjects or activities during § 14.802(d) legal proceedings, the responsible VA official shall follow the procedures
contained in this section to determine whether such testimony shall be approved.

(d) If VA personnel who are unaware of these regulations provide expert or opinion testimony concerning official VA
information, subjects or activities in any legal proceeding, including one mentioned in § 14.802(d) in which the United
States is not already represented, without consulting with the responsible VA official, the witness, as soon after testifying
as possible, shall inform the responsible VA official of the fact that such testimony was given and provide a summary
of the expert or opinion testimony given.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.809

§ 14.809 Demands or requests in legal proceedings for records protected by confidentiality statutes.

Currentness

In addition to complying with the requirements of §§ 14.800 through 14.810, requests or demands in legal proceedings
for the production of records, or for testimony of VA employees concerning information, protected by the Privacy Act,
5 U.S.C. 552a, or other confidentiality statutes, such as 38 U.S.C. 5701, 5705 and 7332, must satisfy the requirements for
disclosure imposed by those statutes, and implementing regulations, such as 38 CFR 1.511, before the records may be
provided or testimony given. Accordingly, the responsible VA official may first determine whether there is legal authority
to provide the testimony or records sought under applicable confidentiality statutes before applying §§ 14.800 through
14.810. Where an applicable confidentiality statute mandates disclosure, §§ 14.800 through 14.810 will not apply.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.
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Code of Federal Regulations
Title 38. Pensions, Bonuses, and Veterans' Relief

Chapter I. Department of Veterans Affairs (Refs & Annos)
Part 14. Legal Services, General Counsel, and Miscellaneous Claims (Refs & Annos)

Testimony of Department Personnel and Production of Department Records in Legal Proceedings

38 C.F.R. § 14.810

§ 14.810 Fees.

Currentness

(a) The testimony of VA personnel as witnesses, particularly as expert witnesses, and the production of VA records in
legal proceedings subject to §§ 14.800 through 14.810 are services which convey special benefits to the individuals or
entities seeking such testimony or production of records above and beyond those accruing to the general public. These
services are not regularly received by or available without charge to the public at large. Consequently, these are the sort
of services for which the VA may establish a charge for providing under 31 U.S.C. 9701. The responsible VA official will
determine all fees associated with §§ 14.800 through 14.810, and shall timely notify the requester of the fees, particularly
those which are to be paid in advance.

(b)(1) When a request is granted under § 14.808 to permit VA personnel to testify in whole or in part as to expert,
opinion or policy matters, the requester shall pay to the government a fee calculated to reimburse the cost of providing
the witness. The fee shall include:

(i) Costs of the time expended by VA personnel to process and respond to the demand or request;

(ii) Costs of attorney time expended in reviewing the demand or request and any information located in connection
with the demand or request;

(iii) Expenses generated by materials and equipment used to search for, produce, and copy the responsive
information;

(iv) The cost of the time expended by the witness to prepare to testify; and

(v) Costs of travel by the witness and attendance at trial.

(2) All costs for documents necessary for such expert testimony shall be calculated as provided in VA regulations
implementing the fee provisions of the Freedom of Information Act, 5 U.S.C. 552.

(c) When an individual testifies in legal proceedings covered by these regulations in any capacity other than as an expert
witness, the requester shall pay to the witness the fee and expenses prescribed for attendance by the applicable rule of
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court. If no such fee is prescribed, the applicable Federal rule, such as a local Federal district court rule, will apply. No
additional fee will be prescribed for the time spent while testifying or in attendance to do so.

(d) When a requester wishes to interview VA personnel as part of legal proceedings covered by these regulations, and
such interview has been approved in accordance with these regulations, the requester shall pay a fee calculated upon the
total hourly pay of the individual interviewed.

(e) When VA produces records in legal proceedings pursuant to §§ 14.800 through 14.810, the fees to be charged and paid
prior to production of the records shall be the fees charged by VA under its regulations implementing the fee provisions
of the Freedom of Information Act, 5 U.S.C. 552.

(f) Fees shall be paid as follows:

(1) Fees for copies of documents, blueprints, electronic tapes, or other VA records will be paid to the VA office or
station providing the records, and covered to the General Fund of the Department of the Treasury.

(2) Witness fees for testimony shall be paid to the witness, who shall endorse the check “pay to the United States,”
and surrender it to his or her supervisor. It shall thereafter be deposited in the General Fund.

(3) The private party requesting a VA witness shall forward in advance necessary round trip tickets and all requisite
travel and per diem funds.

(g) A waiver of any fees in connection with the testimony of an expert witness may be granted by the appropriate VA
official at the official's discretion provided that the waiver is in the interest of the United States. Fee waivers shall not be
routinely granted, nor shall they be granted under circumstances which might create the appearance that the VA or the
United States favors one party or a position advocated by a party to the legal proceeding.

(Authority: 38 U.S.C. 501 (a) and (b); 5 U.S.C. 301)

Credits
[59 FR 6566, Feb. 11, 1994]

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 2671–2680; 38 U.S.C. 501(a), 512, 515, 5502, 5901–5905; 28 CFR part 14,
appendix to part 14, unless otherwise noted.

Current through Jan. 24, 2019; 84 FR 360.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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MEMORANDUM OPINION AND ORDER

AMOS L. MAZZANT, UNITED STATES DISTRICT
JUDGE

*1  Pending before the Court is Paramedics Plus, LLC’s
(“Paramedics Plus”) Motion to Compel the United
States of America (“the Government”) to Comply with
Discovery (Dkt. #131). The Court, having considered the
motions and the relevant pleadings, finds that the motion
to compel should be granted in part.

BACKGROUND

Emergency Medical Services Authority (“EMSA”) owns
ambulances but does not employ drivers, emergency
medical technicians, paramedics, or other personnel that
perform health care services. EMSA contracts with
private companies to provide these services. EMSA
contracted with Paramedics Plus to provide ambulance
services and as part of the agreement would pay EMSA

any profits over twelve percent (“profit cap”). 1  This
profit cap was allegedly not disclosed to EMSA’s board
of directors and the profit cap was not reduced to writing.
To receive Medicare and Medicaid payments, EMSA
certified compliance with the Anti-Kickback Statute
(“AKS”). The Government maintains that the profit cap
was in violation of the AKS, and by falsely certifying

compliance with the AKS, Defendants in this case 2

violated the False Claims Act (“FCA”).

1 The parties disagree about the terminology used
to describe the arrangement in place here. For
simplicity’s sake, the Court will use the term profit cap
because that is the term used in the discovery requests,
but the Court is in no way making a finding on the
events that took place.

2 Defendants in this case are EMSA, Paramedics Plus,
East Texas Medical Center Regional Healthcare
Services, Inc., East Texas Medical Center Regional
Healthcare System, Inc., and Herbert Stephen
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Williamson (“Williamson”). Paramedics Plus is the
only defendant that filed the present motion.

On April 4, 2014, relator Stephen Dean filed a
complaint against Paramedics Plus, EMSA, East Texas
Medical Center Regional Healthcare System, Inc.,
Pinellas County Emergency Medical Services Authority
(“Pinellas County”) and County of Alameda, California
(“Alameda County”) (Dkt. #1) alleging, among other
things, a violation of the FCA. On January 6, 2017,
the Government partially intervened removing Pinellas
County and Alameda County as defendants (Dkt.
#25). The Government filed its Complaint in Partial
Intervention on January 23, 2017 (Dkt. #28).

As part of the litigation and discovery process, on June
30, 2017, Paramedics Plus served Interrogatories and
Requests for Admission (the “Interrogatories”) on the
Government. The Government served its objections and
responses (the “Responses”) to the Interrogatories on July
27, 2017. The Interrogatories and Responses state:

10. State the: (i) total number of Medicare and Medicaid
claims, (ii) the total dollar amount paid for such
claims and (iii) dates of payments for all such claims
submitted by or on behalf of EMSA for which You
paid or authorized payment after You first learned of
the profit-cap agreement between AMR and EMSA.

RESPONSE: The United States objects to this
interrogatory as it seeks information outside the scope
of Federal Rule of Civil Procedure 26. The information
sought concerns a different ambulance contractor not
a party to the United States' claims, an ambulance
contract not at issue in this action, and a time period
that is not relevant to the false claims alleged in this case.

*2  11. State the: (i) total number of Medicare and
Medicaid claims, (ii) the total dollar amount paid
for such claims and (iii) dates of payments for all
such claims submitted by or on behalf of Pinellas
County for which You paid or authorized payment
after You first learned of the profit-cap agreement
between PMP and Pinellas County.

RESPONSE: The United States objects to this
interrogatory as it seeks information outside the scope
of Federal Rule of Civil Procedure 26. The information
sought concerns conduct not at issue in this action from
a municipal entity not located in Oklahoma and during

a time period that is not relevant to the false claims
alleged in this case.

12. State the: (i) total number of Medicare and Medicaid
claims, (ii) the total dollar amount paid for such
claims and (iii) dates of payments for all such claims
submitted by or on behalf of Alameda County for
which You paid or authorized payment after You
first learned of the profit-cap agreement between
PMP and Alameda County.

RESPONSE: The United States objects to this
interrogatory as it seeks information outside the scope
of Federal Rule of Civil Procedure 26. The information
sought concerns conduct not at issue in this action from
a municipal entity not located in Oklahoma and during
a time period that is not relevant to the false claims
alleged in this case.

14. Identify and describe any instance in which
You denied a Medicare or Medicaid claim for
reimbursement because the medical provider had
entered into a profit-cap agreement with a third-party
contractor.

RESPONSE: The United States objects to this
interrogatory because it is misleading. First, Paramedics
Plus appears to have created the term “profit-cap” for
purposes of ambulance services contracts. To the extent
sharing profit is remuneration, then a “profit-cap” as
created by Paramedics Plus satisfies the remuneration
element of the Anti-Kickback Statute. Second, as the
United States explains in its Complaint in Partial
Intervention (Dkt. #28), Defendants' conduct (i.e., the
knowing offer and exchange of remuneration with
an unlawful purpose, regardless of what Defendants
called the arrangement) in this action violated the
Anti-Kickback Statute (“AKS”). The AKS does not
enumerate the many ways persons may exchange, or
offer to exchange, remuneration.

The United States further objects to this interrogatory
to the extent it seeks information outside the scope of
Federal Rule of Civil Procedure 26. This information
sought relates to conduct not at issue in this action
regarding municipal entities in various states other
than Oklahoma and during a time period that is not
relevant to the false claims alleged in this case. The
United States has denied reimbursement for claims
tainted by potential AKS violations resulting from
profit-cap arrangements. For example, the United
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States settled with Pinellas EMSA in this action
alleging Pinellas EMSA violated the AKS when it
accepted Paramedics Plus’s offer of entering into a
profit-cap agreement and then accepting money under
that arrangement. Under the terms of that settlement
agreement, Pinellas EMSA not only paid a settlement
amount to the United States, but Pinellas EMSA also
agreed not to submit certain claims that were tainted by
potential AKS violations arising from the acceptance of
profit-sharing/profit-capping terms and money offered
by Paramedics Plus. Because AKS compliance is a
prerequisite to Medicare and Medicaid reimbursement,
the United States through its settlement agreement with
Pinellas EMSA, denied payment—or even submission
—of claims tainted by potential AKS violations arising
from the receipt of remuneration in the form of a
profit cap as well as money that was transmitted
under the applicable profit cap offered by Paramedics
Plus. Pinellas EMSA represented that the settlement
prohibited the submission or payment of hundreds of
thousands, if not millions, of dollars in Medicare and
Medicaid claims. Alameda County agreed to similar
settlement provisions.

*3  (Dkt. #131, Exhibit A at pp.15–18).

Based on these objections and the parties' inability to
resolve the discovery dispute, the Court held a telephone
conference on November 14, 2017. At the conference, the
Court ordered briefing on the issue. On November 15,
2017, Paramedics Plus filed its motion to compel (Dkt.
#131). On November 22, 2017, the Government filed its
response (Dkt. #132). Paramedics Plus filed its reply on
November 28, 2017 (Dkt. #133), and the Government
filed its sur-reply on November 30, 2017 (Dkt. #134).

APPLICABLE LAW

Under Federal Rule of Civil Procedure 26(b)(1), parties
“may obtain discovery regarding any nonprivileged
matter that is relevant to any party’s claim or defense....”
FED. R. CIV. P. 26(b)(1). Relevance, for the purposes of
Rule 26(b)(1), is when the request is reasonably calculated
to lead to the discovery of admissible evidence. Id.; Crosby
v. La. Health & Indem. Co., 647 F.3d 258, 262 (5th
Cir. 2011). Further, the Court’s scheduling order requires
that the parties produce documents, as part of its initial
disclosure, “documents containing, information ‘relevant

to the claim or defense of any party.’ ” (Dkt. #115 at
p. 3). The Local Rules of the Eastern District of Texas
provide further guidance suggesting that information is
“relevant to any party’s claim or defense: (1) it includes
information that would support the disclosing parties'
contentions; ... (4) it is information that deserves to
be considered in the preparation, evaluation or trial of
a claim or defense....” LOCAL RULE CV-26(d). It is
well-established that “control of discovery is committed
to the sound discretion of the trial court.” Freeman v.
United States, 556 F.3d 326, 341 (5th Cir. 2009) (quoting
Williamson v. U.S. Dep't of Agric., 815 F.2d 368, 382 (5th
Cir. 1987)).

Rule 37 of the Federal Rules of Civil Procedure allows
a discovering party, on notice to other parties and all
affected persons, to “move for an order compelling
disclosure or discovery.” FED. R. CIV. P. 37(a)(1). The
moving party bears the burden of showing that the
materials and information sought are relevant to the
action or will lead to the discovery of admissible evidence.
Export Worldwide, Ltd. v. Knight, 241 F.R.D. 259, 263
(W.D. Tex. 2006). Once the moving party establishes that
the materials requested are within the scope of permissible
discovery, the burden shifts to the party resisting discovery
to show why the discovery is irrelevant, overly broad,
unduly burdensome or oppressive, and thus should not be
permitted. Id.

The federal rules follow a proportionality standard
for discovery. FED. R. CIV. P. 26(b)(1). Under this
requirement, the burden falls on both parties and the
Court to consider the proportionality of all discovery
in resolving discovery disputes. FED. R. CIV. P. 26(b)
(1), advisory committee note (2015). This rule relies on
the fact that each party has a unique understanding
of the proportionality to bear on the particular issue.
Id. For example, a party requesting discovery may
have little information about the burden or expense of
responding. Id. “The party claiming undue burden or
expense ordinarily has far better information—perhaps
the only information—with respect to that part of the
determination.” Id.

ANALYSIS

*4  Paramedics Plus asks the Court to compel the
Government to respond to Interrogatory Numbers 10–
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12, and 14 3  and further asks for the Court to compel the
Government to produce documents regarding other profit
caps. The Government argues that the information is not
relevant to its cause of action. Further, the Government
argues that Paramedics Plus’s request for documents will
require the Government to produce its investigation and
litigation files. Finally, the Government argues that they
already answered one of the disputed Interrogatories. The
Court will address each of the Government’s contentions
in turn.

3 Paramedics Plus initially sought to compel an answer
to Interrogatory Number 13 as well, but withdrew
its motion as to Interrogatory Number 13 based on
the Government’s assertion that there is no profit
cap agreement between Paramedics Plus and Three
Rivers.

I. Relevance of Information Surrounding Profit Caps
The Government maintains that the information
Paramedics Plus is seeking is not relevant because (A) the
substance of the information has no bearing on the issues
before the Court and (B) the information sought is outside
the relevant time period. The Court will discuss each of the
Government’s arguments regarding relevance.

A. Substance

Because the parties dispute the relevance as to a specific
element of the Government’s cause of action, for clarity,
the Court will identify the elements. The FCA establishes
liability for “any person who—(A) knowingly presents,
or causes to be presented, a false or fraudulent claim
for payment or approval; (B) knowingly makes, uses, or
causes to be made or used, a false record or statement
material to a false or fraudulent claims; [or] (C) conspires
to commit a violation of [the FCA].” 31 U.S.C. § 3729(a)
(1)(A)–(C). “Generally, in considering liability under the
FCA, the Fifth Circuit focuses on ‘(1) whether there was
a false statement or fraudulent course of conduct; (2)
made or carried out with the requisite scienter; (3) that
was material; and (4) that caused the government to pay
out money or to forfeit moneys due (i.e., that involved a
claim).’ ” United States v. Vista Hospice Care, Inc., 2016
WL 3449833, at *16 (N.D. Tex. June 20, 2016) (citing
Gonzalez v. Fresenius Med. Care N. Am., 689 F.3d 470, 475
(5th Cir. 2012)).

The Government asserts that Paramedics Plus
misunderstands the elements of the Government’s case.
The Government avers that materiality is an element of
its FCA claim, but it is the certification of compliance
with the AKS that must be material to the Government’s
payment decisions, not profit caps. As such, the
Government argues that the information about profit
caps is not relevant. Paramedics Plus maintains that,
after Escobar, information related to the Government’s
continued payment of claims after discovery of a profit
cap is relevant to the issue of materiality.

It is possible for the Government to prevail on a
false certification theory if the Government demonstrates
“that the defendant has improperly certified compliance
with a statute or regulation (whether explicitly or
impliedly), and that improper certification is material to
the [G]overnment’s payment decision.” Id. (citing United
States ex rel. Bennett v. Boston Sci. Corp., 2011 WL
1231577, at *13 (S.D. Tex. Mar. 31, 2011)). Accordingly,
the Court agrees with the Government that it is the
certification of compliance with the AKS that needs to
be material to the Government’s payment decisions. See
Vista Hospice Care, 2016 WL 3449833, at *16.

However, the Court must permit discovery of evidence
that is reasonably calculated to lead to the discovery
of admissible evidence, during the discovery process.See
FED. R. CIV. P. 26(b)(1); Crosby, 647 F.3d at 262. In
Escobar, the Supreme Court of the United States provided
guidelines for determining materiality in this context:

*5  In sum, when evaluating
materiality under the False Claims
Act, the Government’s decision to
expressly identify a provision as a
condition of payment is relevant,
but not automatically dispositive.
Likewise, proof of materiality can
include, but is not necessarily limited
to, evidence that the defendant
knows that the Government
consistently refuses to pay claims
in the mine run of cases based on
noncompliance with the particular
statutory, regulatory, or contractual
requirement. Conversely, if the
Government pays a particular claim
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in full despite knowledge that
certain requirements were violated,
that is very strong evidence that
those requirement are not material.
Or if the Government regularly
pays a particular type of claim in
full despite actual knowledge that
certain requirements were violated,
and has signaled no change in
position, that is strong evidence that
the requirements are not material.

United Health Servs., Inc. v. United States ex rel. Escobar,
136 S.Ct. 1989, 2003–04 (2016). Surprisingly absent from

the Government’s response 4  is any discussion of how
the Supreme Court of the United States' holding applies
to the information Paramedics Plus is attempting to
discover. After a review of the analysis in Escobar,
the Court finds that allowing discovery relating to the
Government’s continued payment after discovery of a
profit cap is reasonably calculated to lead to the discovery
of admissible evidence. Although the issue at hand
is whether certification of compliance with the AKS
is material, evidence of the Government’s continued
payment after discovery of a profit cap will likely lead to
information about whether these specific entities certified
compliance with the AKS.

4 Escobar is briefly mentioned in the Government’s
response; however, the Government does not address
the relevant portion of the holding. (Dkt. #132
at p. 11 (“Forty years of legislative history and
decades of case law, both before and after Escobar,
demonstrate that false certifications of compliance
with the AKS ... influence [the Government’s]
payment decisions.”) (“Paramedics Plus’s fallback
position—that in light of Escobar, AKS compliance
is not automatically material ... is similarly misplaced
because the [Government] is not arguing that the
AKS is material simply because it is a condition
of payment.”)). Additionally, in its sur-reply, the
Government mentions Escobar stating that “Escobar
is not an AKS case and did not change the
applicable AKS compliance analysis.” (Dkt. #134 at
p. 2). However, the Government also uses the First
Circuit’s opinion in Escobar, after it was remanded,
even though it is not specifically an AKS case. At
this point in time, the Court does not find a reason
to limit discovery because Escobar presented the false

certification of a different statue or regulation as a
basis for liability under the FCA.

Further, the Government argues that the information
is not relevant because “there is no such thing as an
immaterial violation of the AKS.” (Dkt. #132 at p. 9). The
Government maintains that not only was compliance with
the AKS a condition of payment, but also “Congressional
intent surrounding [the AKS], plain language of the
[AKS], and years of case law demonstrate that the AKS
is material to the [Government’s] payment decisions as a
matter of law.” (Dkt. #132 at pp. 11–12). Paramedics Plus
responds that this is a premature argument, as it involves
the Government’s theory of the case and the merits of the
case, as opposed to a discovery dispute.

The Court agrees. The Court is not determining that
this evidence proves or disproves the materiality element
in this case. Paramedics Plus must later persuade the
Court and/or the jury that the information it obtains
during the discovery process is admissible and proves lack

of materiality. 5  Likewise it is the responsibility of the
Government to prove that congressional intent and case
law prove materiality as a matter of law. However, this is
an issue to be decided at a later point in time, as opposed
to during a discovery dispute. At this stage, the Court’s
sole responsibility is to determine whether the discovery
sought is relevant, which indeed it has done.

5 For instance, the Government mentions that
Alameda County and Pinellas County did not conceal
their profit caps, which tends to work in the
Government’s favor (Dkt. #132 at p. 6). However,
Paramedics Plus has no record or evidence of that
and neither does the Court. If such assertion is true, it
will be Paramedics Plus that will need to explain the
relevance of the information it receives at a later stage
in the proceeding, but the rules permit Paramedics
Plus to discover the information.

B. Time Period

*6  The Government additionally argues that the relevant
time period is the time period during which the alleged

profit cap scheme took place, 1997 through 2013. 6

Accordingly, the Government argues that the information
is not relevant because “payment decisions in other places
after the relevant time period is not relevant to the
[G]overnment’s earlier payment decisions.” (Dkt. #132 at
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p. 10 (citing United States ex rel. Escobar v. Universal
Health Servs., Inc. (“Escobar II”), 842 F.3d 103, 112 (1st

Cir. 2016))). 7

6 The Government argues about the relevant time
period twice in its response. The Court will address
both arguments at once.

7 The Government further contends that Paramedics
Plus has not responded to discovery after 2013
and that the parties should be subject to the same
time frame for discovery. However, the discovery
limitations and time period regarding Paramedics
Plus’s discovery is not before the Court at this time,
and thus the Court does not consider this argument.

However, after the Court’s review of the case, Escobar II
does not stand for the proposition that post-suit payments
are never relevant. In that case, the First Circuit held that
is was unnecessary to “decide whether actual knowledge of
the violations would in fact be sufficiently strong evidence
that the violations were not material to the government’s
payment decision” for the purposes of ruling on a motion
to dismiss because there was no allegation in the complaint
that the government knew about the violation while it
was paying the claim. Id. In fact, the complaint in that
case only referenced reimbursements prior to the filing
of the litigation and the government did not learn of
the violations until after the filing of the litigation. Id.
Accordingly, the complaint necessarily would not include
any allegations of payment after the government learned
of the violation. Id. As such, because the First Circuit took
the allegations in the complaint as true and did not look
to any evidence outside the pleadings, as required on a
motion to dismiss, the court did not dismiss the case for
lack of materiality. Id.

Here, the Court is deciding a discovery dispute as opposed
to ruling on a motion to dismiss. Accordingly, the Court
is to determine if the information sought is relevant.
Paramedics Plus is seeking the exact information that
would make it necessary for the Court to “decide whether
actual knowledge of the violations would in fact be
sufficiently strong evidence that the violations were not
material to the [G]overnment’s payment decision.” Id.
This is the exact type of information that is reasonably
calculated to lead to the discovery of admissible evidence
regarding the materiality element after Escobar.

Paramedics Plus argues that the issue of materiality
goes beyond Paramedics Plus’s alleged misconduct and,
as such, the time frame should not be limited to
1997 through 2013. The Court agrees. Determining the
Government’s conduct after discovery of a profit cap is
not necessarily limited to the time frame of Paramedics
Plus’s misconduct. Paramedics Plus met its burden to
establish that the Government’s continued payment of
Medicare and Medicaid claims after discovery of a
profit cap is relevant and the Government did not meet
its burden to establish that the time frame should be
restricted to 1997 through 2013. As such, information
after 2013 regarding the Government’s discovery of a
profit cap and continued payment after discovery is
relevant.

II. Documents
*7  “Paramedics Plus seeks non-privileged documents

and communication in the Government’s possession
related to other Profit Caps in the ambulance
industry.” (Dkt. #131 at p. 12). Paramedics Plus
specifies that it is seeking documents obtained from
communications with third parties related to profit
caps, which should not be privileged as they are
communications with a third party. Paramedics Plus
continues that documents relating to when the
Government learned about other profit caps and the
Government’s conduct after learning such information
would be relevant to its defense that certification
of compliance with the AKS is not material to
the Government. Therefore, the documents should be
produced as part of its discovery obligations in the case.

The Government contends that it is improper for
Paramedics Plus to receive documents from its

investigation and litigation files. 8  To support its
argument that the Court should not permit discovery on
investigation and litigation files, the Government vaguely

alludes 9  to the fact that some information might be
privileged; however, it makes no argument regarding
privilege, has not produced a privilege log, and has not
asked the Court to review any documents in camera.
Without such specificity, the Court cannot and will not
rule on such an objection.

8 The Government also makes bold assertions
regarding the “true goals” of Paramedics Plus’s
discovery requests; however, the Court will not
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engage in a discussion regarding the Government’s
speculation behind Paramedics Plus’s discovery
request.

9 The Government states that it “is not aware of any
responsive, non-privileged information in its passion,
custody or control relating to ‘profit caps’ in the
ambulance industry that existed prior to Dean filing
his qui tam in 2014.” (Dkt. #132 at p. 4).

As further support for the contention that discovery into
the Government’s investigation and prosecution of other
entities is improper, the Government cites Renal Care

Group, a case from the Eastern District of Missouri. 10

United States ex rel. Williams v. Renal Care Grp., Inc.,
2008 WL 5233028, at *2 (E.D. Mo. Dec. 12, 2008).
However, Renal Care Group is not binding precedent on
the Court and the case was decided before the Supreme
Court’s decision in Escobar. “Materiality under the FCA
has been a topic of increasing scrutiny since the Supreme
Court’s decision in Escobar.” United States ex rel. Harman
v. Trinity Indus. Inc., 872 F.3d 645, 660–661 (5th Cir.
2017). The Government offers no explanation as to
Escobar’s effect on the analysis in Renal Care Group.
The plain language of Escobar does not seem to place a
limitation on knowledge of this particular conduct: “if the
Government regularly pays a particular type of claim in
full despite actual knowledge that certain requirements
were violated, and has signaled no change in position, that
is strong evidence that the requirements are not material.”
Escobar, 136 S.Ct. at 2004. As such, the Government’s
reliance on Renal Care Group is unpersuasive.

10 Renal Care Group states that “the focus is on the
government’s knowledge of these defendants' conduct
and the allegedly false claims at issue in the particular
case, rather than of practices industry-wide or the
practice of other entities not involved in this case.”
2008 WL 5233028, at *2.

The Court is not holding that the Government’s conduct
regarding other entities will prove or disprove materiality,
but the Court finds that, pursuant to Escobar, the
information is relevant for discovery purposes. However,
the Court notes that Paramedics Plus’s document
request for any communications regarding profit caps is
broad. Paramedics Plus has established that information
pertaining to the Government’s continued payment of
claims after discovery of a profit cap is relevant but
has not sufficiently established that all communications
related to profit caps are relevant. Accordingly, the Court

limits Paramedics Plus’s request to documents pertaining
to the Government’s continued payment of claims after
discovery of a profit cap.

*8  If this production requires the Government to
produce any documents from its investigation or litigation
files, and the Government is concerned about this
information being disseminated, the Court reminds the
Government that the evidence can be produced subject
to the Court’s protective order: “Except as otherwise
indicated below, all documents or discovery responses
designated by the producing party as “Confidential”
or “Attorneys Eyes Only” and which are disclosed to
produce to the attorneys for the parties to this litigation
are Protected Information and are entitled to confidential
treatment as described below.” (Dkt. #11 at p. 2).

III. Interrogatories
The Government maintains that it answered

Interrogatory Number 14. 11  The Government asserts
that, in response to Interrogatory Number 14, it attempted
to explain that the Government would not deny payment
simply based on a profit cap, and offered examples of
times that it settled, or in effect denied payment, with
entities that submitted claims tainted by a violation of
the AKS. Paramedics Plus responds that pointing to
settlement agreements does not answer the question of
whether the Government denied payment based on a
profit cap agreement. The Court agrees that this does
not directly answer the question; however, the Court
notes, as it did before, that denial of a claim based
on a profit cap is not the test for materiality here, but
it could possibly lead to relevant information. It will
later be Paramedics Plus’s burden later to show that any
information it receives from this interrogatory proves that
the Government cannot establish materiality of the false
certification of compliance with the AKS.

11 The Court notes that the Government stated
it already answered two disputed interrogatories:
“Interrogatories No. 12 and 14;” however, it
proceeded to explain its answers to Interrogatories
Number 13 and 14. Without any argument or
explanation, and the Court’s review of the responses,
the Government did not answer Interrogatory
Number 12.
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CONCLUSION

It is therefore ORDERED that Paramedics Plus, LLC’s
Motion to Compel the United States of America to
Comply with Discovery (Dkt. #131) is hereby GRANTED
IN PART. Accordingly, the Government is compelled
to answer Interrogatory Numbers 10–12, and 14 and

produce documents in its possession, custody, or control
related to the Government’s discovery of a profit cap and
continued payment after the fact within fourteen days of
the date of this Order.

All Citations

Slip Copy, 2018 WL 620776
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UNITED STATES of America, EX REL.,
Joshua HARMAN, Plaintiff-Appellee

v.
TRINITY INDUSTRIES INC.; Trinity Highway

Products LLC, Defendants-Appellants

No. 15-41172
|

September 29, 2017

Synopsis
Background: Relator brought qui tam action pursuant to
the False Claims Act (FCA), alleging that manufacturer
knowingly and falsely certified that its guardrail end
terminals had been approved for reimbursement by
Federal Highway Administration (FHWA) to induce state
governments to use end terminals and seek reimbursement
from the FHWA. After the United States District Court
for the Eastern District of Texas, Rodney Gilstrap, J.,
166 F.Supp.3d 737, denied manufacturer's motion for
judgment as a matter of law following jury verdict for
relator, manufacturer appealed.

Holdings: The Court of Appeals, Patrick E.
Higginbotham, Circuit Judge, held that:

[1] manufacturer's alleged failure to disclose changes to its
guardrail end terminals was not material, as required to
support relator's FCA claim, and

[2] FHWA's memorandum confirming that it would
continue reimbursing states for use of manufacturer's
product was not procured by fraud.

Reversed and rendered.

West Headnotes (14)

[1] Federal Courts

New Trial, Rehearing, or
Reconsideration

A district court's resolution of a motion for
new trial is reviewed for abuse of discretion,
and the district court abuses its discretion by
denying a new trial only when there is an
absolute absence of evidence to support the
jury's verdict.

Cases that cite this headnote

[2] Federal Civil Procedure
Grounds

Federal Civil Procedure
Further evidence or argument

A motion for a new trial or to amend a
judgment cannot be used to raise arguments
which could, and should, have been made
before the judgment issued.

Cases that cite this headnote

[3] Federal Civil Procedure
Further evidence or argument

In support of a motion for post-judgment
relief on the basis of newly discovered
evidence, the newly discovered evidence must
be in existence at the time of trial and not
discovered until after trial. Fed. R. Civ. P.
60(b)(2).

1 Cases that cite this headnote

[4] Federal Courts
Verdict

Federal Courts
Taking case or question from jury; 

 judgment as a matter of law

While the Court of Appeals' review of the
district court's denial of a renewed motion
for judgment as a matter of law is de novo,
the Court of Appeals' standard of review
with respect to a jury verdict is especially
deferential. Fed. R. Civ. P. 50(b).
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[5] United States
Measure of damages

The proper measure of the government's
damages in an action under the False Claims
Act (FCA), where the government received
something other than what was promised,
is the standard formulation for contract
damages: the difference between what was
promised and what was received. 31 U.S.C.A.
§ 3729 et seq.
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[6] United States
Elements

In determining whether liability attaches
under the False Claims Act (FCA), a court
asks (1) whether there was a false statement
or fraudulent course of conduct, (2) made
or carried out with the requisite scienter, (3)
that was material, and (4) that caused the
government to pay out money or to forfeit
moneys due, meaning that involved a claim.
31 U.S.C.A. § 3729 et seq.
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[7] United States
False claim

State requests for reimbursement from the
federal government are claims for payment
under the False Claims Act (FCA). 31
U.S.C.A. § 3729 et seq.
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[8] United States
Materiality

Guardrail manufacturer's alleged failure
to disclose changes to its guardrail end
terminals was not material to Federal
Highway Administration's (FHWA) decision
to reimburse states for use of manufacturer's
terminals, as required to support relator's
qui tam False Claims Act (FCA) claim
against manufacturer; there was very strong
evidence any alleged failure to disclose was not

material, as FHWA was aware of any alleged
noncompliance with protocol for testing
highway features when it wrote memorandum
indicating it was aware of changes in design
and that terminals were still eligible for
reimbursement, and FHWA did not retract its
approval of manufacturer's terminals, or stop
reimbursing states for their use. 31 U.S.C.A. §
3729 et seq.
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[9] United States
Materiality

In evaluating whether a misstatement is
material within the meaning of the False
Claims Act (FCA), the government's decision
to expressly identify a provision as a condition
of payment is relevant, but not automatically
dispositive. 31 U.S.C.A. § 3729 et seq.
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[10] United States
Materiality

If the government pays a particular claim in
full despite its actual knowledge that certain
requirements were violated, that is very strong
evidence that those requirements are not
material within the meaning of the False
Claims Act (FCA), and if the government
regularly pays a particular type of claim in
full despite actual knowledge that certain
requirements were violated, and has signaled
no change in position, that is strong evidence
that the requirements are not material within
the meaning of the FCA. 31 U.S.C.A. § 3729
et seq.
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[11] United States
Materiality

When determining whether a misstatement
is material, the False Claims Act (FCA)
requires proof only that the defendant's
false statements could have influenced the
government's pay decision or had the
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potential to influence the government's
decision, not that the false statements actually
did so, the so-called “natural tendency test.”
31 U.S.C.A. § 3729 et seq.
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[12] United States
Materiality

Continued payment by the federal
government after it learns of an alleged fraud
substantially increases the burden on the
relator in establishing materiality, as required
to support a claim under the False Claims Act
(FCA). 31 U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[13] United States
Materiality

Federal Highway Administration's (FHWA)
memorandum, announcing its decision to
continue reimbursing states for use of
manufacturer's guardrail end terminals,
despite allegations manufacturer had changed
terminals, was not procured by fraud, and
thus supported finding that any failure to
disclose changes was not material, as required
to support relator's qui tam False Claims
Act (FCA) claim against manufacturer; while
relator asserted that manufacturer failed to
disclose crash test failures, those failures
pertained to a different, experimental system
that was not the subject of relator's FCA
claim, FHWA did not require information
regarding failed experiments, and though
FHWA was aware that manufacturer was
experimenting, it did not request information
on experimental project. 31 U.S.C.A. § 3729 et
seq.

Cases that cite this headnote

[14] United States
Who May Be Liable

There can only be liability under the False
Claims Act where the defendant has an

obligation to disclose omitted information. 31
U.S.C.A. § 3729.

Cases that cite this headnote

*647  Appeal from the United States District Court for
the Eastern Division of Texas

Attorneys and Law Firms

George F. Carpinello, Albany, NY, Nicholas A.
Gravante, Jr., Esq., New York, NY, Christopher Molloy
Green, Armonk, NY, Boies, Schiller & Flexner, L.L.P.,
for Plaintiff-Appellee.

James C. Ho, Esq., Bradley G. Hubbard, Rebekah
Ricketts, Gibson, Dunn & Crutcher, L.L.P., Dallas, TX,
Nina Cortell, Jeremy Daniel Kernodle, Haynes & Boone,
L.L.P., Dallas, TX, Robert Salcido, Akin Gump Strauss
Hauer & Feld, L.L.P., Washington, DC, Elizabeth Marie
Dulong Scott, Akin Gump Strauss Hauer & Feld, L.L.P.,
Dallas, TX, for Defendant-Appellant.

Before JOLLY, HIGGINBOTHAM, and GRAVES,
Circuit Judges.

Opinion

PATRICK E. HIGGINBOTHAM, Circuit Judge:

**1  The trial in this case offers two narratives.
One of a hardworking man who, angered by failures
of guardrails installed across the United States—with
sometimes devastating consequences—persuaded a Texas
jury of a concealed cause of those failures. The other
of the inventive genius of professors at Texas A&M's
Transportation Institute, who, over many years of
study and testing, developed patented systems including
guardrails that, while saving countless lives, cannot
protect from all collisions at all angles and all speeds by all
vehicles—guardrails that have been installed throughout
the United States with an approval from which the
government has never wavered as it reimbursed states for
the installation of a device integral to the system.

Despite a formal statement issued on the eve of trial from
the government affirming that approval and a caution
from this court that the case ought not proceed, seven
jurors in a six-day trial in Marshall, Texas, found that
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the government had been defrauded. We will describe,
but not decide, the substantial challenges to the jury's
findings of liability and damages as an essential backdrop
to the challenge we ultimately sustain, one that ends this
litigation. We hold that the finding of fraud cannot stand
for want of the element of materiality. Therefore, we
reverse and render judgment as a matter of law for Trinity.

I.

Early highway guardrail systems helped prevent drivers
from running off the road, attended by a lesser
but significant risk—in a head-on collision with an
automobile, the blunt ends of the guardrails could “spear”
or penetrate vehicles' passenger compartments. Attempts
to mitigate this risk by burying the end of the guardrail
were successful, but created a different risk; guardrails
ceased to spear automobiles, but proved to act as a launch
ramp, *648  rolling out-of-control vehicles, sometimes
back into traffic. As part of its many years of ongoing
research and testing aimed at improving highway safety,
engineers at the Texas A&M Transportation Institute
(“TTI”) developed a guardrail “end terminal” system
known as the ET-2000, which, with modification in 1999,

became the ET-Plus. 1  In a head-on collision, the ET-
Plus' terminal (or extruder) head flattens and extrudes
the guardrail away from the vehicle while simultaneously
“gating” the vehicle by the sequential failures of the pre-
drilled posts carefully laced and spaced to meet design
specifications for the system, all to slow speeding vehicles
to survivable stops and substantially lessen the risk posed
by the rails. Trinity Highway Products, LLC, a subsidiary
of Trinity Industries, Inc. (“Trinity”), manufactures the
ET-Plus system under an exclusive licensing agreement
with Texas A&M University—in short, TTI engineers the
product and Trinity manufactures it according to TTI's
design. ET-Plus systems are sold to highway contractors
and installed along many highways throughout the
country.

1 See Appendix A.

The Federal Government subsidizes many state highway
improvements, reimbursing states for the installation of
guardrail end terminal systems meeting its standards.
At times relevant here, acceptance by the Federal
Highway Administration (“FHWA”) was a prerequisite
to eligibility for federal reimbursement. FHWA could

require testing of products, unless they “are nearly
certain to be safe” or “so similar to currently accepted
features that there is little doubt that they would perform
acceptably.” And changes to approved systems must also
be submitted for approval unless an exercise of good

engineering judgment finds they were not significant. 2

2 This will be explained.

**2  The original ET-Plus system was successfully tested
by TTI, and on January 18, 2000, FHWA accepted the
ET-Plus for use on the National Highway System. At
that time, the ET-Plus was designed for 273//4-inch high
guardrails. By 2005, the increase of vehicles with higher
centers of gravity—e.g., SUVs—turned the research to
taller guardrails. Trinity and TTI developed a modified
ET-Plus system for use with 31-inch guardrails. TTI crash
tested the new ET-Plus at the 31-inch height and prepared
a report on the tests, which Trinity sent to FHWA. On
September 2, 2005, FHWA approved the modified ET-
Plus for the 31-inch guardrail height.

Before testing the new guardrail height, Trinity changed
the guide channel width in the ET-Plus' terminal head
from five inches to four inches, accompanied by necessary
fabrication changes (“2005 changes”). Trinity contends
that a modified version of the extruder head was included
in the 31-inch guardrail system when it was crash tested
in 2005. Trinity also maintains that it prepared and sent
a detailed drawing of the ET-Plus head with the 2005
changes to TTI to be included in the report sent to FHWA.
TTI did not include the drawing when it prepared the
crash test report that Trinity later forwarded to FHWA.
The body of the 2005 crash test report discussed the
changes made to accommodate the 31-inch guardrail
height, but not the changes in guide channel width or the

related fabrication changes. 3

3 Joshua Harman argues that Trinity has provided
no proof that the head units tested in 2005
included one with the 2005 changes. Trinity maintains
that such a head unit was included in the 2005
testing, as A&M Professor Dr. Bligh testified to
at trial. In a videotaped deposition introduced into
evidence during trial, FHWA representative Nicholas
Artimovich explained that, after learning of the 2005
changes, he reviewed video footage from the 2005
testing and concluded that “the tests done in 2005
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used a terminal head with [the narrower] feeder
channel.” There is no contrary evidence.

*649  Joshua Harman had been a customer of Trinity,
purchasing their products and installing them in the
eastern United States. Harman was also a one-time
competitor of Trinity, manufacturing his own end
terminal heads through SPIG and Selco, businesses he

owned with his brother. 4  SPIG and Selco failed. And
Trinity sued Harman, once for patent infringement related
to SPIG-manufactured heads in 2011 and twice for

defamation related to his campaign against the ET-Plus. 5

4 The district court excluded evidence that these heads
were the source of many of Harman's problems, as
unapproved SPIG heads were installed across the
Commonwealth of Virginia with falsified documents
to secure payment from the Virginia Department of
Transportation. As a result, Virginia's State Materials
Engineer removed Selco from the approved installers
list. In a pretrial hearing, the district court said
such evidence was “improper” and “a backdoor way
to attack [Harman's] character.” That ruling is not
challenged on appeal.

5 The patent suit settled. The defamation suits were
each voluntarily dismissed by Trinity.

Harman hoped to compete with Trinity and “with
the entire industry” again in the future, admitting on
cross-examination that he intended to use the proceeds
from this litigation to recapitalize his business and
begin manufacturing competing end terminals. Trinity
presented evidence to the jury that an investment
manager prepared a prospectus to pitch to potential SPIG
investors in February 2014, advertising that a “[r]ecall
of Trinity's modified end terminals would mean removal
and replacement of approximately one million units in the
[United States], a one-billion-dollar revenue opportunity
windfall for SPIG” and noting that SPIG had “[p]lans to
capture 20 percent of the U.S. end terminal market in 18
to 24 months, then continue rapid growth to take market
share from an exposed Trinity.”

**3  Harman testified that he set out on a cross country
trip looking for accidents involving guardrails; that he
acquired between six and eight ET-Plus heads; and that
he found five changes that he believed were causing the
accidents. The primary change was the narrowing of the
guide channel from five inches to four inches. Harman
also noted a shortened guide channel and feeder chute;

a narrower exit gap; a change from a flush “butt weld”
to a “fillet weld,” diminishing the height of the extruder

throat; and a steeper angle of the side plates. 6  At trial,
Harman claimed that all of these changes resulted in “a
complete[ly] new product.” Unable to find records of
FHWA approval for these changes, Harman presented
his findings to FHWA in January 2012 via an extensive
PowerPoint presentation that included explanations of the

2005 changes and accident scene photographs. 7

6 See Appendix B.

7 The PowerPoint includes slides discussing the change
from five-to four-inch feeder chute, a reduced rail
height from 15.375 to 14.875 inches, a shorter,
narrower feeder chute that intrudes into the extruder
throat, “ledges” near the top and bottom of the
extruder throat created by the feeder chute intrusion,
a smaller exit gap, and pictures of what Harman
argued was the resulting “throat lock.”

It is undisputed that, at that meeting, Harman discussed
the change from a five- to four-inch guide channel, the
shortening of the guide channel, the change in the exit gap
from one and a half inches to one inch, the diminished
height of the extruder chamber, and that “in [his] view,
there had *650  to be significant other changes as well.”
Nicholas Artimovich, an FHWA representative, took
photographs and measurements of the heads Harman
provided at the meeting.

FHWA then met with Trinity in February 2012 to discuss
Harman's allegations. Trinity explained that, while the
change in the guide channel width was inadvertently
omitted from the report sent to FHWA, the May 2005
crash test was of an ET-Plus system with a modified
terminal head. FHWA met twice more with Harman and
his counsel. Around that same time, FHWA responded
to inquiries about the ET-Plus from various state
departments of transportation by confirming that the ET-
Plus was eligible for reimbursement.

On March 6, 2012, Harman filed a sealed False Claims
Act (“FCA”) suit in the Eastern District of Texas.
The government reviewed the complaint and declined to
intervene ten months later. The court then unsealed the
complaint and discovery began. On March 13, 2014, as
a July trial date loomed, Harman's counsel requested
that FHWA make its employees available for deposition
(“Touhy request”). Harman argued that Trinity still
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had not disclosed the fabrication changes to the ET-
Plus beyond the change from a five- to four-inch guide

channel. 8

8 In this letter, Harman also repeated his list of
fabrication changes that he alleged were still
undisclosed. Specifically, Harman claimed that
Trinity had not disclosed “(1) the change from a 5 inch
rail feeder chute to a 4 inch rail chute; (2) changes to
the exit gap; (3) changes to the feeder chute assembly;
(4) changes to the feeder chute assembly length; and
(5) other changes to the ET-Plus.”

On June 17, 2014, FHWA released an official
memorandum that stated that it had “validated that the
ET-Plus with the 4 inch guide channels was crash tested in
May 2005,” that “[t]he Trinity ET-Plus with 4-inch guide
channels became eligible for Federal reimbursement ... on
September 2, 2005,” and that there was “an unbroken
chain of eligibility for Federal-aid reimbursement [that]
has existed since September 2, 2005, and the ET-Plus
continues to be eligible today.” On the same day, DOJ
responded to Harman's Touhy request by emailing a copy
of the memorandum with the following cover note:

Please find attached a memorandum
issued by FHWA today that
addresses all of the issues raised
by the parties in their respective
requests for information. DOT
believes that this should obviate the
need for any sworn testimony from
any government employees. If the
parties disagree, please let me know

at your earliest convenience. 9

**4  Trinity moved for summary judgment on the basis of
the June 17, 2014 memorandum, which the district court

denied from the bench. 10

9 For reasons not clear from the record, the district
court excluded this statement from evidence, a ruling
consistent with Harman's contention that the opinion
of the government does not matter.

10 Harman also moved for partial summary judgment,
and his motion was likewise denied.

A jury trial commenced on July 14, 2014; four days into
that trial the district court sua sponte ordered a mistrial,
citing gamesmanship and inappropriate conduct by both
parties. Following the mistrial, Trinity asked this court
for a writ of mandamus, which this court denied while
warning:

This court is concerned that
the trial court, despite numerous
timely filings and motions by
the defendant, has never issued
a reasoned ruling rejecting the
defendant's motions for judgment
as a matter of law. On its
face, FHWA's authoritative *651
June 17, 2014 letter seems to
compel the conclusion that FHWA,
after due consideration of all
the facts, found the defendant's
product sufficiently compliant with
federal safety standards and
therefore fully eligible, in the past,
present and future, for federal
reimbursement claims. While we are
not prepared to make the findings
required to compel certification for
interlocutory review by mandamus,
a course that seems prudent, a
strong argument can be made
that the defendant's actions were
neither material nor were any false
claims based on false certifications

presented to the government. 11

11 In re Trinity Indus., Inc., No. 14-41067 (5th Cir. Oct.
10, 2014).

The case proceeded to trial for a second time the following
Monday. After a six-day trial, the jury returned a verdict
for Harman. The next day, facing widespread publicity of
the verdict and inquiries of state Attorneys General, the
government did not withdraw its approval of the ET-Plus
units; rather, it sought independent testing of the units
and confirmation by a separate joint task force that the
units being tested were the same as those installed across
the country. On November 17, 2014, Trinity renewed
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its motion for judgment as a matter of law under Rule

50(b). 12

12 FED. R. CIV. P. 50(b).

The independent testing ordered by FHWA was
performed between December 10, 2014, and January 6,
2015. Awaiting the testing, Trinity suspended the sale of
ET-Plus systems. A joint task force—consisting of state,
federal, and foreign transportation experts—examined
over one thousand existing ET-Plus installations across
the country between November 2014 and January 2015
and concluded that: (1) “[t]here is no evidence to suggest
that there are multiple versions [of the ET-Plus] on our
nation's roadways” and (2) the units that were crash
tested were “representative of the devices installed across

the country.” 13  FHWA announced these findings in a
March 11, 2015 press release. With that confirmation, the
government's approval of the units remained in place and

Trinity renewed its sales. 14

13 FHWA and the American Association of State
Highway and Transportation Officials (AASHTO)
formed two joint task forces to investigate the ET-
Plus. The second joint task force was assigned to
“review[ ] a broad range of crash reports from
multiple sources to determine if the ET-Plus has
potential vulnerabilities that could compromise its
ability to perform as designed.” That review has not
yet been completed and published.

14 Of course, this evidence was not before the jury. But in
denying Trinity's Rule 50(b) motion, the district court
relied on the post-trial test in ruling that, at the time
of the June 17, 2014 memorandum, FHWA did not
have enough information to approve the product. We
disagree—FHWA, responsive to widespread news of
the verdict and the resulting unease of states with
the system leading to inquiries from states Attorneys
General, ordered additional testing from independent
testing labs, but did not withdraw its earlier decision.
The results of those tests confirmed rather than
undermined the earlier decision.

**5  On June 9, 2015—after the results of the post-
trial crash tests and dimensions studies were released—
the district court denied Trinity's motion for judgment
as a matter of law and entered final judgment that same
day for Harman and the United States in the amount
of $663,360,750—consisting of $575,000,000 in trebled
damages and $138,360,750 in civil penalties for 16,771

false claims—plus an additional $19,012,865 in attorney's
fees and costs. Trinity then moved for a new trial based
on, among other things, the results of the post-trial crash
tests and the findings of the joint task forces, which the

district *652  court denied on August 3, 2015. 15  This
appeal followed.

15 Trinity also claimed that a new trial was warranted
on the basis of the excessive damages award, the
court's failure to submit the number of false claims to
the jury, the excessive fines clause, and “because the
verdict is against the weight of the evidence.”

II.

[1]  [2]  [3] “A district court's resolution of a motion
for new trial is reviewed for abuse of discretion, and
[t]he district court abuses its discretion by denying a new
trial only when there is an absolute absence of evidence

to support the jury's verdict.” 16  “A motion for a new
trial or to amend a judgment cannot be used to raise
arguments which could, and should, have been made

before the judgment issued.” 17  Rule 60(b)(2) allows a
party to seek post-judgment relief on the basis of “newly
discovered evidence that, with reasonable diligence, could
not have been discovered in time to move for a new trial

under Rule 59(b).” 18  “Moreover, [t]he newly discovered
evidence must be in existence at the time of trial and not

discovered until after trial.” 19

16 McCaig v. Wells Fargo Bank (Texas), N.A., 788 F.3d
463, 472 (5th Cir. 2015) (quoting Wellogix, Inc. v.
Accenture, L.L.P., 716 F.3d 867, 881 (5th Cir. 2013))
(internal quotation marks omitted).

17 Garriott v. NCsoft Corp., 661 F.3d 243, 248 (5th
Cir. 2011) (quoting Simon v. United States, 891 F.2d
1154, 1159 (5th Cir. 1990)) (internal quotation marks
omitted).

18 FED. R. CIV. P. 60(b)(2).

19 Gen. Universal Sys., Inc. v. Lee, 379 F.3d 131, 158 (5th
Cir. 2004) (quoting Longden v. Sunderman, 979 F.2d
1095, 1102-03 (5th Cir. 1992)) (internal quotation
marks omitted).

[4] While our review of the district court's denial of a
Rule 50(b) renewed motion for judgment as a matter of
law is de novo, “our standard of review with respect to a
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jury verdict is especially deferential.” 20  A party is only
entitled to judgment as a matter of law on an issue where
no reasonable jury would have had a legally sufficient

evidentiary basis to find otherwise. 21

20 Olibas v. Barclay, 838 F.3d 442, 448 (5th Cir. 2016)
(quoting Evans v. Ford Motor Co., 484 F.3d 329, 334
(5th Cir. 2007)) (internal quotation marks omitted).

21 FED. R. CIV. P. 50(a)(1).

III.

Trinity asked the district court and now this court for
a new trial on the basis of newly discovered evidence
—namely, the post-trial crash tests and the dimensions
report. This evidence is compelling and rebuts much of
Harman's case at trial. However, we need not consider
the question of post-judgment relief under Rule 60(b) here
because we find that Trinity is entitled to judgment as a
matter of law on the issue of materiality. Thus, we advert
to the post-trial testing only in rejecting the district court's
inferences from the government's decision to order the
independent testing.

IV.

[5] As we will show, the jury's findings on liability cannot
stand for want of materiality. Before turning to liability, it
is worth noting that Harman's failure to rebut the strong
presumption against materiality also manifests in its effect
on damages. The proper measure of the government's
damages in an FCA action where the government received
something other than what was promised is the standard
formulation for contract damages: *653  the difference

between what was promised and what was received. 22

At trial, Harman's damages expert calculated damages
assuming the value of the ET-Plus units with the 2005

changes was limited to the scrap value of those units. 23

Using that figure, Harman's expert reached a total
damages figure that was apparently adopted by the jury

before statutory trebling. 24

22 United States v. Bornstein, 423 U.S. 303, 316 n.13, 96
S.Ct. 523, 46 L.Ed.2d 514 (1976).

23 Importantly, Harman's damages expert did not testify
that the value of the ET-Plus units was actually only
the scrap value figure, but that he “was advised by
counsel that the evidence presented in this trial will
show that the units themselves have no value, but that
I should provide and I was requested to provide a
calculation of the scrap metal value simply to present
to this Court and jury for their consideration.” The
expert further testified that “[t]here's no ascertainable
value for a non-compliant ET-Plus unit that I
could identify, so I cannot render an opinion with
respect to what the actual benefit to the United
States Government would be. ... I have no expertise
and—and render no opinion with respect to the
actual benefit those units have to the United States
Government. ... The premise of my calculations is
that the ET-Plus is not compliant with the Federal
Highway Administration standards and that Trinity
has certified that, in fact, during the damage period,
it was compliant with the FHWA standards.”

24 Harman's damages expert testified that “the damages
that range from the period March 6, 2006 through
December 31, 2013, the total amount that I estimate
that the U.S. Government reimbursed the states for
their purchase of ET-Plus units is $218,003,273. That
value will be reduced by the jury's finding of what
the value of a non-compliant ET-Plus unit will be,
assuming there is a finding of liability in this matter.
One value that they could consider is the value of the
scrap metal that I've indicated before is a value of
$42,965,383. You would subtract whatever value the
jury finds, but in this illustration here the scrap metal
value being subtracted from the 218-million-dollar
amount is a net damage to the U.S. Government of
$175,037,890.” The jury found that the total amount
of actual damages suffered by the United States was
$175,000,000.

**6  The problem with this figure is that nothing in
the record supports the scrap valuation of the ET-Plus.
Instead, FHWA's continued approval of reimbursement
for the ET-Plus at the same amount strongly suggests
that the government, the supposedly aggrieved party,
considers the value of the units with the 2005 changes
to be identical to the value of previous ET-Plus units. If
the government received units of equivalent value, and
thus has already enjoyed the benefit of its bargain, then
the proper measure of actual damages should be zero.
Trinity could still face civil penalty assessments “of not
less than $5,000 and not more than $10,000, as adjusted
by the Federal Civil Penalties Inflation Adjustment Act of
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1980” for each individual sale, 25  of course, and Trinity
also claims error in the district court's refusal to allow the
jury to determine the number of false claims. Regardless,
no award of damages can stand because, as we will show,
the determination of liability does not. And, as we need
not, we say no more of this set of damage issues.

25 31 U.S.C. § 3729(a)(1).

V.

[6]  [7] Trinity argues that Harman failed to meet his
burden on each element of a claim under the FCA, which
imposes liability on individuals who defraud the federal

government. 26  “In determining whether liability attaches
under the FCA, this court asks ‘(1) whether there was a
*654  false statement or fraudulent course of conduct;

(2) made or carried out with the requisite scienter; (3)
that was material; and (4) that caused the government
to pay out money or to forfeit moneys due (i.e., that

involved a claim).’ ” 27  It is settled that state requests for
reimbursement are claims for payment under the FCA.
We address the other elements in turn.

26 31 U.S.C. § 3729 et seq.; Universal Health Servs., Inc.
v. United States ex rel. Escobar, ––– U.S. ––––, 136
S.Ct. 1989, 1995, 195 L.Ed.2d 348 (2016).

27 Gonzalez v. Fresenius Med. Care N. Am., 689 F.3d
470, 475 (5th Cir. 2012) (quoting United States ex rel.
Longhi v. Lithium Power Techs., Inc., 575 F.3d 458,
467 (5th Cir. 2009)).

A.

Trinity argues that Harman failed to carry his burden
on proving that Trinity made “a false statement or
[engaged in] a fraudulent course of conduct” that caused
a false claim for payment to be presented to the United

States. 28  Harman's theory is that Trinity certified that
the ET-Plus system with the 2005 changes complied with
the FHWA testing requirements, and that these false
certifications caused states to present resultantly false
claims for reimbursement to FHWA. In response, Trinity
argues that the ET-Plus met the required standards at all
times and thus any certification of that fact was not a false
statement.

28 United States ex rel. Spicer v. Westbrook, 751 F.3d
354, 365 (5th Cir. 2014) (citing United States ex rel.
Longhi v. United States, 575 F.3d 458, 467 (5th Cir.
2009)); accord 31 U.S.C. § 3729(a)(1)(B) (liability for
person who “knowingly makes, uses, or causes to be
made or used, a false record or statement material to
a false or fraudulent claim” (emphasis added)).

Both parties' falsity arguments turn on whether the
modified ET-Plus with the 2005 changes complied
with requirements set out in the National Cooperative
Highway Research Program's (“NCHRP”) Report 350
(“Report 350”), as adopted by FHWA. Report 350
contains protocols for testing highway features, including
test parameters, test conditions, data acquisition,
evaluation criteria, test documentation, implementation,
and evaluation.

FHWA's reliance on Report 350 grew out of the
Intermodal Surface Transportation Efficiency Act of

1991 (“ISTEA”). 29  ISTEA required the Secretary of
Transportation to “initiate a rulemaking proceeding
to revise the guidelines and establish standards for
installation of roadside barriers and other safety
appurtenances,” and thereafter issue a final rule on the

matter. 30  To comply with ISTEA, FHWA undertook a
formal rulemaking process which resulted in a final rule
in 1993. This rule formally added NCHRP Report 350 to

the regulation's “Guides and references” section. 31  That
same year, FHWA produced a memorandum “[t]o further
promulgate application of the guidelines in the NCHRP
Report 350.”

29 Pub.L. 102–240, Dec. 18, 1991, 105 Stat. 1914.

30 Id. at Section 1073(a), (b); 23 U.S.C. § 109 note.

31 As the FHWA explains in its 1997 guidance:
“Through a formal rulemaking process that
culminated in a final rule in a notice in Volume
58, No. 135, of the Federal Register, dated July 16,
1993, the FHWA added Report 350 at paragraph
625.2(a)(13) of Title 23, Code of Federal Regulations
(23 CFR). Since that time, the ‘Guides and
references' section of 23 CFR, Part 625, under
which the NCHRP Report 350 was cited, has
been removed. The NCHRP Report 350 is now
cited in Section 16, Paragraph (a)(12) of the Non-
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Regulatory Supplement to the Federal-aid Policy
Guide, Subchapter G, Part 625 (NS 23 CFR 625).”

**7  In 1997, FHWA issued a policy memorandum
(“1997 Policy Memorandum”) that read the 1993 rule
and memorandum as a “strong indication” that, as
of the following year, “FHWA would require all new
installations *655  of highway features on the National
Highway System (NHS) that are covered in the NCHRP
Report 350 to have been tested and found acceptable
according to the guidelines in that report.” Based on that
understanding, FHWA stated its policy on compliance:

Except as modified below, all new
or replacement safety features on the
[National Highway System] covered
by the guidelines in the NCHRP
Report 350 that are included in
projects advertised for bids or are
included in work done by force-
account or by State forces on or
after October 1, 1998, are to have
been tested and evaluated and found
acceptable in accordance with the
guidelines in the NCHRP Report 350.

In other words, the 1997 Policy Memorandum required
that highway safety features demonstrate “acceptable
crashworthy performance” in order to gain FHWA
approval of their use on the nation's highways, and Report
350 provided the measure for crashworthiness. Harman
and Trinity agree that “FHWA regulations require full
compliance with Report 350[.]”

When Trinity sells an ET-Plus system, the invoices often
include references to bills of lading, which Trinity agrees
are “sometimes—but not always—accompanied by a
certificate stating that the ET-Plus is ‘NCHRP Report
350 Compliant’ or ‘NCHRP Report 350 Tested and
Approved.’ ” Many of these ET-Plus systems are sold
to state departments of transportation, who can seek
reimbursement from the federal government for systems
placed on federal-aid highways.

The parties dispute the scope of disclosure required
by Report 350. Harman asserts that the 1997 Policy
Memorandum requires that all changes, even minor

ones, must be disclosed so that FHWA can decide if
testing is necessary, pointing to language in Report 350
that “seemingly minor variations in design details can
adversely affect the safety performance of a feature.”
Harman also emphasizes that, at trial, Trinity Highway
Product's President Gregory Mitchell “admitted” that “it
was required to get approval from the FHWA for the

changes but that it did not do so[.]” 32  Based on this
interpretation, Harman maintained at trial that the ET-
Plus was not Report 350 compliant after the 2005 changes
because Trinity never disclosed the changes to FHWA nor
demonstrated that the modified ET-Plus had undergone
adequate crash testing. Trinity, by contrast, argues that
Report 350 did not require the disclosure of the 2005
changes because it only requires disclosing significant
changes. Trinity further maintains that an ET-Plus system
with the 2005 changes in its head was crash tested in
2005 during the 31-inch guardrail height tests and that
the changes were obvious and fully disclosed to TTI, the
inventor of the ET-Plus.

32 From its context, it is not clear whether the witness
referenced the requirements in place at the time of
trial or nine years prior when the changes to the
ET-Plus were implemented—two years before he was
employed by Trinity.

While Harman argues that FHWA policy requires that
“any changes” be disclosed to FHWA, he does not direct
us to any clear statement of such a disclosure rule. Nor can
we find any. Instead, Harman directs us to the following
passage in the 1997 Policy Memorandum:

There are some features that, by
their nature, are nearly certain
to be safe and others that are
so similar to currently accepted
features that there is little doubt
that they would perform acceptably.
For these features, the FHWA
may, on a case-by-case basis, not
require qualification testing or may
accept abbreviated *656  or unique
qualification procedures as the basis
for their acceptance.
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**8  This passage, in isolation, could be read to require
suppliers to alert FHWA to any new features or design
changes, and could signify, as Harman would have it, that
FHWA alone can determine whether additional testing is
required. Yet another passage in Report 350 frustrates this
reading:

It is not uncommon for a designer/
tester to make design changes to
a feature during the course of
conducting the recommended test
series or after successful completion
of the test series. Changes are often
made to improve performance or to
reduce cost of the design or both.
Questions then invariably arise as
to the need to repeat any or all
of the recommended tests. Good
engineering judgment must be used
in such instances. As a general rule,
a test should be repeated if there is
a reasonable uncertainty regarding
the effect the change will have on the
test.

The plain reading of this additional language is that
engineers may use their judgment to determine that
additional testing is not needed for certain design
changes. Under Trinity's view, because a determination
of whether to test requires “good engineering judgment,”
“it ‘cannot be false’ under the FCA.” Harman responds
that this passage does not speak directly to disclosure
requirements, and that in any case there is no evidence that

good engineering judgment was exercised. 33

33 Harman argues that the 2005 changes were not
motivated by good engineering judgment, but by
profit. This profit motive argument is discussed in
more detail below in connection with Harman's
scienter argument. We note, however, that good
engineering judgment and the desire to reduce costs—
a goal which is explicitly contemplated by Report 350
—are not necessarily mutually exclusive.

While Harman is correct that this section does not
address disclosure requirements, this uncertainty does not
necessarily cut against Trinity. Indeed, the regulations as

written accept that engineers need not disclose changes
where, in their good engineering judgment, they deem
further testing unnecessary. Disagreement over the quality
of that judgment is not the stuff of fraud.

Trinity also points to the following language in the 1997
Policy Memorandum to support its contention that it was
not required to report every change: “should the FHWA
discover subsequent to the issuance of an acceptance
letter ... the device being marketed is significantly different
from the version that was crash tested, it reserves the
right to modify or revoke its acceptance.” As Trinity
reads this language, non-significant modifications are

permissible without seeking new approval; 34  the “good
engineering judgment” passage would do no work if the
policy required that every change be submitted to FHWA.

34 According to Trinity, “modifications that render the
product ‘significantly different’ would give FHWA
the option to revoke its acceptance. By implication,
non-significant modifications would not.”

The jury was never instructed on the requirements of
Report 350 regarding disclosures of changes to approved
devices or further testing of modifications in approved
devices. Indeed, the trial judge did not himself decide
what Report 350 required until after the verdict. In
denying Trinity's Rule 50(b) motion, the district court
concluded that “any changes [to roadside hardware] must
be reviewed by and agreed to by the FHWA.” Applying
that standard, the district court found that the jury
had before it “substantial evidence” *657  to support
the conclusion that Trinity made false statements when

it asserted the ET-Plus was Report 350 compliant. 35

Specifically, the district court relied on the “undisclosed
[2005] changes” as substantial evidence that all post-2005
certifications of the ET-Plus' Report 350 compliance
were false. The court also found that the 2005 changes
were not an exercise of “good engineering judgment”
because Trinity made the decision to modify the ET-Plus,
rather than TTI. The court then indicated that it found
Trinity's competing evidence unpersuasive. Finally, the
court acknowledged that “[t]he jury was free to weigh such
competing evidence, judge the credibility of the witnesses,
and determine the veracity of the testimony presented.”
We cannot know from the record how the jury interpreted
Report 350. And there is a powerful argument that leaving
to the jury the determination of the law and the facts did
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not include resolution of the uncertainty inherent in the
language of the policy.

35 Specifically, the district court found substantial
evidence for the jury “to conclude that Trinity's
post-2005 certifications of the ET-Plus as FHWA
approved and NCHRP Report 350 compliant were
false.”

**9  Despite the district court's conclusions and
Harman's insistence that the 1997 Memorandum “makes
it clear that disclosure is required and that the FHWA
decides what tests to run,” the contrary authorities cited
by Trinity drain much force from Harman's claim that
every change must be disclosed. There is a substantial
argument that, during the relevant period, FHWA policy
required disclosure of significant changes, and that
significance is a matter of engineering judgment. This
follows from the plain language of Report 350. While this
puts the jury verdict and Harman's falsity theory at risk,
we need not decide that question today.

B.

Trinity argues that even if Report 350 required disclosure
of every change, Harman still failed to prove that
Trinity acted with the requisite scienter. “The scienter
requirement comes from § 3729(b)'s definition of the terms

‘knowing’ and ‘knowingly.’ ” 36  “Though the FCA is plain
that ‘proof of specific intent to defraud’ is not necessary,
that mens rea requirement is not met by mere negligence

or even gross negligence.” 37  Rather, the relator must
demonstrate that the defendant “acted with knowledge
of the falsity of the statement, which is defined, at a
minimum, as acting ‘in reckless disregard of the truth or

falsity of the information.’ ” 38

36 United States ex rel. Longhi v. United States, 575 F.3d
458, 468 (5th Cir. 2009).

37 United States ex rel. Farmer v. City of Hous., 523 F.3d
333, 338 (5th Cir. 2008) (quoting 31 U.S.C. § 3729(a)
(2); and citing United States v. Krizek, 111 F.3d 934,
941-42 (D.C. Cir. 1997)).

38 United States v. Bollinger Shipyards, Inc., 775 F.3d
255, 260 (5th Cir. 2014) (citing 31 U.S.C. § 3729(b)(1)
(A)(iii)).

Trinity maintains that it could not have acted knowingly
or recklessly if it was acting pursuant to a reasonable
interpretation of the disclosure requirements. As we have
explained, Trinity contends that the 2005 changes did
not have to be disclosed to FHWA. In the alternative,
Trinity maintains that the disclosure requirements were
ambiguous enough that its interpretation was reasonable.
Trinity then claims that a “reasonable interpretation of
any ambiguity inherent in [a] regulation[ ] ‘belies the

scienter necessary to establish a claim of fraud.’ ” 39

Specifically, Trinity asserts *658  that it reasonably relied
on TTI's “good engineering judgment” in determining
that the 2005 changes were not significant—an action
consistent with its purported understanding of Report

350. 40  The trial testimony of TTI engineers supports
this claim. Texas A&M engineering professor Dr. Bligh
testified that the reduction in guide channel width led to an
“enhanced, improved product,” and that TTI would have
recommended evaluation or testing if they had any doubt

about the changes' impact. 41  Dr. Bligh also testified that,
based on his engineering judgment, he found no reason

to “independently test” the four-inch ET-Plus head, 42

and that the May 2005 tests were sufficient. 43  Another
TTI employee at the time, Dr. Buth, agreed with this
assessment, stating during trial that there was no need to
run additional tests on the modified ET-Plus head because
the May 2005 tests left “no question in [his] mind” about

what additional tests would show. 44  Trinity pointed to an
email that Trinity's Vice President of International Sales,
Brian Smith, sent to TTI engineers asking for “[their]
thoughts on changing the 5-inch channel on the ET-Plus
extruder head to a 4-inch channel” and requesting that
“the sample extruder head be used in the ET 31 test that
is scheduled for May 25 or 26.” Trinity also provided
responses from multiple TTI engineers agreeing to the
change, including an email noting that engineers at TTI's
Riverside campus were “in agreement ... the head should
work fine, and [they] [would] install it on the test on May
25/26.”

39 United States ex rel. Ketroser v. Mayo Found., 729
F.3d 825, 832 (8th Cir. 2013). Trinity also cites Safeco
Ins. v. Burr, 551 U.S. 47, 70 n.20, 127 S.Ct. 2201,
167 L.Ed.2d 1045 (2007), holding, in the context of
the Fair Credit Reporting Act, “[w]here, as here, the
statutory text and relevant court and agency guidance
allow for more than one reasonable interpretation,
it would defy history and current thinking to treat a
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defendant who merely adopts one such interpretation
as a knowing or reckless violator.”

40 At trial, Trinity and TTI employees both agreed
that TTI is “responsible for all design and testing
of the ET-Plus sold in the United States” and that
TTI “decides whether design changes should be
crash-tested before sale.” At trial, Trinity's President
Gregory Mitchell testified that Trinity has always
relied and depended on TTI for their technical
expertise regarding the ET-Plus.

41 Q. In your mind, Dr. Bligh, as you evaluated this
decision to go from five to four inches, did you
have any uncertainty whatsoever that this would be
anything but a positive improvement?
A. No, sir, I did not.
Q. If you had that uncertainty, Dr. Bligh, what would
you have done?
A. We—we either wouldn't have recommended it
or we would have recommended other types of
evaluation and testing to make sure that those
uncertainties were—were resolved and evaluated.

42 Q. Did you find any reason in your good engineering
judgment to somehow independently test the ET-Plus
extruder head with the four-inch guide channels?
A. No, sir.
Q. Was the test done on May 27, 2005 an opportunity
to see that head installed on an ET-Plus system.
A. Yes, sir.

43 Q. In your judgment as an engineer who submits crash
test reports to the FHWA for consideration, was it
your belief that [the May 2005] crash test met the 350
criteria?
A. Yes, it is.
Q. And how was that demonstrated?
A. The ... data that was collected in the test was
analyzed and ... compared against the criteria that we
have in Report 350.

44 Dr. Buth stated there was no need for a crash test with
a pickup truck because none of the changes to the ET-
Plus head would have changed the result of previous
tests with pickup trucks.

**10  Finally, Trinity's witnesses testified that its own
business practice was to disclose changes of this type, and
that the failure to do so here was inadvertent. In support
of this argument, Trinity offered evidence that Trinity
created a drawing of the modified *659  head with the
4-inch channel that TTI received. Both Trinity and TTI
maintain that the drawing was mistakenly omitted from

the report sent to FHWA. Harman provided no contrary
testimony.

Harman argues that there was sufficient evidence in the
record for a reasonable jury to conclude that Trinity
knowingly misstated compliance with FHWA regulations
in marketing the ET-Plus or, at least, that its false
statements were motivated by potential profits and not its
understanding of the Report 350 requirements. During the
trial, Harman presented evidence from which he maintains
the jury could have reasonably inferred an intent to
deceive purchasers and conceal the purported fraud.
Specifically, Harman presented a 2004 email from then-
Trinity Highway Products Vice President of Operations
Steve Brown, noting a potential savings of “$2/ET” or
“$50,000/year” from the five-inch to four-inch change. In
the email, Brown stated “I'm feeling that we could make
this change with no announcement.” Jurors also heard
testimony by Smith, that it was “standard procedure”
to communicate with FHWA about proposed changes,
and from Mitchell, that he understood the regulations
to require Trinity to present proposed changes to the

FHWA. 45

45 Q. Okay. Now, isn't it true, sir, that in order for
Trinity to get approval for a modification of a product
that Trinity must present the proposed change to the
FHWA and then perform the tests required by the
FHWA and then to truthfully and accurately report
the results of the test; isn't that true, sir?
A. I believe that to be true, yes.
Q. And you did not do that in 2005, is that not true,
sir?
A. Mistakenly, yes.
Q. Okay. And isn't it also true that it is the FHWA
and only the FHWA that makes the decision whether
a test should be done and what that test should be;
isn't that also correct, sir?
A. That is correct.
Q. In fact, the FHWA specifically requires that,
doesn't it?
A. Yes, it does.
...
Q. Now, it's true, sir, is it not, that the FHWA
has made it very clear that if you put a product on
the road and you get approval, that you must—you
must disclose or certify that the product that you've
—you're selling has not changed in any significant
degree; isn't that correct, sir?
A. It is correct.
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(emphasis added).

Harman also notes Trinity's failure to mention the changes
to the ET-Plus to the FHWA before the May 2005
crash tests, to disclose all of the changes to the ET-
Plus beyond the change in guide channel width even
after Harman disclosed those other changes in his 2012

PowerPoint presentation, 46  and to disclose the five failed
flared crash tests that Harman claimed deceived the

government. 47  Harman argues that Trinity's “wrongful
intent” is “evidenced by [its] own actions to conceal its
fraud.”

46 Trinity's president testified that he did not recall
discussing other changes and that the “conversation
was focused on the 5- to 4-inch channel.”

47 Harman focused on the five failed crash tests in
response to the government's eve-of-trial approval
letter, making them relevant to the materiality issue,
as we will explain.

As with falsity, this question is far closer than Harman
paints it. The email that serves as Harman's evidence of a
profit motive also states that “we'll [sic] could get a better
ET” and lists potential improvements as a result of the
change. Moreover, Harman's profit motive argument is
emptied of force in context, where the “profit” would be
only $50,000 a year, less than one-tenth of one percent of
Trinity's gross profit. Such a sum lends little force to an
inference of fraudulent intent. It also ignores the fact that
Trinity's entire highway products business only accounted
for approximately 7-15% of Trinity's revenue between

*660  2006 and 2010. 48  Finally, Harman's interpretation
overlooks Trinity's plan to confer with TTI about the
changes. In his email, Smith expressed a willingness to
“consider some pendulum or sled testing, if that's what
we need to convince TTI that we should roll this out.”
Further, Smith stated that the change could be made
with no announcement “[i]f TTI agrees.” There is no
suggestion that these contemporaneous statements were
untrue, and they indicate that Trinity planned to seek
TTI's engineering judgment on the changes before rolling
out the modified ET-Plus head. And, more to the point,
the evidence shows that Trinity did so. Indeed, there
is evidence that TTI did exercise the “good engineering
judgment” which Trinity sought and upon which it relied.
That evidence was challenged only by counsel's sometimes

misleading assertions and cross-examination. 49

48 In investor presentations filed with the SEC, Trinity
allocates its revenue across five different market
groups, including the Construction Products Group
(CPG), which comprises highway products, concrete
& aggregates, and other. Trinity reported that the
CPG was responsible for 18-27% of the company's
outside revenue from 2006 to 2010. Of that revenue,
between 34-53% came from highway products
(including highway guardrails and end terminals).

49 For example, Harman's counsel referred to Trinity as
“TI,” for which he was admonished by the court due
to concerns about confusing Trinity and TTI.

**11  Finally, as mentioned, Trinity asserts that it
transmitted a detailed drawing of the 2005 changes to TTI,
which it intended to be included with other data in the
crash test report submitted to FHWA. Trinity argues that
TTI's omission of the drawing was inadvertent, and its
transmittal to TTI cuts against Harman's claim that they
intentionally hid the changes from the FHWA. Harman
argues that despite this testimony, because he was unable
to find a copy of the drawing, the jury was free to conclude
that it did not exist.

There is a strong argument that a reasonable jury could
not have found that Trinity, acting in reliance on TTI,
possessed the requisite scienter in certifying compliance
with Report 350, particularly in light of the Report 350's
ambiguity. We need not make that decision today, for
this judgment cannot stand for an even more compelling
reason.

C.

[8]  [9]  [10] Trinity argues that, in light of FHWA's
express rejection of Harman's claim and continued
reimbursement of state purchases of the ET-Plus, Harman
has failed to carry his burden on materiality. Materiality
under the FCA has been a topic of increasing scrutiny

since the Supreme Court's decision in Escobar. 50  There,
Justice Thomas, writing for a unanimous court, explained
that “[t]he materiality standard is demanding” and
“cannot be found where noncompliance is minor or

insubstantial.” 51  In evaluating whether a misstatement is
material, “the Government's decision to expressly identify
a provision as a condition of payment is relevant, but not

automatically dispositive.” 52  Most importantly for this
case:
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[I]f the Government pays a
particular claim in full despite
its actual knowledge that certain
requirements were violated, that
is very strong evidence that those
requirements are not material. Or,
if the Government regularly pays a
particular *661  type of claim in
full despite actual knowledge that
certain requirements were violated,
and has signaled no change in
position, that is strong evidence that

the requirements are not material. 53

50 Universal Health Servs., Inc. v. United States ex rel.
Escobar, ––– U.S. ––––, 136 S.Ct. 1989, 195 L.Ed.2d
348 (2016).

51 Id. at 2003.

52 Id.

53 Id. at 2003-04.

[11] Our approach to materiality, as stated in Longhi, is
that “the FCA requires proof only that the defendant's
false statements ‘could have’ influenced the government's
pay decision or had the ‘potential’ to influence the
government's decision, not that the false statements

actually did so,” 54  the so-called “natural tendency

test.” 55  The Supreme Court approved this standard in
Escobar, writing that “the term ‘material’ means having a
natural tendency to influence, or be capable of influencing,

the payment or receipt of money or property,” 56  and
“look[s] to the effect on the likely or actual behavior of

the recipient of the alleged misrepresentation.” 57  Here,
FHWA insists that the 2005 changes did not affect the
decision to purchase the end terminals either in the
past or the future. Instead, the agency's June 17, 2014
memorandum establishes that despite the modifications,
the modified ET-Plus “became eligible [in 2005] and
continues to be eligible].”

54 United States ex rel. Longhi v. United States, 575 F.3d
458, 469 (5th Cir. 2009).

55 Id. at 470 (citing United States v. Bourseau, 531 F.3d
1159, 1171 (9th Cir. 2008)).

56 Escobar, 136 S.Ct. at 2002 (internal quotation marks
omitted).

57 Id. (internal quotation marks omitted) (emphasis
added).

Our sister circuits offer guidance on the impact of
the government's continued payment. On remand, the
First Circuit in Escobar applied “the holistic approach

to materiality laid out by the Supreme Court” 58  in
determining that the relator had met its burden on
materiality, holding that, while a decision to pay in full
despite actual knowledge that requirements were violated
is very strong evidence against the materiality of those

requirements, no single element is dispositive. 59  Unlike in
the case we decide today, the court found no evidence that
the relevant government agency had actual knowledge

of any violations when it decided to pay the claims. 60

The court did not decide whether the government's actual
knowledge alone disproves materiality.

58 United States ex rel. Escobar v. Universal Health
Servs., Inc., 842 F.3d 103, 110 (1st Cir. 2016).

59 Id.

60 The court noted that “Relator's Second Amended
Complaint only cites reimbursements paid up to ‘the
filing of this litigation’ on July 1, 2011. It would
appear that [Massachusetts' Department of Public
Health] did not conclusively discover the extent
of the violations until March 2012, well after the
commencement of the litigation.” Id. at 112.

**12  A month later, in a case involving an alleged
fraud on the Food and Drug Administration (“FDA”),
the First Circuit affirmed dismissal under Rule 12(b)(6),
writing that “[t]he fact that [the Centers for Medicare
and Medicaid Services] [have] not denied reimbursement
for [the device] in the wake of [the relator's] allegations
casts serious doubt on the materiality of the fraudulent

representations that [the relator] alleges.” 61  The court
then turned from materiality to causation, emphasizing
that the FDA did not withdraw its approval of the device
in the six years following the relator's allegations and
expressing its *662  fear that allowing the FCA claims to
go forward “would be to turn the FCA into a tool with
which a jury of six people could retroactively eliminate
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the value of FDA approval and effectively require that
a product be withdrawn from the market even when the

FDA itself sees no reason to do so.” 62  While the court was
addressing the causation element, given the conceptual
juncture points of materiality and causation, its cautions
remain forceful in the materiality context: “[t]he FCA
exists to protect the government from paying fraudulent
claims, not to second-guess agencies' judgments about

whether to rescind regulatory rulings.” 63

61 D'Agostino v. ev3, Inc., 845 F.3d 1, 7 (1st Cir. 2016).

62 Id.

63 Id.

In Sanford-Brown, 64  the Seventh Circuit affirmed
dismissal of an FCA claim, finding a failure to
establish the element of materiality where “the subsidizing
agency and other federal agencies in this case ‘have
already examined [the for-profit higher education
enterprise] multiple times over and concluded that neither
administrative penalties nor termination was warranted.’

” 65

64 United States v. Sanford-Brown, Ltd., 840 F.3d 445,
447 (7th Cir. 2016).

65 Id. (quoting United States v. Sanford-Brown, Ltd., 788
F.3d 696, 712 (7th Cir. 2015)).

Even before Escobar hammered home the “rigorous”
nature of materiality, the Seventh Circuit rejected an
FCA claim where “[t]he government learned of [the]
plaintiffs' concerns, thoroughly investigated them, and

determined that they were meritless.” 66  In Marshall,
two relators brought an FCA suit against a military
contractor, asserting that the company did not comply
with its own specifications when manufacturing a part

used in military helicopters. 67  The relators had reported
their concerns to two government agents, one of whom
then conducted an investigation into the manufacturing

process. 68  At one point in the investigation, one of the
defendant's employees made a false statement about the
manufacturing process, though the investigator noted that
he was not misled by the statement and “even if the
government was misled ..., it has since been made aware
of [defendant's] actual practices yet continues to buy and

use the [product].” 69  In the face of this evidence, the court

found that “the government's actual conduct suggests
that the allegedly false statements were immaterial” and

affirmed the district court's finding of immateriality. 70

66 United States ex rel. Marshall v. Woodward, Inc., 812
F.3d 556, 563 (7th Cir. 2015).

67 Id. at 558.

68 Id. at 561.

69 Id. at 561, 564

70 Id. at 563-64.

In Kelly, 71  the Ninth Circuit addressed materiality under
the FCA in connection with a government contractor's

internal accounting procedures. 72  Relator Kelly, an
analyst at Serco, “informed [the Department of Homeland
Security] that Serco's monthly cost reports were unreliable
because they tracked costs manually and with a single
charge code in violation of the guidelines” and “that Serco
was falsifying its monthly reports to make its actual costs

match the expected budget for the AWS Project.” 73  In
affirming summary *663  judgment for Serco, the court
held that “[g]iven the demanding standard required for
materiality under the FCA, the government's acceptance
of Serco's reports despite their non-compliance with [the
relevant guidelines], and the government's payment of
Serco's public vouchers for its work ... we conclude that
no reasonable jury could return a verdict for Kelly on his

implied false certification claim.” 74

71 United States ex rel. Kelly v. Serco, Inc., 846 F.3d 325
(9th Cir. 2017).

72 Id. at 328-29.

73 Id. at 329.

74 Id. at 334.

**13  In McBride, 75  a military morale, welfare, and
recreation vendor inflated soldier headcount data and,

as a result, received an outsized fee. 76  The district court
granted summary judgment for the vendor, and the D.C.
Circuit affirmed, in part because:

[W]e have the benefit of hindsight
and should not ignore what actually

http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040592108&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_7&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_7
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040592108&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040592108&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040152533&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040152533&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_447&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_447
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040152533&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_447&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_447
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040152533&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2036419167&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_712&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_712
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2036419167&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_712&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_712
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_563&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_563
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_563&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_563
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_558&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_558
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_561&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_561
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_561&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_561
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2037796480&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_563&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_563
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_328&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_328
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_329&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_329
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040743261&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&fi=co_pp_sp_506_334&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)#co_pp_sp_506_334
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040972309&pubNum=0000506&originatingDoc=I9ab931e0a57e11e792fdd763512bbe26&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.FindAndPrintPortal)


United States ex rel. Harman v. Trinity Industries Inc., 872 F.3d 645 (2017)

2017 WL 4325279

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 17

occurred: the [Defense Contract
Audit Agency] investigated [the
relator's] allegations and did
not disallow any charged costs.
In fact, [the vendor] continued
to receive an award fee for
exceptional performance ... even
after the Government learned
of the allegations. This is
“very strong evidence” that the
requirements allegedly violated
by the maintenance of inflated

headcounts are not material. 77

75 United States ex rel. McBride v. Halliburton Co., 848
F.3d 1027 (D.C. Cir. 2017).

76 Id. at 1029.

77 Id. at 1034 (citing Escobar, 136 S.Ct. at 2003).

In Petratos, 78  the relator alleged fraud on the FDA
involving off-label uses of the drug Avastin and disclosed

the alleged fraud to the relevant federal agency. 79  In
finding that it was not material to a payment decision, the
court explained that:

Since that time, the FDA has not
merely continued its approval of
Avastin for the at-risk populations
that Petratos claims are adversely
affected by the undisclosed data,
but has added three more approved
indications for the drug. Nor did
the FDA initiate proceedings to
enforce its adverse-event reporting
rules or require Genentech to change
Avastin's FDA label, as Petratos
claims may occur. And in those six
years, the Department of Justice has
taken no action against Genentech
and declined to intervene in this

suit. 80

The court noted that, “[i]n holding that [the relator] did
not sufficiently plead materiality, we now join the many

other federal courts that have recognized the heightened

materiality standard after [Escobar ].” 81

78 United States ex rel. Petratos v. Genentech Inc., 855
F.3d 481, 490 (3d Cir. 2017).

79 Id.

80 Id. (emphasis omitted).

81 Id. at 492.

[12] The lesson we draw from these well-considered
opinions is that, though not dispositive, continued
payment by the federal government after it learns of
the alleged fraud substantially increases the burden on
the relator in establishing materiality. Notably, these
cases do not fully address the gravity and clarity of the
government's decision here. This system was installed
throughout the United States, and the government's
rejection of Harman's assertions, if in error, risked the
lives on our nation's highways, not just undue expense.
Where violations of the “certain requirements” described
by Escobar involve potential for horrific loss of life
and limb, the government has strong incentives to reject
nonconforming products, and Escobar's cautions have
particular bite when deployed to decisions as here.
Further, this case is not about inferring governmental
*664  approval from continued payment. Here, the

government has never retracted its explicit approval,
instead stating that an “unbroken chain of eligibility” has
existed since 2005.

That said, there are and must be boundaries to
government tolerance of a supplier's failure to abide by
its rules. A recent Ninth Circuit opinion offers guidance.

In Campie, 82  the Ninth Circuit reversed dismissal under
Rule 12(b)(6) for failure to state a claim, holding that
questions of materiality remained even where the FDA
had continued to pay for the drug. There, the relator
alleged that Gilead utilized an unapproved vendor in
China for a critical component of its HIV drugs for at

least two years before the FDA approved the vendor. 83

On appeal, Gilead argued that the government's continued
payment for the drugs after revelation of the alleged FDA
violations demonstrated that “those violations were not

material to its payment decision.” 84  The court rejected
that argument at the pleading stage, finding that: (1)
questions remained as to whether the approval by the
FDA was itself procured by fraud; (2) there existed other
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potential reasons for continued approval that prevent
judgment for the defendant on 12(b)(6); and (3) the
continued payment came after the alleged noncompliance
had terminated and “the government's decision to keep
paying for compliant drugs does not have the same
significance as if the government continued to pay despite

noncompliance.” 85  The court also noted that as the
parties dispute exactly what and when the government
knew, calling into question its actual knowledge, the
relator had “sufficiently plead[ed] materiality at this stage

of the case.” 86

82 United States ex rel. Campie v. Gilead Sciences, Inc.,
862 F.3d 890 (9th Cir. 2017).

83 Id. at 895-96.

84 Id. at 906.

85 Id.

86 Id. at 906-07.

**14  Trinity argues that “[w]hen the government learns
of the alleged falsity, evaluates the relator's allegations,
and then formally approves the product, courts have
uniformly held that there is no ‘material’ false statement.”
Trinity also argues that the decision to continue approving
and purchasing the product was not made by a low-level
bureaucrat, but rather by FHWA itself, and thus has
special force. Additionally, Trinity directs us to DOJ's
evaluation of the claim, contained in its response to
Harman's Touhy request, rejecting the request because
the June 17, 2014 memorandum “addresses all of the
issues raised by the parties.... DOT believes that this
should obviate the need for any sworn testimony from
any government employees.” Because Harman's claims
were rejected by FHWA in an official memorandum,
and because FHWA continues to pay for the ET-Plus to
this day, Trinity argues that Harman has failed to carry
his burden in establishing that any false statement was
material to the government's payment decision.

Harman counters that the post-revelation actions of the
government are not determinative in an FCA action,
even post-Escobar, and that the standard for materiality
is holistic and no single element is dispositive. Harman
further argues that the relevant decision makers—state
departments of transportation who actually purchased
the ET-Plus based on the false statements of compliance
with Report 350—have either outright banned purchase

or “have all but stopped buying the ET-Plus” in light of
the trial verdict, which *665  Harman argues cuts strongly
in favor of a finding of materiality.

While we agree with our sister circuits that no single factor
is outcome determinative, the “very strong evidence”
here of FHWA's continued payment remains unrebutted.
The concerns of the several states in response to the
verdict do no work here. The very inquiry is question-
begging—the initial reticence of some state departments of
transportation to purchase the ET-Plus units arose after
the verdict and its widespread publicity. Such caution
is understandable. Of course, unexplained information
about the verdict alone would be material to decision
makers. Recall that, responsive to those concerns, the
federal government itself halted sale after the verdict to
await independent testing without ever retreating from
its decision to continue reimbursing the ET-Plus system.
Moreover, eleven states (including states which initially
suspended use of the ET-Plus after trial) filed an amicus
brief in support of Trinity in this action. Additionally,
Harman filed nine additional qui tam lawsuits under state
FCAs; of the nine states involved, all but one declined to
intervene in the action.

[13] Confronted with the reality that the government
was aware of all the charges of noncompliance with
Report 350 when it wrote its June 2014 memorandum,
Harman argued at trial that the memorandum itself was
procured by fraud. Specifically, Harman relied on the
fact that Trinity failed to disclose all of the changes to
the ET-Plus to FHWA, both in 2005 and in subsequent
conversations with FHWA, and that Trinity deceived the
government by concealing five failed flared crash tests. In
sum, Harman contends that the jury had evidence before
it that Trinity concealed changes to the ET-Plus both
in 2005 and when called to account in 2012, and that
concealment—when combined with other evidence in the
record of the purported failures of the ET-Plus system
on the nation's highway and in flared crash tests—was
sufficient to undercut FHWA's 2014 position.

While FHWA's decision to continue reimbursing ET-
Plus units would be undermined if, as Harman alleges,
FHWA acted unaware of the facts claimed to be fraud,
undisputed evidence in the record does not bear that out.
As we will explain, FHWA knew about changes to the
guide channel width and attendant fabrication changes
when it expressed its continued approval of the ET-Plus
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system. The memorandum stated FHWA's position that
even though Trinity “inadvertently omitted” information
about the 2005 changes, “the ET-Plus w-beam guardrail
end terminal became eligible on [September 2, 2005] and
continues to be eligible for Federal-aid reimbursement.”
In fact, Harman's own disclosures ensured that FHWA
issued its June 17, 2014 memorandum with knowledge
of the narrowed guide channel and related fabrication
changes.

**15  On arrival of the June 17 memorandum, failure
to disclose five failed crash tests became a centerpiece
of the trial, as Harman's counsel reached for any facts
that the government did not know when it sent the June

memorandum and responded to the Touhy request. 87

He injected these failed tests countless times throughout
the trial, starting with a reference during voir dire. The
tests came up again in opening argument, where Harman's
counsel stated explicitly that FHWA's 2014 approval
memorandum was “based on critically *666  withheld
information, such as those five failures.” Harman's
counsel then told the jury:

[T]his fraud has gone over a period
of about almost 10 years, and I've
just barely touched the evidence, but
I want you to know that you're the
first people in the United States of
America that will get to hear the
whole story. The Federal Highway
Administration has not heard it. No
one has heard it.

87 The district court excluded evidence of the five failed
tests in the first trial, as it did the photographs
of various automobile encounters with guardrails.
However, the district court reversed course in the
second trial.

Harman's counsel grilled his expert Dr. Coon, TTI's Dr.
Bligh, and Harman himself—all about tests that cast no
light on the ET-Plus' performance in the use for which
it was approved. Counsel returned to the five failed tests
during closing. Once again pointing out that the jury
“are the very first people in America to see those five
failed tests ... before the FHWA even heard about them.”
He then told jurors that Trinity ought to answer some

questions, including why they did not tell FHWA about

the five failed tests. 88

88 Harman's counsel continued: “They owe you an
answer for that besides just waving their arms and
saying it was experimental.”

But these “five failed tests” were actually of a distinct,
experimental system—not the type of ET-Plus system
on American roadways. Thus, this evidence does not in
any way go to the government's approval of the ET-Plus
for its intended use on a tangent system. There was no
obligation for Trinity to disclose and no evidence that the
information was hidden from FHWA.

Remarkably, Harman's argument is not that the five failed
flared crash tests go to the fraud on which his claim is
based—whether the ET-Plus was Report 350 compliant
as Trinity certified. Rather, Harman argues that Trinity's
nondisclosure of those failures was a separate fraud, and
thus the government's continued approval of the modified
ET-Plus was “procured by fraud.” But, as Harman's
expert Dr. Coon admitted at trial, the flared ET-Plus
system was never commercialized or even submitted to
FHWA for approval. Dr. Bligh explained that the five
failed crash tests were part of an experiment as part of
its ongoing research of new flared guardrail systems. Dr.
Bligh explained that, because the system was flared rather
than tangent—parallel—to the roadway, it posed distinct
difficulties:

The commercial ET-Plus system
is what we call a tangent
terminal system. ... [W]hen we're
developing a flared system, it's a
completely different geometry and
configuration. And, in fact, in that
particular situation, you would have
the terminal significantly flaring
away from the roadway. So it's quite
a difference in the configuration.

The results of those tests were that TTI determined that
the ET-Plus head would not correct the weaknesses of
a flared configuration, and instructions were given to
installers to that effect. At best, these flared tests were
only determinant of the range of safety concerns treatable
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by the ET-Plus as modified. That it would not mitigate
the hazards of a distinct system (for which no disclosure
was required) is not evidence of its utility in an approved
system. Tests of the experimental system had no bearing
on the government's approval of the system that was
in place and working. In unchallenged testimony, Dr.
Bligh explained that, since the testing did not offer a
solution, the project was abandoned and the flared system
was never submitted to FHWA for approval; that, in
his experience at TTI, results of experimentation are not
presented to FHWA; and that, although FHWA was
aware that Trinity and TTI were searching for solutions
*667  to weaknesses of a distinct experimental system,

FHWA never requested the results of those experiments,
nor did they want them. Harman's counsel conflated
the experimental flared system with the tangent system
actually in use on American highways, creating the
impression that the flared tests demonstrated something

dangerous about the modified ET-Plus heads. 89  But
returning the “five failed tests” to their context makes
plain that the tests demonstrated no failure of the ET-Plus
units but only showed an effort to mitigate the ongoing
weaknesses of a distinct system—the flared system. Trinity
and TTI did not submit a new system to FHWA for
approval, they had no new system. Harman's reliance on
these undisclosed failed tests as evidence of fraud was
misplaced; they have no relevance here. The district was
correct in excluding them in the first trial.

89 This approach was most apparent in the examination
of Dr. Bligh, where Harman's counsel asked the
following while talking about the failed flared tests:
Q. How many times did you call the FHWA and say
I've got these five failed tests on this prototype head,
and I just wanted you to know what was happening?
Did you do that?
A. No, we did not. We don't submit our R&D tests
to FHWA.
Q. All right. Even when you've got a failure on a—on
a product out in the highway and you hit it head-on
just like you did in you test, you decided not to say
anything about it, right?
A. No, sir. That is not a product that was on
the highway. That was a research and development
product for a flare terminal.
Q. Well, this head was on the highway, wasn't it?
A. The head is one component of a system.

**16  [14] In sum, Harman's argument that FHWA's
decision was procured by fraud because of the failure of
Trinity and TTI to disclose the crash test failures of an

experimental flared ET-Plus system is unavailing because:
(1) those tests involved a different system than the tangent
ET-Plus system that is at issue here; (2) FHWA does
not require, and neither Trinity nor TTI have a history
of disclosing, information regarding failed research and
development experiments; and (3) FHWA was aware that
Trinity and TTI were experimenting with a flared ET-Plus

and did not request information on that project. 90

90 The False Claims Act does not contain an
independent duty to disclose certain information. 31
U.S.C. § 3729. “There can only be liability under
the False Claims Act where the defendant has an
obligation to disclose omitted information.” United
States ex rel. Berge v. Bd. of Trustees of Univ. of Ala.,
104 F.3d 1453, 1461 (4th Cir. 1997).

Reliance on these alleged omissions and
misrepresentations was in error. Here, the relevant inquiry
is not what Trinity disclosed, but what FHWA knew at the
time it issued the June 17, 2014 memorandum, no matter
the source. By that point, FHWA had seen Harman's
extensive PowerPoint presentation, FHWA officials had
taken measurements and photographed the ET-Plus head
units that Harman had presented to them, and FHWA
had access to the allegations made in Harman's complaint
and reiterated in the Touhy request. Even if Trinity
deliberately withheld information from FHWA, it does
not mean that the government's decision that the ET-
Plus remained eligible for reimbursement was the product
of ignorance—Harman's PowerPoint presentation and
the allegations in his FCA suit informed FHWA of the
2005 changes. And still FHWA paid because it was not
persuaded by the allegations.

As we have explained, the government's position was clear
before trial. By June 2014, FHWA had knowledge of
all of Harman's allegations and still approved the ET-
Plus. And, as the D.C. Circuit wrote in McBride, “we
have the benefit of hindsight *668  and should not ignore

what actually occurred” 91 —given FHWA's unwavering
position that the ET-Plus was and remains eligible for
federal reimbursement, Trinity's alleged misstatements
were not material to its payment decisions. The other
evidence in the record, viewed most favorably to Harman,
is insufficient to overcome this “very strong evidence.”

91 McBride, 848 F.3d at 1034.
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This position was reaffirmed by extensive independent
testing after trial that examined more than 1000 ET-
Plus units across the country. After conducting crash
tests of the ET-Plus with the 2005 changes, FHWA's
determination that the ET-Plus is eligible for federal

reimbursement has not changed to this day. 92  While this
post-trial evidence was not before the jury, the district
court made use of it in denying post-trial relief to Trinity.
This use was, unfortunately, selective. The district court
treated the requests for post-trial testing as evidence that
the government had insufficient information about the
ET-Plus to determine its eligibility. In doing so, the court
looked past the fact that the test results concluded that
(1) the ET-Plus units tested after trial passed crash tests
conducted pursuant to Report 350 criteria and (2) the ET-
Plus units tested post trial were representative of those
in service across the country. The district court's reliance
on the post-verdict tests in its denial of a new trial was
flawed in a more fundamental way. The verdict sent shock
waves throughout the states. The testing responded to
the concern provoked by the verdict. FHWA directed
one outside testing facility to test the challenged system
and a second to verify that the tested system was the
same as systems installed throughout the United States,
a conclusion that reaffirmed the government's view, one
that never changed.

92 The district court did not rely on the “five failed tests”
in its post-verdict suggestion that the government was
uncertain in its approval of the purchases, to its credit,
and expressed concern pretrial over the late arriving
assertion, efforts consistent with his able management
of this litigation.

**17  Finally, none of the factors that the Ninth Circuit

found warranted caution in Campie 93  exist here. First,
the record in this case leaves no question about “what
the government knew and when.” Instead, the record
demonstrates that FHWA continued to reimburse the ET-
Plus units with full knowledge of Harman's claims about
the product's purported deficiencies. Nor has Harman
come forward with any evidence that FHWA's decision
was procured wrongfully—through collusion between
Trinity and FHWA or some other form of corruption.
Nothing in the record here supports an inference that
FHWA's approval was made to shield Trinity or FHWA
itself from the consequences of past decisions. Nor has
Trinity reformulated the ET-Plus to remove the 2005
changes. Rather, FHWA has not changed its position
regarding the eligibility of the ET-Plus and still considers it

eligible for reimbursement to this day, a weighty decision.
Finally, it is plain that FHWA is no “captured agency.”
The response of the Attorneys General of the several states
and of the Justice Department itself make clear that the
decision of the FHWA was made and adhered to with
sensitivity to the interests of many levels of state and
federal government.

93 United States ex rel. Campie v. Gilead Sciences, Inc.,
862 F.3d 890 (9th Cir. 2017).

VI.

Congress enacted the FCA to vindicate fraud on the
federal government, not second guess decisions made by
those empowered *669  through the democratic process
to shape public policy. The Act does so by aligning the
interests of the government and that of the relator through
a shared purse. That a relator seeks personal gain is
embedded in the statute and should not, alone, cast doubt
on his claims. That Harman was a one-time competitor
of Trinity, with a past history of adversarial litigation,
however, may raise an eyebrow. That his intended use for
the proceeds from this litigation was to capitalize his failed
businesses and fill the market void left by Trinity with a
product sharing at least three of the “defects” he railed
against at trial may give greater pause. But ultimately, the
problems this case presents runs deeper.

The judgment before us falls far short of the FCA's
true setting and fails to account for its congressional
purpose in drawing upon private litigation to protect
public coffers. The government has never been persuaded
that it has been defrauded. It so advised Harman after his
repeated meetings disclosing the changes in the product
he says was wreaking havoc on America's highways,
leaving him to file his own suit as was his statutory right.
Following discovery, as he made his eve-of-trial Touhy
request that the government produce officials to testify,
the Department of Justice declined, once again sending the
message that the government did not believe itself to be a
victim of any fraud, a position from which it has not to
this day retreated.

The force of this decision comes into focus as we bring
to mind its stakes. The product here is of a class under
constant development by dedicated engineering faculty
and students at Texas A&M University in an ongoing
effort to mitigate the risks on all the country's highways
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of leaving the road, at travel speed, into trees, creeks,
and myriad other unyielding obstacles. At best these
roadside barriers can only mitigate—they cannot erase
the risks attending all unintended exits, nor can they
assure safety at all speeds, angles, and weights. For
example, even today, they are only required to be tested at
collision speeds of 62 miles per hour. There have always
been deadly accidents involving roadside barriers—an
unfortunate reality of our automobile-centric culture.

The government has responded at every turn to Harman's
challenge. In turning back his views and proofs, it balances
the federal fisc, motorist safety, and other factors across
the spectrum of myriad presentations to disclaim victim
status. Such decision making is policy making, not the
task of a seven-person jury—such a result confounds
the premise of qui tam actions: that the government was
the victim. The district court observed that to allow the
government to forgive a completed fraud stands qui tam
on its head. Respectfully, we must disagree with our able
colleague who sits on the firing line. Rather, as we see it,
it is the opposite.

**18  It is charged that the accused product remains along
nigh every highway in America, killing and maiming,
but the government will not remove it. We can assume
that this and contrary views are debatable, but we must
accept that the choice among them lies beyond the reach
of seven citizens of Marshall, Texas, able though they
may be. As revered as is the jury in its resolution of
historical fact, its determination of materiality cannot
defy the contrary decision of the government, here
said to be the victim, absent some reason to doubt
the government's decision as genuine. For the demands
of materiality adjust tensions between singular private
interests and those of government and cabin the greed that
fuels it. As the interests of the government and relator
diverge, this congressionally created enlistment of private
*670  enforcement is increasingly ill served. When the

government, at appropriate levels, repeatedly concludes
that it has not been defrauded, it is not forgiving a found
fraud—rather it is concluding that there was no fraud at
all.

* * * *

For the above reasons, we REVERSE and RENDER
judgment as a matter of law for Trinity.

Appendix A

A diagram of the ET-Plus system prepared by TTI and
Trinity.

Appendix B

*671  A diagram prepared by Harman listing the
purported changes to the ET-Plus terminal head in 2005.
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304 F.Supp.3d 1258
United States District Court, M.D. Florida,

Tampa Division.

UNITED STATES of America and State
of Florida ex rel. Angela Ruckh, Plaintiffs,

v.
SALUS REHABILITATION, LLC et al., Defendants.

Case No. 8:11–cv–1303–T–23TBM
|

Signed January 11, 2018

Synopsis
Background: Relator brought action under False Claims
Act and Florida False Claims Act against owners
and operators of specialized nursing facilities, alleging
false Medicaid and Medicare claims based on failure
to maintain care plan and paperwork defects. After
jury returned verdict for relator, defendants moved for
judgment as a matter of law and for new trial.

Holdings: The District Court, Steven D. Merryday, J., held
that:

[1] alleged failure to maintain plan and defects were not
material, as required for liability under False Claims Act
and Florida False Claims Act, and

[2] facilities' management entity was not liable for alleged
false claims.

Ordered accordingly.

West Headnotes (9)

[1] United States
Materiality

Alleged failure of owners and operators
of specialized nursing facilities to maintain
comprehensive care plan allegedly required
by Medicaid and alleged defects in
their Medicare paperwork despite otherwise
delivering billed services were not material to

decisions of United States and Florida to pay
their Medicaid and Medicare claims, and thus
claims were not actionable under False Claims
Act, where both governments were aware of
alleged failure and defects but never ceased,
let alone threatened to stop, paying the claims;
there had not been any complaint or demand,
or any resort to administrative remedy or
other sanction. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[2] United States
False certification

If a service is non-compliant with a
statute, a rule, or a contract, if the non-
compliance is disclosed to, or discovered
by, the United States, and if the United
States pays notwithstanding the disclosed or
discovered non-compliance, the False Claims
Act provides a relator no claim for implied
false certification, although some other claim,
maintainable by the United States in its
own name, or some regulatory authority,
exercisable by the United States, might attach
under other law. 31 U.S.C.A. § 3729 et seq.

1 Cases that cite this headnote

[3] United States
Intent

United States
Materiality

The False Claims Act requires the relator
to prove both that the non-compliance
was material to the government's payment
decision and that the defendant knew at
the moment the defendant sought payment
that the non-compliance was material to the
government's payment decision. 31 U.S.C.A.
§ 3729 et seq.

Cases that cite this headnote

[4] United States
Materiality

Under the False Claims Act, the government's
payment to a vendor despite knowledge of
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a defect very strongly evidences the defect's
immateriality. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[5] United States
Materiality

At an irreducible and necessary minimum,
the essentially punitive False Claims Act
requires proof that a vendor committed some
non-compliance that resulted in a material
deviation in the value received and requires
proof that the deviation would materially and
adversely affect the buyer's willingness to pay.
31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[6] United States
Materiality

Every day that the government continues to
pay for a good or service, notwithstanding
some known or unknown non-compliance
and, consequently, the greater the proposed
repayment times three in the event of a
successful False Claims Act action, the
greater the practical impediment to proof
of materiality under the False Claims Act
becomes. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[7] United States
Materiality

Specialized nursing facilities' management
entity was not liable under False Claims
Act for facilities' alleged false Medicaid and
Medicare claims; claims were submitted not
by entity, but rather by facilities through
common electronic portal, a practice known
and approved by United States and Florida,
and nothing connected entity's actions with
submission of any alleged false claim. 31
U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[8] United States

Materiality

A corporate scheme not embodied in some
identified person or persons who could and
did hatch, direct, and implement the scheme
is not sufficient to support a False Claims Act
“caused to be presented” claim. 31 U.S.C.A. §
3729 et seq.

Cases that cite this headnote

[9] United States
Materiality

The False Claims Act “cause to be presented”
theory requires some evidence of a connecting
causal link between the defendant's actions
and the submission of a specific false claim. 31
U.S.C.A. § 3729 et seq.

Cases that cite this headnote
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*1260  The Federal False Claims Act and the Florida
False Claims Act permit the federal government and
the state government, respectively, acting through a
relator, to recover damages for a material and knowing
misrepresentation to the government about a product
or service sold to the government. Rather than claim
that the defendants—the owners and operators of fifty-
three specialized nursing facilities—billed the government
for unnecessary, inadequate, or incompetent service,
the relator asserts that the failure to maintain a
“comprehensive care plan,” ostensibly required by a
Medicaid regulation, renders fraudulent the defendants'
Medicaid claims. Also, the relator asserts that a handful
of paperwork defects (for example, unsigned or undated
documents) compel the decisive inference that the
defendants never provided the therapy evidenced by the
paperwork and billed to Medicare. In other words, the
relator won judgments for almost $350 million based on
the theory “that upcoding of RUG levels and failure
to maintain care plans made [the defendants'] claims to
Medicare and Medicaid false or fraudulent.” (Doc. 454 at
2)

But the relator offered no meaningful and competent
proof that the federal or the state government, if
either or both had known of the disputed practices
(assuming that either or both did not know), would
have regarded the disputed practices as material to
each government's decision to pay the defendants and,
consequently, that each government would have refused
to pay the defendants. Not only did the relator fail
to prove that the governments regarded the disputed
practices as material and would have refused to pay, but
the relator failed to prove that the defendants submitted
claims for payment despite the defendants' knowing that
the governments would refuse to pay the claims if either
or both governments had known about the disputed
practices. In fact, both governments were—and are—
aware of the defendants' disputed practices, aware of this
action, aware of the allegations, aware of the evidence,
and aware of the judgments for the relator—but neither
government has ceased to pay or even threatened to stop
paying the defendants for the services provided to patients
throughout Florida continuously since long before this
action began in 2011. For these and for each of the other
reasons argued by the defendants, the judgments cannot
stand.

THE MATERIALITY AND SCIENTER DEFECT

[1] After suffering adverse judgments for $347,864,285,
the defendants move (Docs. 452 and 455) under Rule
50 for judgment as a matter of law and move under
Rule 59 for a new trial. The relator responds (Doc.
454) in opposition. The defendants' motion includes a
particularized and careful “overview” of the evidence,
which this order will not repeat (the record is already
sorely overburdened). The balance of the defendants'
forty-page motion details the reasons for entering
judgment as a matter of law or for granting a new trial or
remittitur.

The defendants argue persuasively that the relator failed
to offer evidence of materiality, defined unambiguously
and required emphatically by Universal Health Services,
Inc. v. Escobar, ––– U.S. ––––, 136 S.Ct. 1989, 195 L.Ed.2d
348 (2016). In fact, the evidence and the history of this
action establish that the federal and state governments
regard the disputed practices with leniency or tolerance
or indifference or perhaps with resignation to the colossal
difficulty of precise, pervasive, ponderous, and permanent
record-keeping in the pertinent clinical environment.
The evidence *1261  shows not a single threat of non-
payment, not a single complaint or demand, and not a
single resort to an administrative remedy or other sanction
for the same practices that result in the enormous verdict
at issue.

Also, the defendants argue persuasively that the relator
failed to offer competent evidence that the defendants
knew that the governments regarded the disputed
practices as material but, despite the defendants' guilty
knowledge, the defendants requested money from the
governments. Of course, with no evidence that the
governments regarded the disputed practices as material,
establishing the defendants' knowledge of materiality
seems at least impractical, if not impossible (after all, until
one proves, say, that the moon is green cheese, one cannot
prove that someone else knows that the moon is green
cheese). As the defendants correctly state:

Relator's evidence proves the contrary: Medicaid
and Medicare consistently paid “in the mine run of
cases” despite Medicare's routine audits and Medicaid's
knowledge of billing and documentation deficiencies ....

(Doc. 452 at 21)
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Since Escobar appeared, several circuit courts have
elaborated and faithfully applied Escobar's instructions.
See, e.g., United States ex rel. Harman v. Trinity Indus.,
Inc., 872 F.3d 645 (5th Cir. 2017); United States ex rel.
Petratos v. Genentech, Inc., 855 F.3d 481 (3d Cir. 2017);
Abbott v. BP Expl. & Prod., Inc., 851 F.3d 384 (5th Cir.
2017); United States ex rel. Kelly v. Serco, Inc., 846 F.3d
325 (9th Cir. 2017); D'Agostino v. ev3, Inc., 845 F.3d 1 (1st
Cir. 2016). Escobar is the unquestionably controlling and
guiding authority on materiality and scienter under the
False Claims Act.

[2] Escobar overtly undertakes “to clarify some of the
circumstances in which the False Claims Act imposes
liability” for “implied false certification.” 136 S.Ct. at
1995. Writing for the unanimous court in Escobar,
Justice Thomas at the outset explicitly confirms that
“implied false certification theory can be a basis for
liability” (1) if a claim for payment “makes specific
representations about the goods or services provided”;
(2) if the defendant “knowingly fails to disclose the
defendant's non-compliance with a statutory, regulatory,
or contractual requirement”; and (3) if the “omission
renders those representations misleading.” 136 S.Ct.
at 1995. Escobar concludes that the False Claims
Act transforms the defendant's material and knowing
“omission”—the “failure to disclose” the non-compliance
—into a compensable misrepresentation for which a
relator can maintain an action. Conversely, Escobar
necessarily means that if a service is non-compliant
with a statute, a rule, or a contract; if the non-
compliance is disclosed to, or discovered by, the United
States; and if the United States pays notwithstanding
the disclosed or discovered non-compliance, the False
Claims Act provides a relator no claim for “implied false
certification” (although some other claim, maintainable
by the United States in its own name, or some regulatory
authority, exercisable by the United States, might attach
under other law).

[3] Also at the outset, Justice Thomas pointedly
emphasizes Escobar's holding that liability for “implied
false certification” depends not on the government's label
—“condition of payment” or “condition of participation”
or the like—but that “to be actionable under the False
Claims Act” a “misrepresentation about compliance ...
must be material to the Government's decision to pay”:

What matters is not the label
the government attaches to a
requirement, but whether the
defendant knowingly violated a
requirement that the defendant
*1262  knows is material to the

Government's payment decision.

136 S.Ct. at 1996. In other words, the False Claims Act
requires the relator to prove both that the non-compliance
was material to the government's payment decision and
that the defendant knew at the moment the defendant
sought payment that the non-compliance was material to
the government's payment decision.

More particularly, Escobar addresses whether a vendor's
failure to disclose the violation of “statutory, regulatory,
or contractual requirements constitutes ... an actionable
misrepresentation.” 136 S.Ct. at 1999. Escobar again
encapsulates the holding:

Accordingly, we hold that the
implied certification theory can
be a basis for liability, at least
where two conditions are satisfied:
first, the claim does not merely
request payment, but also makes
specific representations about the
goods or services provided; and
second, the defendant's failure
to disclose noncompliance with
material statutory, regulatory, or
contractual requirements makes
those representations misleading
half-truths.

136 S.Ct. at 2001. Because of the centrality of the
“materiality inquiry,” which Escobar describes also
as “the False Claims Act's materiality requirement,”
Escobar expounds further the attributes of the required
materiality.

First, Escobar rejects any notion that “materiality”
requires the violation of an express condition of payment
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or the violation of some other “express signal” from
the buyer about “the importance of the qualifying
information.” 136 S.Ct. at 2001. Next, Escobar explains
that a misrepresentation subjects a defendant to liability
under the False Claims Act only if “material to the
other party's course of action.” 136 S.Ct. at 2001. Also,
Escobar confirms that a supplier is not entitled to
“deliberate ignorance” of, or to “reckless disregard” of,
the materiality of a representation about the goods or
services; the law imputes to a vendor the knowledge of a
reasonable person situated as the vendor is situated.

Escobar illustrates the latter principle with an instructive
example:

If the Government failed to specify that guns it orders
must actually shoot, but the defendant knows that the
Government routinely rescinds contracts if the guns
do not shoot, the defendant has “actual knowledge.”
Likewise, because a reasonable person would realize
the imperative of a functioning firearm, a defendant's
failure to appreciate the materiality of that condition
would amount to “deliberate ignorance” or “reckless
disregard” of the “truth or falsity of the information”
even if the Government did not spell this out.

136 S.Ct. at 2001–02. Escobar's defective gun example is
informative. The featured defect wholly defeats a gun's
primary purpose and entirely deprives the government of
the value and utility of the gun. As Escobar explains, the
defect is so fundamental and the consequence of the defect
is so readily perceptible that the law imputes to the seller
knowledge of the materiality of the defect. No reasonable
government purchases for a soldier a gun that won't shoot,
and no reasonable seller of guns thinks otherwise.

[4] Escobar concludes by prescribing how the “materiality
requirement should be enforced.” 136 S.Ct. at 2002.
In beginning the enforcement explanation, Escobar
unmistakably characterizes both the materiality and the
scienter requirement as “rigorous.” 136 S.Ct. at 2002.
Escobar specifies that a “rigorous” and “demanding”
standard for materiality and scienter precludes a False
Claims Act claim based on a “minor or unsubstantial”
or a “garden-variety” *1263  breach of contract or
regulatory violation. 136 S.Ct. at 2003. Instead, Escobar
assumes and enforces a course of dealing between the
government and a supplier of goods or services that
rests comfortably on proven and successful principles of
exchange—fair value given for fair value received. Escobar

rejects a system of government traps, zaps, and zingers
that permits the government to retain the benefit of a
substantially conforming good or service but to recover
the price entirely—multiplied by three—because of some
immaterial contractual or regulatory non-compliance. A
principal mechanism to ensure fairness and to avoid traps,
zaps, and zingers is a rigorous standard of materiality
and scienter. For this reason (among others), as Escobar
emphasizes, the government's payment to a vendor despite
knowledge of a defect “very strongly” evidences the
defect's immateriality. 136 S.Ct. at 2003.

[5] Escobar reinforces this understanding of the False
Claims Act by acknowledging the “essentially punitive”
effects of the False Claims Act's remedial mechanism:
treble damages plus a civil penalty “of up to $10,000
per false claim.” 136 S.Ct. at 1996. Treble damages plus
$11,000 (after adjusting for inflation) per false claim is
not a remedy lawfully imposed on a supplier who delivers
substantially compliant goods or services that are received
and accepted by a government with knowledge of, or
with indifference toward, some immaterial, formalistic, or
technical non-compliance. At an irreducible and necessary
minimum, the “essentially punitive” False Claims Act
requires proof that a vendor committed some non-
compliance that resulted in a material deviation in the
value received and requires proof that the deviation would
materially and adversely affect the buyer's willingness to
pay.

The dispute in Escobar exemplifies the requirement of a
“rigorous and demanding” inquiry about materiality. In
Escobar the government paid for mental health services
and medication for a teenager. The providers of the health
care were unlicensed and mostly unqualified. Although
identifying “herself as a psychologist with a Ph.D.,” the
provider who diagnosed the teenager as bi-polar and who
prescribed the medicine that led to the teenager's death
was a nurse with a “degree” from an “internet college.”
136 S.Ct. at 1997. No reasonable purchaser would
accept or pay for psychiatric or psychological diagnosis
and treatment from, or accept or pay for psychotropic
medication prescribed by, an array of charlatans and
quacks. With predictable and sound reciprocity, the law
charges the charlatans and quacks with knowledge of
their own disrepute, that is, with knowledge that the
information they have designed to misrepresent, hide, and
distort would, to say the least, materially influence the
decision of the party deciding whether to pay.
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Escobar concludes with a paragraph characterized
as “rules”—not characterized as advice or as
recommendations but as “rules”—to apply “when
evaluating materiality under the False Claims Act”:

[T]he Government's decision to
expressly identify a provision as a
condition of payment is relevant,
but not automatically dispositive.
Likewise, proof of materiality can
include, but is not necessarily limited
to, evidence that the defendant
knows that the Government
consistently refuses to pay claims
in the mine run of cases based on
noncompliance with the particular
statutory, regulatory, or contractual
requirement. Conversely, if the
Government pays a particular claim
in full despite its actual knowledge
that certain requirements were
violated, that is very strong evidence
that those requirements are not
material. Or, if the Government
regularly pays a particular *1264
type of claim in full despite actual
knowledge that certain requirements
were violated, and has signaled no
change in position, that is strong
evidence that the requirements are
not material.

136 S.Ct. at 2003–04.

Controlled by the imperatives of Escobar, an objective and
a “rigorous and demanding” evaluation of the evidence in
this action confirms the validity of the defendants' assault
on the judgments. Much about the evidence in the present
action, evidence assembled and presented by lawyers
recognized as among the nation's elite in prosecuting a
False Claims Act action, attests to the relator's inability to
meet the “rigorous and demanding” standard of Escobar.
The record fatally wants for evidence of materiality
and scienter; the evidence that exists gravitates contrary
to materiality and scienter. The defendants delivered
the services for which the governments were billed; the

governments paid and continue to pay to this day despite
the disputed practices, long ago known to all who cared
to know.

The record suffers an entire absence of evidence of the
kind a disinterested observer, fully informed and fairly
guided by Escobar, would confidently expect on the
question of materiality: evidence of how government
has behaved in comparable circumstances. For example,
one might expect evidence of whether record-keeping
deficiencies have resulted in the sudden and indefinite
discontinuation of payment to providers of health
care services to elderly, disabled, dependent, and other
especially vulnerable patients; evidence of whether,
when, and to what extent, especially in dealing with
a large organization that serves thousands of acute-
care patients, an administrative remedy, rather than
a sudden and unexpected refusal to pay, is required
or preferred to address administrative non-compliance,
including a record-keeping deficiency; evidence of whether
governments are content—assisted by a regime of rigorous
and regular inspections, audits, and accounting—to
permit record-keeping practices that largely achieve the
ends of, but differ from, the prescribed record-keeping;
or evidence otherwise establishing the historical response
of government to a long-standing non-compliance by
a large provider of services in a pervasively regulated
and monitored industry with a slim profit margin that,
nonetheless, provides essential service to a large and
vulnerable population without an available, alternative,
health care provider.

The fraud in Escobar—unqualified mental health
providers and substandard mental health care—
profoundly and manifestly affects a government's
willingness to pay, a fact undoubtedly obvious to the
provider. Also to emphasize and clarify, Escobar offers the
hypothetical but instructive example of a vendor selling
to the government a gun that will not shoot, a defect that
renders the weapon useless and valueless, as the vendor
well knows.

But would the result in Escobar differ—that is, would
Escobar countenance complete disgorgement times three
plus punitive penalties—if the properly and currently
licensed vendor of the mental health services was fully
qualified and had prescribed and treated correctly but
had failed, say, to attach to each patient's file a required
proof of current licensure? Would the result in Escobar's
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gun example differ if the gun actually shot as represented
but if the gun manufacturer failed to retain a required
copy of the results of a required test firing of each
weapon (even though the test occurred and the gun passed
the test)? Escobar is silent on the answer to each of
these illustrative hypotheticals, but Escobar indisputably
requires that, before a party can employ the False Claims
Act *1265  to effect a disgorgement of the entire price
times three for the unqualified mental health services or
for the hypothetical defective gun, the relator must prove
(1) that, if informed that the proof of licensure was not
attached to the file or if the certificate of test firing was not
retained, the government would have chosen the remedy
of a refusal to pay and (2) that the vendor knew or
reasonably should have known the government would
refuse entirely to pay but, nonetheless, remained silent,
invoiced the government, and accepted the money.

In the present action, the relator's burden was to show
that the federal government and the state government
did not know about the record-keeping deficiency but,
had the governments known, the governments would have
refused to pay the operators of fifty-three specialized
nursing facilities for services rendered, products delivered,
and costs incurred. More specifically, the required proof
likely would need to exclude the governments' choosing
to resort to a more moderate, more proportional, more
efficacious remedy, such as delivery of a “notice of
non-compliance,” accompanied by a stern demand for,
and a fair deadline for, compliance. Or to exclude
the governments' choosing to resort to some mediated
solution or to an administrative hearing or to an order
to show cause. Or perhaps the governments' offering a
price adjustment. Who knows? The record is effectively
barren of evidence on how the governments might have
addressed the disputed practices and, as the parties were
notified timely by the trial judge, the dearth of evidence
left the jurors to guess. The resulting verdict, which
perpetrates one of the forbidden “traps, zaps, and zingers”
mentioned earlier, cannot stand. The judgments effect an
unwarranted, unjustified, unconscionable, and probably
unconstitutional forfeiture—times three—sufficient in
proportion and irrationality to deter any prudent business
from providing services and products to a government
armed with the untethered and hair-trigger artillery of a
False Claims Act invoked by a heavily invested relator.

The relator acknowledges that “[d]efendants' principal
argument is that the record does not contain sufficient

evidence of materiality to support a verdict for false claims
....” (Doc. 454 at 12) The relator includes a brief discussion
of Escobar but repairs promptly to several district court
decisions and to a few isolated and incompetent items of
testimony in an attempt to confine and dilute Escobar's
“rigorous and demanding” materiality requirement. At
most, the relator is able to raise from the fatally deficient
record only a faint and formless specter of the necessary
materiality. This will not do.

First, the relator cites three district court decisions, none
of which approaches resolving the issue that controls
the present action. In U.S. ex rel. Brown v. Celgene
Corp., 226 F.Supp.3d 1032 (C.D. Cal. 2016), Celgene
sought and received payment for “off-label” uses of
certain drugs, a practice that (the court finds) renders the
resulting claim “statutorily ineligible for reimbursement.”
Celgene denies a motion for summary judgment and
holds that evidence of a statutory prohibition on the
government's paying for an off-label use is sufficient to
create a genuine dispute of material fact on materiality,
even though the record showed other instances of
knowing off-label reimbursement, showed more than
ten years of knowledge by Medicare of off-label
prescriptions disclosed by Celgene, and showed continued
reimbursement by Medicare during the six years of the
False Claims Act action. Whether right or wrong (likely
wrong on a fair application of Escobar ), the district court
ruled nothing other than that a factual issue precludes
summary judgment on materiality if a statute prohibits
payment.

*1266  Next, the relator cites United States v. Planned
Parenthood of the Heartland, Inc., 2016 WL 7474797 (S.D.
Iowa 2016), which has little or no bearing on the present
dispute and which assesses the sufficiency of a pleading
challenged by a Rule 12(b)(6) motion. Planned Parenthood
summarizes the challenged complaint:

First, [the complaint] alleges
that Defendant knowingly violated
multiple laws and regulations in
its prescription and distribution of
[birth control pills] and birth control
patches, resulting in the submission
of false claims and receipt of
unwarranted reimbursement, as
well as its failure to return
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money owed to the Government.
Second, [the complaint] alleges
that Defendant knowingly sought
reimbursement for abortion-related
services that are outside the scope
of Medicaid coverage. Finally, [the
complaint] alleges that Defendant
failed to reduce its requests for
reimbursement for the amount of
donations Defendant solicited and
received from patients.

2016 WL 7474797 at 7. Unremarkably, Planned
Parenthood finds (only) that the allegations of Counts I
and II are sufficient to defeat a motion to dismiss. The
relator in the present action unhelpfully transports from
Planned Parenthood the unexceptional observation that a
valid prescription from a licensed physician “represents
the heart of prescription medication regulation.” In fact,
this observation accords strongly with the discussion in
Escobar of medical fakery and deception. To say the
least, Planned Parenthood says little, if anything, about
the proof of materiality required to sustain judgments
of about $350 million entered on a jury's verdict after a
month-long jury trial.

The relator mentions another district court opinion,
United States v. Crumb, 2016 WL 4480690 (S.D. Ala.
2016) (Steele, C.J.), an excellent opinion about the
requirements of pleading but an opinion with only, at
most, a tangential relation to the present circumstance (a
fact tacitly conceded by the “see also” signal).

With no help from the Supreme Court or the courts of
appeals, and only trivial support from the district courts,
the relator turns for comfort to “common sense,” in praise
of which the relator cites United States ex rel. Beauchamp
v. Academi Training Center, Inc., 220 F.Supp.3d 676
(E.D. Va. 2016), an opinion that avowedly resolves only
“whether relator's second amended complaint adequately
alleges an implied false certification claim under 31
U.S.C. § 3729(a)(1)(A), as required by [Escobar ].” 220
F.Supp.3d at 677. The defendant, a private security
company, contracted to provide protection for diplomats
and the like in Afghanistan. The defendant allegedly
submitted “false weapons qualifications”—carefully note
this distinction, among other distinctions, from the
present case—“for the services of [protective services

personnel] who had not fulfilled the WPPS contract's
weapons qualifications requirement.” 220 F.Supp.3d at
678. The contractor billed the government for both the
unqualified personnel and the weapons training, testing,
and qualifications that never occurred (but evidence of
which was fabricated and presented to the United States).
The district court analyzed the allegations and found close
parallels to Escobar:

Indeed, the similarities are striking. Just as the clinic
in Escobar submitted “claims for payment using
payment codes that corresponded to specific counseling
services,” defendant used payment codes (such as
“PSS”) indicating that defendant's PRSs provided
particular services, such as weapons instruction.
Id. at 2000. Just as the clinic's employees used
identification numbers “corresponding to specific job
titles,” defendant's invoice in this case repeatedly
refers to job titles such as “shift leader” or “firearms
instructor.” Further, just as *1267  the clinic's use of
the payment codes represented “that it had provided
[various medical services],” defendant's use of the “PSS”
billing code represented that defendant had staffed
fully qualified, weapons-trained PRSs on its security
assignments. Id. And just as “[a]nyone informed that a
social worker at a Massachusetts mental health clinic
provided a teenage patient with individual counseling
services would probably—but wrongly—conclude that
the clinic had complied with core Massachusetts
Medicaid requirements,” so, too, anyone informed that
PRSs providing armed protection for governmental
officials in a high-risk country or warzone like
Afghanistan would probably—but wrongly—conclude
that the PRSs were qualified to handle the very firearms
they needed to protect those officials.

220 F.Supp.3d at 681. The district court correctly found
that, if a reasonable purchaser knew that the guards
who carried machine guns and whose ability to capably
fire the guns might mean the difference between life
or death for Americans in Afghanistan, the reasonable
purchaser would refuse to pay if the guards were actually
not qualified, a conclusion that the district court found
within the scope of “common sense.” But, more to the
present point, actually not qualified is decisively different
from fully qualified but not in possession of a certificate.

The leap of logic and the gap in “common sense” is
too great to apply the otherwise unimpeachable ruling
in Beauchamp to the decisively different facts of the

http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040639526&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040639526&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040639526&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040639526&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040639526&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039650683&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039650683&pubNum=0000999&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3729&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_a5e1000094854
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_7903_677&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_7903_677
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_7903_677&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_7903_677
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_7903_678&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_7903_678
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_7903_678&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_7903_678
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_708_2000&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_708_2000
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&fi=co_pp_sp_7903_681&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_7903_681
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2040432883&pubNum=0007903&originatingDoc=I6d65d130f79011e7a9cdefc89ba18cd7&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)


United States v. Salus Rehabilitation, LLC, 304 F.Supp.3d 1258 (2018)

Med & Med GD (CCH) P 306,208

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 9

present action. The defendants in the present action
used qualified providers who ably provided services in
accord with orders issued by qualified professionals but
who, for example, could not—years later—identify a
“comprehensive care plan” for each patient. “Common
sense” falls far, far short of dictating that in the later event
a reasonable purchaser would abruptly refuse to pay those
providing continuing and sustaining health care to a mass
of highly vulnerable and mostly elderly and frail patients.

Next, the relator reprises some of the usual arguments that
might have worked before Escobar. The relator cites to
opinion testimony from a few witnesses, none of whom
were competent or qualified to testify or disclosed as
experts to testify—and none of whom in fact testified—
on the controlling question, that is, on the actual and
expected conduct of the federal or state government when
confronted with a record-keeping deficiency or any other
deficiency by a health care provider engaged actively in
providing qualified and essential health care to thousands
of aged, infirm, and dependent patients at scores of
residential facilities throughout the third largest state in
the United States. Neither these witnesses nor any other
witnesses in the trial answered that question and, as a
result, no one is able to do more than the jury did—launch
a wild guess. (My guess is that under these circumstances
no government answerable to the people would refuse to
pay, especially in Florida and especially in the pertinent
patient population, unless every administrative and other
remedy was exhausted and until an alternative provider
was identified and prepared to capably serve the same
patients without interruption.)

The question presented in this action is not, for example,
whether a written and retained comprehensive care plan
is “important” or “essential” or “prescribed” or the
like to an extent that in some hypothetical or generic
circumstance a government might refuse to pay one or
two or several invoices or even the invoices from a
facility or two or a physician or two. The question is not
that simple because the relator aggressively “ramped up”
and immeasurably escalated the present dispute—albeit
*1268  a “ramping up” and an escalation effected by the

diciest possible form of sparse and attenuated statistical
sampling—into a systemic dispute that forces a systemic
challenge that requires systemic answers (and that offers
the prospect of a systemic judgment creating a systemic
danger with public consequences).

In other words, the controlling question is not whether
on a small scale—a patient or a few patients or a facility
or even a few facilities or one physician, one therapy,
or one pharmaceutical—but whether on a large scale,
on the scale of a major statewide provider of a scarce
health care resource in a large and potent state, the federal
government or the state government would refuse to pay
the provider because of a dispute about the method or
accuracy of payment after the government has permitted
a practice to remain in place for years without complaint
or inquiry. Or, on the other hand, would the government
have insisted on a new modus operandi for the future? Or
would a new form of computing RUGs have emerged or
a new kind of “comprehensive care plan”? The record is
silent. One can only launch ones best guess.

[6] Every day that the government continues to pay
for a good or service, notwithstanding some known or
unknown non-compliance and, consequently, the greater
the proposed repayment times three in the event of
a successful False Claims Act action, the greater the
practical impediment to proof of materiality. Why? If
a non-compliance is found quickly and remains small,
the government might likely demand perfect performance
and full accounting. If a non-compliance is larger and
lingers longer and the repayment times three becomes
a burden that threatens the vitality of the vendor and
threatens the public interest, the government might not
demand repayment times three. For example, if (this is
hypothetical) the only manufacturer of the only booster
that can launch the United States' nuclear warheads is
found to have failed to maintain metallurgical test results
(the metals passed the tests) required by the Department
of Defense and if the repayment times three for the price
of the booster powering each American ICBM would
cripple or kill the only available manufacturer, would the
government demand the payment (or, more to the point,
would the government allow a private party to demand
the payment in exchange for a percentage of the take)? To
answer that inquiry, Escobar demands proof of materiality
in the circumstances as they are at the time for which the
proof is offered and in the place, in the industry, and in
the other regnant circumstances that attend the moment
for which the proof of materiality is offered. That proof
is manifestly absent in the present action, despite a month
of opportunities to offer the proof and a basketful of
warnings that the proof was lacking.
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OTHER DEFECTS

[7]  [8]  [9] Also, the defendants argue that the evidence
was insufficient to support False Claims Act liability
against the “Management Entity” under Medicaid and
Medicare and under a “presentment,” “caused to be
presented,” or “false record or statement” theory of False
Claims Act liability. By the “Management Entity,” the
defendants mean the now-defunct Sea Crest Health Care
Management, LLC, and the successor-in-interest, CMC
II, LLC. A review of the voluminous record confirms the
validity of this argument. In fact, the record confirms
that the Management Entity submitted no claims at all;
each of the fifty-three specialized nursing facilities directly
and individually submitted claims through a common
electronic portal, a practice known and approved by
the governments. And the defendants argue *1269
persuasively that the evidence fails to support a “caused
to be presented” claim against the Management Entity.
As the defendants observe, a “corporate scheme” not
embodied in some identified person or persons who
could and did hatch, direct, and implement the scheme
is not sufficient to support a False Claims Act “caused
to be presented” claim. Stated somewhat differently, a
scattering of claims in a smattering of facilities is a wholly
insufficient basis from which to infer the existence of a
massive, authorized, cohesive, concerted, enduring, top-
down, corporate scheme to defraud the government. As
the defendants argue, the relator attempts retrospectively
to convert evidence offered and received for a limited and
different purpose into evidence to support the existence
of a corporate scheme. Although the success of this
sleight-of-hand conversion is essential to sustain the
relator's claims and the resulting judgments against the
Management Entity, the attempted conversion must fail.
As the defendants explain with admirable clarity:

The “cause to be presented” theory, however, requires
some evidence of a connecting causal link between
the defendant's actions and the submission of a
specific false claim[.] Neither Relator's expert statistical
extrapolation nor her evidence of a “corporate scheme”
are relevant to the existence of such a link. The Court
stated that Relator had the burden, “by somehow,
some means, [to] spread the knowledge and the scheme
throughout the 53” Florida SNFs. Relator's evidence
fails to meet this burden, and her inability to connect
corporate knowledge with a directive and, in turn, a

specific false claim cannot establish [a False Claims
Act] violation, and therefore cannot support the jury's
verdicts.

(Doc. 452 at 33) The defendants correctly conclude
that the evidence fails to support a verdict against the
Management Entity and correctly argue that the relator
fails entirely to connect the testimony about “RUG
budgets,” “LaVie meetings,” and “corporate profits”
to any particular claim “actually submitted” to the
governments. Similarly, the evidence fails to show that the
Management Entity produced, or caused the production
of, a “false record or statement” material to a false claim.

CONCLUSION

In his recent opinion in Harman, which (especially Part
IV(C) ) I commend to the reader's focused attention,
the estimable Judge Patrick Higginbotham considers at
length Escobar's “rigorous and demanding” materiality
requirement. After toiling with Escobar and with several
recent circuit court opinions that apply Escobar, Judge
Higginbotham concludes that “continued payment by
the federal government after it learns of the alleged
fraud substantially increases the burden on the relator
in establishing materiality.” 872 F.3d at 663. A closer
reading of Harman persuades the disinterested reader that
Judge Higginbotham finds the government's continued
performance after non-compliance more consequential
than his words explicitly reveal. (Undoubtedly His
Honor's many years of judicial experience effectively
cautioned against announcing a more exacting rule than
resolution of the dispute-at-hand requires.)

But certainly the government that continues to pay full
fare for a product or service despite knowledge of some
disputed practice, some non-compliance, or some other
claimed defect, relentlessly works itself into a steadily
tightening bind that at some point becomes disabling
because the government (or the relator, who sues in the
government's stead) must prove that had the government
known the facts the government would have refused to
pay. In other words, at some point, this burden, growing
incrementally more formidable each day, presents to
the government the *1270  insurmountable burden of
proving that the government would not do exactly what
history demonstrates the government in fact did (and
continues to do until this moment). In this action, I find
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the relator's claims fatally ensnared in that intractable
bind.

The defendants' renewed motion (Docs. 452 and 455) for
judgment as a matter of law is GRANTED. Alternatively,
the request (Doc. 452 at 37–40) for a new trial is
conditionally GRANTED for the reasons explained above
and for the reasons identified and satisfactorily explained
in the defendants' motion. The judgments (Docs. 432
through 436) against the defendants are VACATED. The
clerk is directed (1) as to all claims to enter judgment

for the defendants and against Angela Ruckh, the United
States, and the State of Florida and (2) to close the case.
The defendants' motion for remittitur is DENIED AS
MOOT.

ORDERED in Tampa, Florida, on January 11, 2018.

All Citations
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Synopsis
Background: Relator filed qui tam action against
government contractor for violation of the False
Claims Act (FCA), alleging that contractor overbilled
government based on inflated “headcount” data, which
purported to track how many troops frequented
contractor's recreation centers at camps in Iraq. The
United States District Court for the District of Columbia,
Frederick J. Scullin, Jr., Senior District Judge, granted
summary judgment to contractor. Relator appealed.

[Holding:] The Court of Appeals, Wilkins, Circuit Judge,
held that there was no evidence that any misrepresentation
by contractor regarding headcount data, in purported
violation of federal acquisition regulations, was material
to government's decision to pay contractor.

Affirmed.

West Headnotes (6)

[1] Federal Courts
Summary judgment

Court of Appeals reviews the district court's
grant of summary judgment de novo. Fed. R.
Civ. P. 56(a).

Cases that cite this headnote

[2] Federal Civil Procedure
Materiality and genuineness of fact issue

Mere existence of some alleged factual dispute
between the parties is not enough to defeat
summary judgment; the requirement is that
there be no genuine issue of material fact. Fed.
R. Civ. P. 56(a).

Cases that cite this headnote

[3] United States
False certification

Under “certification theory of liability” for
a claim under the False Claims Act (FCA),
the falsity of a claim for payment rests on
a false representation of compliance with an
applicable federal statute, federal regulation,
or contractual term. 31 U.S.C.A. §§ 3729(a)
(1), 3729(a)(2).

5 Cases that cite this headnote

[4] United States
Materiality

Claimant's misrepresentation about
compliance with a statutory, regulatory, or
contractual requirement must be material to
the federal government's payment decision in
order to be actionable under the False Claims
Act (FCA). 31 U.S.C.A. §§ 3729(a)(1), 3729(a)
(2).

7 Cases that cite this headnote

[5] Federal Civil Procedure
False claims and qui tam actions

To successfully oppose summary judgment
on a claim for violation of the False Claims
Act (FCA) based on a certification theory of
liability, a relator must show that a reasonable
factfinder, drawing all justifiable inferences
from the evidence in her favor, could find
that the claimant violated a contractual or
regulatory requirement that was material to
the federal government's decision to pay; in
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doing so, the relator cannot rely on the
allegations of her own complaint, but must
substantiate them with evidence. 31 U.S.C.A.
§§ 3729(a)(1), 3729(a)(2); Fed. R. Civ. P. 56(a).

4 Cases that cite this headnote

[6] United States
Materiality

There was no evidence that any
misrepresentation by government contractor
regarding headcount data, in purported
violation of federal acquisition regulations,
was material to federal government's decision
to pay contractor, and thus alleged
misrepresentation did not provide basis
for relator's claim against contractor for
violation of False Claims Act (FCA), under
certification theory of liability, for allegedly
overbilling government based on inflated
headcount data, which purported to track
how many troops frequented contractor's
recreation centers at camps in Iraq. 31
U.S.C.A. §§ 3729(a)(1), 3729(a)(2); 48 C.F.R.
§§ 31.201-2(a)(1), 31.201-2(d), 31.201–3(a, b).

4 Cases that cite this headnote

*1028  Appeal from the United States District Court for
the District of Columbia, (No. 1:05–cv–00828)

Attorneys and Law Firms

Victor Aronoff Kubli, Vienna, VA, argued the cause and
filed the briefs for appellant.

Joshua S. Johnson argued the cause for appellees
Halliburton Company, et al. With him on the brief
were John P. Elwood, Tirzah S. Lollar, and John M.
Faust. Craig D. Margolis, Washington, DC, entered an
appearance.

Before: Kavanaugh and Wilkins, Circuit Judges, and
Williams, Senior Circuit Judge.

Opinion

Wilkins, Circuit Judge:

**388  Relator–Appellant Julie McBride (“McBride”)
appeals the District Court’s grant of summary judgment
in favor of Defendants–Appellees Halliburton Company;
Kellogg Brown & Root, Inc.; Service Employees
International Inc.; Kellogg Brown & Root Services, Inc.;
and KBR Technical Services, Inc. (collectively, “KBR”).
McBride asserted violations of the False Claims Act
(“FCA”), 31 U.S.C. § 3729(a), based on KBR’s alleged
inflation of “headcount” data—which purported to track
how many U.S. troops frequented KBR’s recreation
centers at certain camps in Iraq—from July 2004 to March
2005. The District Court granted summary judgment for
KBR, concluding that McBride failed to offer evidence
that any misrepresentation regarding headcount data (if
one existed) was material to the Government’s decision to
pay KBR. We agree; and, taking into account the Supreme
Court’s intervening decision in Universal Health Services,
Inc. v. United States ex rel. Escobar, ––– U.S. ––––, 136
S.Ct. 1989, 195 L.Ed.2d 348 (2016), we affirm.

I.

A.

Under the Logistics Civil Augmentation Program
(“LOGCAP”), the U.S. Army contracts with private
companies to provide a wide range of logistical services.
In 2001, the Army awarded KBR the third contract issued
under the LOGCAP program, known as “LOGCAP

III.” 1  LOGCAP III did not specify the particular work
to be performed by KBR. Instead, KBR’s contractual
responsibilities were set forth in individual “Task Orders.”

The Task Orders used a cost-plus-award-fee structure,
see 48 C.F.R. § 16.405–2, meaning KBR received
reimbursement for the actual costs of the services

provided, 2  as well as a “base fee” of 1% of the pre-
determined estimated cost of performing the services
under the Task Order. At the Government’s discretion,
KBR could also earn an “award fee” of up *1029  **389
to 2% of the estimated cost based upon better than average
performance.

Shortly after the U.S. military’s March 2003 invasion of
Iraq, KBR began providing services under Task Order 59,
which was effective from June 2003 to May 2005. Task
Order 59 required KBR to provide a wide range of support
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services for U.S. troops, such as camp construction,
power generation, dining facilities, potable and non-
potable water services, fire protection, laundry, and—
relevant here—morale, welfare, and recreation (“MWR”)
services. KBR performed MWR services by maintaining
recreation centers where U.S. troops could exercise, play
games, watch television, and use the internet, among other
things. MWR services were a relatively small part of
KBR’s overall effort, representing about 1.5% of total
costs incurred under Task Order 59.

From November 2004 to March 2005, McBride worked
for KBR as one of ten employees at the MWR facilities
at Camp Fallujah (also known as Camp B–3) in Iraq.
McBride’s duties included ensuring that soldiers who
entered the MWR facilities signed in to use them.
According to McBride, during the night shift she had the
additional responsibility of compiling “headcount” data
which purported to reflect how many troops had used
the facilities each day. McBride assembled this data in
“Situation Reports” or “Sit Reps,” and distributed them
to KBR personnel.

This case centers on McBride’s allegation that KBR
inflated the headcount data, reflecting inaccurate
headcount numbers for MWR facilities at Camp Fallujah
and Camp Ar Ramadi (also known as Camp B–4) from
July 2004 to March 2005. McBride alleges various ways in
which the headcount data was inflated, such as counting
soldiers each time they entered different parts of the
facilities. McBride also alleges that KBR destroyed sign-
in sheets to conceal the falsity of the headcount data, and
that KBR stopped inflating headcounts after she reported
the practice to her supervisors.

Although McBride has not consistently articulated a
precise theory, her basic contention is that KBR failed to
disclose violations of its obligations to maintain accurate
data to support its costs, and as such, rendered its claims
impliedly false.

B.

McBride filed this case under seal in April 2005.
The District Court unsealed it in July 2006 after the
Government declined to intervene. In October 2006,
before KBR was served with the Complaint, the
Defense Contract Audit Agency (“DCAA”) investigated

McBride’s allegations, issuing written questions to KBR
and visiting Camp B–3 to review records and interview
KBR’s personnel. The DCAA did not issue any formal
findings, but neither DCAA nor any other Government
agency disallowed or challenged any of the amounts KBR
had billed for MWR services under Task Order 59.

After the District Court unsealed the case, KBR moved
to dismiss. The District Court permitted two of McBride’s
claims to go forward to discovery, including one based
on her core assertion that KBR had used false MWR
headcount tallies to overbill the Government. KBR then
moved for summary judgment, arguing that the contract
documents established that they did not charge the
Government for MWR services on a “per head” basis.
The District Court denied that motion without prejudice
pending discovery.

For the next three years, KBR produced over two million
pages of documents, conducted Rule 30(b)(6) depositions
of the Army, and deposed McBride. McBride took no
fact depositions. Discovery neared a close and the parties
became embroiled in a dispute as McBride attempted to
expand *1030  **390  her claims to cover a broader time
period and additional camps in Iraq. KBR moved for a
protective order to limit any remaining discovery, and the
District Court provided McBride with the opportunity to
file a fourth amended complaint to articulate the scope of
her claims as she saw them. McBride declined those offers
because, in counsel’s view, there was “no legal need to do
so.” J.A. 270. The District Court granted KBR’s motion
for a protective order; and discovery closed after McBride
took KBR’s Rule 30(b)(6) deposition in February 2013.

KBR then filed a motion for summary judgment. In a
Memorandum–Decision and Order dated May 27, 2014,
the District Court granted in part and denied in part
KBR’s motion for summary judgment. The District Court
denied KBR’s motion with regard to McBride’s claims
insofar as they were based on her allegations that KBR
inflated the headcount of patrons using MWR facilities
at Camps B–3 and B–4 from July 2004 to March 2005.
The very next day, the District Court permitted KBR to
file a motion for reconsideration, instructing McBride to
provide it with a proffer of evidence.

On December 10, 2014, the District Court granted KBR’s
motion for reconsideration, and granted its motion for
summary judgment. The District Court expressed doubt
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that there was anything “unreasonable or inherently
false or fraudulent about [KBR’s alleged] method of
accounting for the usage of ... different [MWR] services,”
but in any event concluded that KBR was entitled
to summary judgment because McBride had presented
no evidence that the alleged headcount practices were
material to the Government’s payment decisions. Mem.
Decision & Order, No. 05–cv–828, at 16–18, 16 n.3
(D.D.C. Dec. 10, 2014), J.A. 416–18.

II.

[1]  [2] We review the District Court’s grant of summary
judgment de novo. Holcomb v. Powell, 433 F.3d 889, 895
(D.C. Cir. 2006). Summary judgment is appropriate only
if “there is no genuine dispute as to any material fact
and the movant is entitled to judgment as a matter of
law.” FED. R. CIV. P. 56(a); Johnson v. Perez, 823 F.3d
701, 705 (D.C. Cir. 2016). “[T]he mere existence of some
alleged factual dispute between the parties” is not enough
to defeat summary judgment; “the requirement is that
there be no genuine issue of material fact.” Anderson v.
Liberty Lobby, Inc., 477 U.S. 242, 247–48, 106 S.Ct. 2505,
91 L.Ed.2d 202 (1986).

III.

McBride brings two claims under the FCA, invoking

Sections 3729(a)(1) and 3729(a)(2). 3  Section 3729(a)(1)
creates liability for any person who “knowingly presents,
or causes to be presented, to an officer or employee of
the United States Government or a member of the Armed
Forces of the United States a false or fraudulent claim
for payment or approval.” 31 U.S.C. § 3729(a)(1) (2006).
Section 3729(a)(2) creates a cause of action against anyone
who “knowingly makes, uses, or causes to be made or
used, a false record or statement to get a false or fraudulent
claim paid or approved by the Government.” Id. § 3729(a)
(2).

[3] Both provisions—subsections (a)(1) and (a)(2)—
require a “false or fraudulent claim” for payment;
however, the statute *1031  **391  does not define what
makes a claim “false” or “fraudulent.” In United States
v. Science Applications International Corp. (SAIC), 626
F.3d 1257 (D.C. Cir. 2010), we observed that, “[i]n the
paradigmatic case, a claim is false because it ‘involves

an incorrect description of goods or services provided or
a request for reimbursement for goods or services never
provided.’ ” Id. at 1266 (quoting Mikes v. Straus, 274
F.3d 687, 697 (2d Cir. 2001)). Alternatively, a plaintiff
may proceed under the so-called “certification” theory
of liability, which forms the basis for McBride’s claims
in this case. Under this theory, the falsity of a claim for
payment “rests on a false representation of compliance
with an applicable federal statute, federal regulation, or
contractual term.” Id. In SAIC, we explained that courts
may “infer implied certifications from silence” under
certain circumstances, id. but in order to establish liability
the plaintiff must prove that “compliance with the legal
requirement in question is material to the government’s
decision to pay,” id. at 1271 (emphasis added). We
committed to “enforcing this [materiality] requirement
rigorously” to “ensure that government contractors will
not face onerous and unforeseen FCA liability as the result
of noncompliance with any of potentially hundreds of
legal requirements established by contract.” Id. (internal
quotation marks omitted).

[4] After McBride filed her opening brief, and before
KBR responded, the Supreme Court issued its decision
in Universal Health Services, Inc. v. United States ex
rel. Escobar, ––– U.S. ––––, 136 S.Ct. 1989 (2016),
which endorsed an “implied false certification” theory
under certain circumstances. Specifically, the Court held
that “[w]hen ... a defendant makes representations in
submitting a claim but omits its violations of statutory,
regulatory, or contractual requirements, those omissions
can be a basis for liability if they render the defendant’s
representations misleading with respect to the goods or

services provided.” 4  Id. at 1999. The Court made clear
that courts should continue to police expansive implied
certification theories “through strict enforcement of the
Act’s materiality and scienter requirements.” Id. at 2002
(quoting SAIC, 626 F.3d at 1270). In particular, “a
misrepresentation about compliance with a statutory,
regulatory, or contractual requirement must be material
to the Government’s payment decision in order to be

actionable under the False Claims Act.” 5  Id.

The Supreme Court offered “clarif[ication]” as to how
the “familiar and rigorous” materiality standard should
be enforced, *1032  **392  id. at 2002, 2004 n.6,
including that courts should look beyond the express
designation of a requirement as a condition of payment
to find it material, id. at 2003 (“[T]he Government’s
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decision to expressly identify a provision as a condition of
payment is relevant, but not automatically dispositive.”).
Additionally, courts need not opine in the abstract
when the record offers insight into the Government’s
actual payment decisions. See id. at 2002 (“Under any
understanding of the concept, materiality ‘look[s] to the
effect on the likely or actual behavior of the recipient of
the alleged misrepresentation.’ ” (alteration in original)
(emphasis added) (quoting 26 RICHARD A. LORD,
WILLISTON ON CONTRACTS § 69:12 (4th ed. 2003))).
The Supreme Court made clear the materiality standard
is “demanding,” id. at 2003, and not “too fact intensive”
to resolve on a motion for summary judgment, id. at 2004
n.6.

IV.

[5] Turning to McBride’s claims, to successfully oppose
summary judgment, McBride must show that a reasonable
factfinder, drawing all justifiable inferences from the
evidence in her favor, could find that KBR violated a
contractual or regulatory requirement that was material to
the Government’s decision to pay. See United States ex rel.
Folliard v. Gov’t Acquisitions, Inc., 764 F.3d 19, 29 (D.C.
Cir. 2014). In doing so, she “cannot rely on the allegations
of her own complaint ..., but must substantiate them with
evidence.” Grimes v. District of Columbia, 794 F.3d 83, 94
(D.C. Cir. 2015).

[6] We begin by isolating the purported violation of a
contractual, regulatory, or other legal requirement that
KBR allegedly failed to disclose. McBride stakes her
claims on KBR’s maintenance of false headcount data.
Neither LOGCAP III nor Task Order 59 specifically
required MWR headcount data to be maintained by KBR,
much less produced to the Government. It appears KBR
voluntarily undertook to track this data and, at times,

provided it to the Government. 6

Instead, McBride finds her foothold in the Federal
Acquisition Regulation (“FAR”) which provides that
the costs charged to the Government must be
“[r]easonable[ ].” 48 C.F.R. § 31.201–2(a)(1). “A cost
is reasonable if, in its nature and amount, it does not
exceed that which would be incurred by a prudent person
in the conduct of competitive business.” Id. § 31.201–
3(a). “What is reasonable depends upon a variety of
considerations and circumstances, including[,] [inter alia]

—[w]hether it is the type of cost generally recognized as
ordinary and necessary for the conduct of the contractor’s
business or the contract performance.” Id. § 31.201–3(b).

The FAR also holds KBR “responsible ... for maintaining
records, including supporting documentation, adequate
to demonstrate that costs claimed have been incurred,
are allocable to the contract, and comply with applicable
cost principles....” Id. § 31.201–2(d). The Government
is entitled to disallow costs that are determined to
be unreasonable or unsubstantiated by supporting
documentation. Id. § 31.201–2. McBride refers to these
and other FAR requirements as relevant to her claims,
and in doing so, appears to shift between imprecise
theories about unreasonable costs and faulty supporting

documentation. 7

*1033  **393  Specifically, McBride alludes to the
possibility that KBR may have used inflated headcounts
to justify excessive staffing levels at its MWR facilities, and
that as a result, personnel costs were unreasonable; but
McBride does not actually set out to prove that staffing

was excessive or costs were “unreasonable.” 8  Instead, her
primary contention is that KBR deprived the Government
of the opportunity to examine records in order to
determine the reasonableness, or allowability of the costs.
The assumption, of course, is that accurate headcount
data was relevant to determining the reasonableness of
costs. However, she offers no evidence in support of that
proposition other than her own say-so, which is clearly
insufficient. See Grimes, 794 F.3d at 94 (“[I]t is well
established that [a plaintiff] cannot rely on the allegations
of her own complaint in response to a summary judgment
motion, but must substantiate them with evidence.”).

Indeed, when pressed by the District Court on this
issue, McBride’s counsel disclaimed the need for evidence
because he was “resting on the proposition that what
it takes to service five people is a lot less than what it
takes to service 500 people.” J.A. 391; see also McBride
Opening Br. 22 n.6 (reiterating same). Although there is
some intuitive attraction to counsel’s logic, it is irrelevant
here. To the contrary, KBR proffered evidence that
when it first began work under Task Order 59, it had
no headcount data to extrapolate from for staffing
decisions because none yet existed; as such, in accordance
with a military manual governing a prior conflict area,
KBR determined staffing based on camp population,
not based on headcounts or actual usage. The Rule
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30(b)(6) witnesses designated by the Army Sustainment
Command (KBR’s contractual counterparty) testified
that staffing determinations were further impacted by
factors such as the types of services available—e.g., a
facility with a gym has more staff than the same facility
without a gym—as well as the hours the facility is open.
And although KBR’s precise motive behind tracking
headcounts remains somewhat of a mystery, the Army
witnesses also testified that such headcount data (false or
not) had no bearing on costs billed to the Government,
and that there was no indication the data affected award
fee decisions.

Absent any connection between headcounts and cost
determinations, it is difficult to imagine how the
maintenance of false headcounts would be relevant, much

less material, to the Government’s decision to pay KBR. 9

Nevertheless, McBride persists, claiming as “dispositive”
an Administrative Contracting Officer’s (ACO) statement
in a declaration that he “might” have investigated further
had he known false headcounts were being maintained,
and that such an investigation “might” have resulted
in some charged costs being disallowed. The ACO’s
speculative statement could be true of the maintenance
of any kind of false data; it tells us nothing special
about headcounts. At most, the statement amounts to
the far-too-attenuated supposition that the Government
might *1034  **394  have had the “option to decline to
pay.” See Universal Health, 136 S.Ct. at 2003 (“Nor is it
sufficient for a finding of materiality that the Government
would have the option to decline to pay if it knew of the
defendant’s noncompliance.”). Given the speculative and
generic nature of the ACO’s statement, and the “rigorous”
and “demanding” materiality standard that must be met,
id. at 2002–03, McBride’s evidence will not suffice to
defeat summary judgment.

Moreover, we have the benefit of hindsight and should
not ignore what actually occurred: the DCAA investigated

McBride’s allegations and did not disallow any charged
costs. In fact, KBR continued to receive an award fee
for exceptional performance under Task Order 59 even
after the Government learned of the allegations. This is
“very strong evidence” that the requirements allegedly
violated by the maintenance of inflated headcounts are
not material. See id. at 2003 (“[I]f the Government pays
a particular claim in full despite its actual knowledge that
certain requirements were violated, that is very strong
evidence that those requirements are not material.”).

V.

Finally, in a few sentences without citing any supportive
authority, McBride asserts that the District Court “erred
in requiring [her] to seek leave to file a fourth amended
complaint” to cover additional camps and time periods.
McBride Opening Br. at 28. In reality, the District Court
appropriately determined McBride needed to amend
her Complaint—and state her claims with particularity
—before expanding her theory in the final stretch
of discovery. The Court afforded McBride multiple
opportunities to do so, and she declined. We have no
occasion to review the regrets of her counsel.

VI.

For the foregoing reasons, we affirm the grant of summary
judgment by the District Court.

So ordered.

All Citations

848 F.3d 1027, 427 U.S.App.D.C. 387

Footnotes
1 We refer to Appellees collectively but note that Kellogg Brown & Root Services, Inc. (“KBRSI”) is the only Appellee that

was a party to the LOGCAP III contract, and the only one that submitted bills to the Government under that contract.

2 KBR was entitled to bill for its allowable costs—i.e., costs that were reasonable, allocable to its contract, subject to proper
accounting, and in compliance with contractual terms and any limitations set forth in 48 C.F.R. subpart 31.2. See 48
C.F.R. §§ 31.201–2 to 31.201–4.

3 This opinion refers only to the FCA’s pre–2009 text. Congress amended the FCA by enacting the Fraud Enforcement
and Recovery Act of 2009 (“FERA”), Pub. L. No. 111–21, 123 Stat. 1617. The parties agree that the post-FERA version
of the statute does not apply retroactively to McBride’s claims.
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4 The Supreme Court left open the question of whether a claim that “merely demand[s] payment,” as opposed to one
that makes specific representations about the goods or services provided, can count as the requisite misleading
representation. Universal Health, 136 S.Ct. at 2000; see also id. (claims with treatment- and specialty-specific payment
codes made representations that healthcare provider had provided particular types of therapy by licensed professionals,
and were “clearly misleading” in context where provider failed to disclose “many violations of basic staff and licensing
requirements for mental health facilities”). We need not grapple with that question here because the lack of materiality
is clearly dispositive.

5 In Universal Health, although some of the claims were submitted prior to FERA’s enactment in 2009, the Supreme Court
considered the post-FERA version of the FCA. The defendant did not argue, and thus the Court “d[id] not consider,
whether pre–2009 conduct should be treated differently.” Universal Health, 136 S.Ct. at 1998 n.1. Here, we assume—as
the parties have done—that Universal Health’s materiality standard applies to the instant dispute. We need not decide
whether (or how) that standard may differ from the one we used prior to Universal Health.

6 For example, KBR provided the Government with Logistic Reports (“Log Reps”), which included aggregate MWR
headcount data across several camps in Iraq.

7 McBride performed similar maneuvers in the District Court, where she initially obfuscated her way through summary
judgment before the District Court reconsidered its decision. See Mem. Decision & Order, No. 05–cv–828, at 10 (D.D.C.
Dec. 10, 2014), J.A. 410 (“One of the reasons that the Court granted Defendants’ motion for reconsideration is that it has
been difficult for the Court to get Relator McBride’s counsel to articulate the nature of his client’s claims in a consistent
and precise manner.”).

8 To be sure, McBride also does not contend there were any falsities in KBR’s payment invoices, and acknowledges that
all costs claimed were costs actually incurred for hours that personnel actually worked.

9 Indeed, absent such a connection, it is doubtful that McBride can show a violation of a regulatory requirement occurred
in the first place (i.e., that headcounts were required to be maintained as supporting documentation for costs).

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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Synopsis
Background: Relator in lawsuit filed under qui tam
provision of False Claims Act (FCA) brought claims on
behalf of United States against for-profit higher education
enterprise, alleging fraudulent conduct in connection with
claims for federal subsidies under Higher Education Act
(HEA). The United States District Court for the Eastern
District of Wisconsin, J.P. Stadtmueller, J., dismissed
action in part, 2013 WL 6162673, and subsequently
granted summary judgment for defendants on remaining
claims, 30 F.Supp.3d 806. Relator appealed. The Court of
Appeals, 788 F.3d 696, affirmed. Certiorari was granted.
The United States Supreme Court, 136 S.Ct. 2506, vacated
and remanded.

[Holding:] On remand, the Court of Appeals, Manion,
Circuit Judge, held that enterprise's purported failure to
comply with HEA regulations was insufficient to establish
false presentment claim based on theory of implied false
certification.

Affirmed.

West Headnotes (4)

[1] United States

False certification

Implied false certification theory can be
basis for liability under False Claims
Act (FCA) where: (1) claim does not
merely request payment, but also makes
specific representations about goods or
services provided; and (2) defendant's
failure to disclose noncompliance with
material statutory, regulatory, or contractual
requirements makes those representations
misleading half-truths. 31 U.S.C.A. § 3729(a)
(1)(A).

6 Cases that cite this headnote

[2] United States
False certification

For-profit higher education enterprise's
purported failure to comply with Higher
Education Act (HEA) regulations was
insufficient to establish false presentment
claim under False Claims Act (FCA) based
on theory of implied false certification,
absent evidence that enterprise made any
representations at all in connection with its
claims for payment, or that government's
decision to pay enterprise would likely or
actually have been different had it known
of its alleged noncompliance with HEA
regulations. 31 U.S.C.A. § 3729(a)(1)(A).

7 Cases that cite this headnote

[3] United States
Materiality

Misrepresentation about compliance with
statutory, regulatory, or contractual
requirement must be material to government's
payment decision in order to be actionable
under False Claims Act (FCA). 31 U.S.C.A. §
3729(a)(1)(A).

7 Cases that cite this headnote

[4] United States
Materiality

To establish materiality, for purposes of
determining whether misrepresentation is
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actionable under the False Claims Act
(FCA), it is not enough to show that
government would have option to decline to
pay if it knew of defendant's noncompliance;
instead, materiality looks to effect on likely
or actual behavior of recipient of alleged
misrepresentation. 31 U.S.C.A. § 3729(a)(1)
(A).

6 Cases that cite this headnote

*446  Appeal from the United States District Court for
the Eastern District of Wisconsin. No. 12–cv–00775—J.P.
Stadtmueller, Judge.

Attorneys and Law Firms

Matthew Dean Krueger, Attorney, OFFICE OF THE
UNITED STATES ATTORNEY, Milwaukee, WI,
Charles W. Scarborough, Attorney, DEPARTMENT OF
JUSTICE, Civil Division, Appellate Staff, Washington,
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James H. Kaster, Attorney, Minneapolis, MN, for
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Defendants–Appellees.

Before Bauer, Manion, and Rovner, Circuit Judges.

Opinion

Manion, Circuit Judge.

This matter is before us on remand from the United States
Supreme Court for reconsideration *447  in light of its
recent decision in Universal Health Services, Inc. v. United
States, ––– U.S. ––––, 136 S.Ct. 1989, 195 L.Ed.2d 348
(2016). See U.S. ex rel. Nelson v. Sanford–Brown, Ltd.,
–––U.S. ––––, 136 S.Ct. 2506, 195 L.Ed.2d 836 (2016).
The only part of our previous opinion, United States
v. Sanford–Brown, Ltd., 788 F.3d 696 (7th Cir. 2015),
that is affected by the holding in Universal Health is
part IV(B)(2), which addressed the plaintiff-relator's false
presentment claim under 31 U.S.C. § 3729(a)(1)(A) of the
False Claims Act. We readdress that claim here in light of

Universal Health and substitute the following discussion
for part IV(B)(2) of our earlier opinion. The remainder
of our previous opinion is reinstated, and we once again
affirm the district court in all respects.

I.

[1] The plaintiff-relator's false presentment claim is based
on a theory of “implied false certification.” In Universal
Health, the Court held that the implied false certification
theory can be a basis for liability where two conditions
are met: “first, the claim does not merely request payment,
but also makes specific representations about the goods
or services provided; and second, the defendant's failure
to disclose noncompliance with material statutory,
regulatory, or contractual requirements makes those
representations misleading half-truths.” Universal Health
Servs., Inc., 136 S.Ct. at 2001 (footnote omitted).

[2] Neither condition is met here. Nelson (the plaintiff-
relator) offered no evidence that defendant Sanford–
Brown College (SBC) made any representations at all in
connection with its claims for payment, much less false
or misleading representations. Nelson's bare speculation
that SBC made misleading representations is insufficient
to survive summary judgment. See Bass v. Joliet Pub.
Sch. Dist. No. 86, 746 F.3d 835, 841 (7th Cir. 2014)
(“Speculation is no substitute for evidence at the summary
judgment stage.”).

[3]  [4] SBC is also entitled to summary judgment because
Nelson failed to establish the independent element of
materiality. As the Universal Health Court explained,
“a misrepresentation about compliance with a statutory,
regulatory, or contractual requirement must be material
to the Government's payment decision in order to be
actionable under the False Claims Act.” Universal Health
Servs., Inc., 136 S.Ct. at 2002 (emphasis added). The Act's
materiality requirement is “rigorous” and “demanding.”
Id. at 2002–03 & n.6 at 2004. To establish materiality, it
is not enough to show that “the Government would have
the option to decline to pay if it knew of the defendant's
noncompliance.” Id. at 2003. Instead, “materiality looks
to the effect on the likely or actual behavior of the recipient
of the alleged misrepresentation.” Id. at 2002 (emphasis
added) (internal marks omitted).
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Here, Nelson has offered no evidence that the
government's decision to pay SBC would likely or
actually have been different had it known of SBC's
alleged noncompliance with Title IV regulations. On
the contrary, as we previously noted, the subsidizing
agency and other federal agencies in this case “have
already examined SBC multiple times over and concluded
that neither administrative penalties nor termination was
warranted.” Sanford–Brown, Ltd., 788 F.3d at 712; see
also Universal Health Servs., Inc., 136 S.Ct. at 2003 (“[I]f
the Government pays a particular claim in full despite its
actual knowledge that certain requirements were violated,
that is very strong evidence that those requirements are
not material.”). At bottom, even *448  assuming Nelson's
allegations are true, the most he has shown is that SBC's
supposed noncompliance and misrepresentations would
have entitled the government to decline payment. Under
Universal Health, that is not enough. See Universal Health
Servs., Inc., 136 S.Ct. at 2004 (explicitly rejecting the view
that “any statutory, regulatory, or contractual violation

is material so long as the defendant knows that the
Government would be entitled to refuse payment were it
aware of the violation”).

II.

Having reconsidered our previous opinion in light of
Universal Health Services, Inc. v. United States, ––– U.S.
––––, 136 S.Ct. 1989, 195 L.Ed.2d 348 (2016), we once
again affirm the district court in all respects. With the
exception of part IV(B)(2), the vacated opinion of June 8,
2015, is reinstated.

AFFIRMED.

All Citations
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840 F.3d 494
United States Court of Appeals, Eighth Circuit.

UNITED STATES of America, EX REL. Chickoiyah
MILLER, ex rel. Cathy Sillman, Plaintiff

Chickoiyah Miller; Cathy
Sillman, Relators–Appellants

v.
WESTON EDUCATIONAL, INC., doing business

as Heritage College, Defendant–Appellee

No. 14–1760
|

Submitted: July 29, 2016
|

Filed: October 19, 2016

Synopsis
Background: Relators, former employees of for-profit
college, brought qui tam action under False Claims Act
(FCA) against college, alleging that college fraudulently
induced Department of Education (DOE) to provide
financial aid funds by falsely promising to keep accurate
student records and retaliated against relators for
complaining about alleged misconduct, and also asserting
state-law claims for constructive and wrongful discharge
in violation of Missouri public policy. The United States
District Court for the Western District of Missouri,
Nanette K. Laughrey, J., 10 F.Supp.3d 1046, granted
summary judgment to college. Relators appealed. The
Court of Appeals, 784 F.3d 1198, affirmed in part,
reversed in part, and remanded. College petitioned for
writ of certiorari. The Supreme Court, 136 S.Ct. 1841,
195 L.Ed.2d 209, recalled the mandate and granted a stay,
and later granted certiorari, vacated the judgment, and
remanded, 136 S.Ct. 2505.

Holdings: The Court of Appeals, Benton, Circuit Judge,
held that:

[1] fact issues regarding college's pre-contract knowledge
and intent precluded summary judgment as to FCA
fraudulent inducement claim;

[2] allegedly telling a relator she would be demoted was
not retaliation;

[3] alleged withdrawal of offer for new position was not
constructive discharge; and

[4] federal regulations governing college's receipt of funds
from DOE for financial aid were not a clear public policy.

Affirmed in part, reversed in part, and remanded.
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[1] Federal Courts
Summary judgment

The Court of Appeals reviews de novo a grant
of summary judgment. Fed. R. Civ. P. 56.

Cases that cite this headnote
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On a motion for summary judgment, a court
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favorable to the opposing party and draw
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statement was material; and (4) the defendant
made a claim for the government to pay
money or forfeit money due. 31 U.S.C.A. §
3729(a)(1)(B).
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[5] United States
Intent

Innocent mistakes and negligence are not
knowingly false statements, under the False
Claims Act (FCA); rather, the claim must be
a lie. 31 U.S.C.A. § 3729(b).
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Intent
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any ambiguity inherent in government
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fraudulently induced Department of
Education (DOE) to enter into program
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that college would keep accurate student
records, it was not enough for relators to
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when signing PPA, knew accurate grade
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that college intended not to maintain those
records. 20 U.S.C.A. § 1094(a)(3); 31 U.S.C.A.
§ 3729(a)(1)(B), (b); 34 C.F.R. § 668.14(b)(4).
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[8] Federal Civil Procedure
False claims and qui tam actions

Genuine issues of material fact as to
how for-profit college, before entering into
program participation agreement (PPA) with
Department of Education (DOE) for financial
aid for students, understood its obligations
under PPA, and whether college had intended
to comply with PPA, precluded summary
judgment for college, in relators' qui tam
action under False Claims Act (FCA), alleging
fraudulent inducement through college's
representation in PPA that it would keep
accurate student records. 20 U.S.C.A. §
1094(a)(3); 31 U.S.C.A. § 3729(a)(1)(B), (b);
34 C.F.R. §§ 668.14(b)(4), 668.24(c)(iii, iv),
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Ascertaining existence of fact issue

At summary judgment, the court examines
whether there is a genuine issue of material
fact; it does not weigh the evidence or decide
credibility. Fed. R. Civ. P. 56(a).
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[10] United States
Materiality

A false statement or record is material for
purposes of the False Claims Act (FCA)
if either: (1) a reasonable person would
likely attach importance to it, or (2) the
defendant knew or should have known that
the government would attach importance to
it. 31 U.S.C.A. § 3729(a)(1)(B).
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[11] United States
Materiality

When evaluating materiality under the False
Claims Act (FCA), the government's decision
to expressly identify a provision as a condition
of payment is relevant, but not automatically
dispositive. 31 U.S.C.A. § 3729(a)(1)(B).
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[12] United States
Materiality

A false promise to comply with express
conditions is material, for purposes of the
False Claims Act (FCA), if it would affect
a reasonable government funding decision
or if the defendant had reason to know it
would affect a government funding decision.
31 U.S.C.A. § 3729(a)(1)(B).

Cases that cite this headnote

[13] Federal Civil Procedure
False claims and qui tam actions

Genuine issues of material fact concerning
materiality of for-profit college's allegedly
false statement, in its program participation
agreement (PPA) with Department of
Education (DOE) for financial aid for
students, that it would keep accurate student
records precluded summary judgment for
college, in relators' qui tam action under False
Claims Act (FCA), alleging that DOE was
fraudulently induced to enter into PPA. 20
U.S.C.A. § 1094(a)(3); 31 U.S.C.A. § 3729(a)
(1)(B), (b); 34 C.F.R. § 668.14(a)(1), (b)(4).

Cases that cite this headnote

[14] United States
Materiality

Actual harm is not an element for the
materiality of a false statement, for purposes
of the False Claims Act (FCA). 31 U.S.C.A. §
3729(a)(1)(B).

3 Cases that cite this headnote

[15] Labor and Employment
Reporting or Opposing Wrongdoing; 

 Criticism and "Whistleblowing"

To recover for retaliation in violation of the
False Claims Act (FCA), a plaintiff must
prove that: (1) the plaintiff was engaged
in conduct protected by the FCA; (2) the
plaintiff's employer knew that the plaintiff
engaged in the protected activity; (3) the

employer retaliated against the plaintiff; and
(4) the retaliation was motivated solely by
the plaintiff's protected activity. 31 U.S.C.A.
§ 3730(h).

3 Cases that cite this headnote

[16] Education
Retaliation;  whistleblowing

Inability of employee of for-profit college
to participate in a meeting, which was held
without her knowledge, did not constitute
retaliation in violation of False Claims Act
(FCA), relating to employee's complaint of
college's misconduct regarding receipt of
student financial aid from Department of
Education (DOE), where the subject of the
meeting was not part of employee's job. 31
U.S.C.A. § 3730(h).

Cases that cite this headnote

[17] Education
Retaliation;  whistleblowing

Speculative assertion of employee of for-profit
college, who could not remember whether she
was paid for her work on a single Saturday,
that her Saturday pay was docked after
she complained about college's misconduct
regarding receipt of student financial aid from
Department of Education (DOE), did not
support a retaliation claim under False Claims
Act (FCA). 31 U.S.C.A. § 3730(h).

Cases that cite this headnote

[18] Education
Retaliation;  whistleblowing

Even if employee of for-profit college was
told that she would be demoted, after
she complained about college's misconduct
regarding receipt of student financial aid from
Department of Education (DOE), college was
not liable for retaliation in violation of False
Claims Act (FCA), where shortly after the
conversation, employee was assured that she
would not be demoted, and in fact she was not
demoted. 31 U.S.C.A. § 3730(h).
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Cases that cite this headnote

[19] Education
Retaliation;  whistleblowing

Even if for-profit college's offer, of a
new position for employee, was withdrawn
after employee complained about college's
misconduct regarding receipt of student
financial aid from Department of Education
(DOE), college was not liable for retaliation
in violation of False Claims Act (FCA), in
absence of evidence that the new position
would have had an increase in salary or other
advantages. 31 U.S.C.A. § 3730(h).

Cases that cite this headnote

[20] Labor and Employment
Reporting or Opposing Wrongdoing; 

 Criticism and "Whistleblowing"

Labor and Employment
Refusal to Engage in Wrongdoing

Missouri recognizes a very narrowly drawn
public policy exception to at-will employment,
under which an at-will employee may not be
terminated for refusing to perform an illegal
act or reporting wrongdoing or violations of
law to superiors or third parties.

Cases that cite this headnote

[21] Labor and Employment
Constructive discharge

Constructive discharge occurs under Missouri
law when an employer deliberately renders an
employee's working conditions so intolerable
that the employee is forced to quit his or
her job; the working conditions must be such
that a reasonable person would find them
intolerable.

Cases that cite this headnote

[22] Labor and Employment
Constructive discharge

Constructive discharge under Missouri law
requires more than a single incident; rather,
the claim requires proof of a continuous
pattern of discriminatory treatment.

Cases that cite this headnote

[23] Education
Grounds in general

Even if for-profit college's offer of new
position for employee was withdrawn
after employee complained about college's
misconduct regarding receipt of student
financial aid from Department of Education
(DOE), alleged withdrawal of offer did
not create objectively intolerable working
conditions, as would be required for college's
liability under Missouri law for constructive
discharge in violation of public policy.

Cases that cite this headnote

[24] Labor and Employment
Protected activities

To demonstrate wrongful discharge in
violation of Missouri law, an employee must
show that he reported to superiors or to
public authorities serious misconduct that
constitutes a violation of the law and of
well established and clearly mandated public
policy.

1 Cases that cite this headnote

[25] Labor and Employment
Protected activities

To support a claim under Missouri law for
wrongful discharge in violation of public
policy, the employee's reported violation of
law must be based on explicit authority such
as a constitutional provision, a statute, a
regulation based on a statute, or a rule
promulgated by a governmental body.

2 Cases that cite this headnote

[26] Labor and Employment
Public policy considerations in general
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For a claim under Missouri law for wrongful
discharge in violation of public policy, a vague
or general statute, regulation, or rule cannot
be successfully pled as public policy, because
it would force the court to decide on its own
what public policy requires.

1 Cases that cite this headnote

[27] Education
Grounds in general

Federal regulations governing for-profit
college's receipt of funds from Department
of Education (DOE) for financial aid to
students, making an educational institution
liable for improperly spent or unspent funds
and stating that an educational institution is
a fiduciary that is subject to highest standard
of care and diligence, did not involve clear
public policy, as would be required to support
college employee's claim under Missouri
law for wrongful discharge in violation of
public policy; rather, regulations offered only
general standards. 34 C.F.R. §§ 668.14(b)(25),
668.82(a, b).

1 Cases that cite this headnote

[28] Education
Grounds in general

Federal regulation governing for-profit
college's receipt of funds from Department
of Education (DOE) for financial aid
to students, requiring compliance with all
relevant statutes and regulations, was too
vague to support a clearly mandated public
policy, as would be required to support
college employee's claim under Missouri law
for wrongful discharge in violation of public
policy. 34 C.F.R. § 668.14(b)(1).

1 Cases that cite this headnote

*497  Appeal from United States District Court for the
Western District of Missouri-Kansas City, Nanette K.
Laughrey, J.

Attorneys and Law Firms

Matthew V. Bartle, Bartle & Marcus LLC, Kansas City,
MO, argued (David L. Marcus, Bartle & Marcus LLC,
Kansas City, MO, Gene P. Graham, Bryan T. White,
White Graham Buckley & Carr, LLC, Independence, MO,
on the brief), for appellants.

Steven M. Gombos, Ritzert & Leyton, P.C., Fairfax, VA,
argued ( *498  Matthew T. Geiger, Geiger Prell, LLC,
Overland Park, KS, on the brief), for appellee.

Benjamin L. Mizer, Principal Deputy Asst. Atty. Gen.,
Michael S. Raab, Charles W. Scarborough, Appellate
Staff, Civ. Div., U.S. Dept. of Justice, Washington,
DC, Tammy Dickinson, U.S. Atty., Kansas City, MO,
for amicus curiae United States of America supporting
appellants.

Before SMITH, BENTON, and SHEPHERD, Circuit
Judges.

Opinion

BENTON, Circuit Judge.

Chickoiyah Yehnee Miller and Cathy Lynn Sillman
filed a qui tam False Claims suit against Heritage
College, alleging it fraudulently induced the Department
of Education (DOE) to provide funds by falsely promising
to keep accurate student records. Each relator also
alleged retaliation under the FCA and wrongful discharge
under state law. The district court granted summary
judgment to Heritage. Relators appealed, except on
Sillman's retaliation claim. The Supreme Court vacated
this court's earlier opinion. Weston Educ., Inc. v. United
States ex rel. Miller, ––– U.S. ––––, 136 S.Ct. 2505, 195
L.Ed.2d 836 (2016), vacating United States ex rel. Miller v.
Weston Educ., Inc., 784 F.3d 1198 (8th Cir. 2015). Having
jurisdiction under 28 U.S.C. § 1291, this court reverses
and remands the FCA claim, and affirms the employment
claims.

I.

Heritage, a for-profit college, signed a Program
Participation Agreement (PPA) with the DOE to
participate in programs under Title IV of the Higher
Education Act of 1965. See 20 U.S.C. §§ 1070–1099d
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(2012) (providing federal financial assistance to eligible

post-secondary students). 1  Under the PPA, Heritage
and its students submit applications for specific federal
grants, loans, or scholarships. Around 97% of Heritage
students receive Title IV aid, accounting for about 90%
of gross tuition. From 2009 to 2012, the DOE disbursed
$32,817,727 to Heritage.

The PPA obligates Heritage to “establish and maintain
such administrative and fiscal procedures and records
as may be necessary to ensure proper and efficient
administration of funds.” See also 20 U.S.C. § 1094(a)
(3) (same language); 34 C.F.R. § 668.14(b)(4) (same
language). This includes “[d]ocumentation” of each
student's eligibility and of any refunds due on behalf of
the student. 34 C.F.R. § 668.24(c)(iii)–(iv). To be eligible
for funds, a student must make “satisfactory progress.” Id.
§§ 668.32(f), 668.34. SP is measured by cumulative grade
point average. See Heritage Coll., ABHES Institutional
Self–Evaluation Report 72 (2007) (noting student must
attain 70% GPA by end of program to make SP). Refunds
to the DOE may be due when a student withdraws,
depending on how much of a program the student
completed. See 34 C.F.R. § 668.22(e) (noting no refund
required if student completes 60% or more of program).
Withdrawal is determined by the “last date of academic
attendance.” Id. § 668.22(b)(1).

Relators, both former Heritage employees, claim that
Heritage altered grade and attendance records from
2006 to 2012 to ensure students made SP and to avoid
refunds, thereby maximizing Title IV funds. Miller saw an
administrator increase student grades without instructor
knowledge or consent, erasing the grades *499  in a
paper grade book and replacing them. She identifies
a number of her own students—from before and after
the signing of the PPA—whose transcripts reflect higher
grades than she awarded. She saw administrators alter
attendance records to mark absent students as present. At
meetings in 2009 and 2010, Miller heard administrators
discuss keeping students at Heritage long enough to
get all Title IV funds possible. Two other program
managers testified that administrators ordered them to go
through instructor grade books and change failing grades
to passing. Other Heritage employees and instructors
witnessed or participated in altering grade and attendance
records, before and after the signing of the PPA. For the
purpose of summary judgment, Heritage does not dispute
it altered records.

In December 2010, Relators complained to Heritage
about this and other alleged misconduct. Heritage
fired Sillman on December 27, 2010, citing poor
job performance and interpersonal skills. Miller quit
on January 7, 2011, claiming that she had been
excluded from meetings, removed as program manager,
refused a previously-offered employment position, docked
Saturday pay, and threatened with termination.

Relators filed a qui tam FCA action, alleging numerous
theories of FCA liability. The federal government declined
to intervene. Relators added claims for retaliation under
the FCA and wrongful discharge under Missouri law.
The court granted summary judgment to Heritage on all
claims. Relators appeal on one theory of FCA liability,
fraudulent inducement. They also appeal the judgments
on wrongful discharge and Miller's retaliation claim.

II.

[1]  [2] Relators claim that Heritage committed
fraudulent inducement by signing the PPA without
intending to maintain “records as may be necessary to
ensure proper and efficient administration of funds.”
The district court held Heritage did not promise to keep
perfect records and any promise was not material to the
disbursement of funds. This court reviews de novo a grant
of summary judgment. Torgerson v. City of Rochester,
643 F.3d 1031, 1042 (8th Cir. 2011) (en banc). Summary
judgment is proper when “there is no genuine dispute as to
any material fact and the movant is entitled to judgment as
a matter of law.” Fed. R. Civ. P. 56(a). A court “must view
the evidence in the light most favorable to the opposing
party” and draw “reasonable inferences” in favor of that
party. Tolan v. Cotton, ––– U.S. ––––, 134 S.Ct. 1861,
1866, 1868, 188 L.Ed.2d 895 (2014) (per curiam) (internal
quotation marks omitted).

[3] The FCA makes liable anyone who “knowingly
makes, uses, or causes to be made or used, a false record
or statement material to a false or fraudulent claim.”
31 U.S.C. § 3729(a)(1)(B). Under fraudulent inducement,
FCA liability attaches to “each claim submitted to the
government under a contract so long as the original
contract was obtained through false statements or
fraudulent conduct.” In re Baycol Prods. Litig., 732 F.3d
869, 876 (8th Cir. 2013), citing United States ex rel. Marcus
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v. Hess, 317 U.S. 537, 543–44, 552, 63 S.Ct. 379, 87 L.Ed.
443 (1943) (finding contractors liable under FCA for all
claims submitted under government contract obtained
by collusive bidding). Accord United States v. United
Techs. Corp., 626 F.3d 313, 320 (6th Cir. 2011) (“False
statements underlying multi-year contracts generate a
stream of related invoices and cause the government to
pay all of the invoices related to the contract.”); United
States ex rel. Longhi v. United States, 575 F.3d 458,
468 (5th Cir. 2009) (“[A]lthough the Defendants' *500
subsequent claims for payment made under the contract
were not literally false, [because] they derived from the
original fraudulent misrepresentation, they, too, became
actionable false claims.” (second alteration in original)
(internal quotation marks omitted)); United States ex
rel. Hendow v. Univ. of Phoenix, 461 F.3d 1166, 1173
(9th Cir. 2006) (“[L]iability will attach to each claim
submitted to the government under a contract, when
the contract ... was originally obtained through false
statements or fraudulent conduct.”); United States ex
rel. Main v. Oakland City Univ., 426 F.3d 914, 916 (7th
Cir. 2005) (“If a false statement is integral to a causal
chain leading to payment, it is irrelevant how the federal
bureaucracy has apportioned the statements among layers
of paperwork.”); Harrison v. Westinghouse Savannah
River Co., 176 F.3d 776, 788 (4th Cir. 1999) (stating “any
time a false statement is made in a transaction involving a
call on the U.S. fisc, False Claims Act liability may attach”
even if “the claims that were submitted were not in and of
themselves false”). See also United States v. Neifert–White
Co., 390 U.S. 228, 232, 88 S.Ct. 959, 19 L.Ed.2d 1061
(1968) (noting FCA “was intended to reach all types of
fraud, without qualification, that might result in financial
loss to the Government”).

[4] Fraudulent inducement requires a plaintiff to show:
(1) the defendant made a “false record or statement”;
(2) the defendant knew the statement was false; (3) the
statement was material; and (4) the defendant made a
“claim” for the government to pay money or forfeit money
due. See Baycol, 732 F.3d at 875–76 (“[A] claim alleging
fraud in the inducement of a government contract does
focus on the false or fraudulent statements which induced
the government to enter into the contract at the outset.”);
United States ex rel. Vigil v. Nelnet, Inc., 639 F.3d 791,
796, 799 (8th Cir. 2011) (requiring materiality). At issue is
whether Heritage made a knowingly false statement, and
whether it was material.

A.

Relators claim that Heritage falsely stated it would keep
accurate student records. Heritage argues that the PPA
does not require the maintenance of these specific grading
and attendance records.

[5]  [6] For a statement to be knowingly false, a person
must have “actual knowledge of the information,” or act
in “deliberate ignorance” or “reckless disregard” of the
truth or falsity of the information. 31 U.S.C. § 3729(b).
“Innocent mistakes and negligence are not offenses under
the Act. In short, the claim must be a lie.” United States
ex rel. Onnen v. Sioux Falls Indep. Sch. Dist. No. 49–5,
688 F.3d 410, 413 n.2 (8th Cir. 2012). A defendant's
“reasonable interpretation of any ambiguity inherent in
the regulations belies the scienter necessary to establish a
claim of fraud.” United States ex rel. Ketroser v. Mayo
Found., 729 F.3d 825, 832 (8th Cir. 2013).

[7] By executing the PPA, Heritage represented it
would “establish and maintain such administrative and
fiscal procedures and records as may be necessary to
ensure proper and efficient administration of funds.” To
demonstrate this promise was false, it is not enough to
show that Heritage did not comply with the PPA; Relators
must show that Heritage, when signing the PPA, knew
accurate grade and attendance records were required, and
that Heritage intended not to maintain those records. See
Main, 426 F.3d at 917 (“[I]f the University knew about
the rule and told the [DOE] that it would comply, while
planning to do otherwise, it is exposed *501  to penalties
under the False Claims Act.”).

[8] Relators point to the following evidence of Heritage's
pre-PPA knowledge and intent. First, they note that
Heritage's own policy states, “It is vitally important
that the school maintain accurate student records. We
are responsible to the state, the accrediting agency, the
U.S. Department of Education .... Student records must
be accurate and complete. We must be able to create
and keep records of all student's enrollment activities,
academic achievement, and financial activities.” Heritage
Coll. Heritage Inst., Student Records Operation Manual
3 (2007). They further note that Heritage knew it must
keep “[d]ocumentation” of student eligibility and refunds,
see 34 C.F.R. § 668.24(c)(iii)–(iv), to which grade and
attendance records are necessary. Relators emphasize
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a federal regulation providing, “Falsification of any
document received from a student or pertaining to a
student's eligibility for assistance under” Title IV is an
example of fraud that “cause[s] misuse and the likely
loss of Title IV, HEA program funds.” § 668.83(c)(2)(iii)
(A). While this regulation addresses when DOE can take
emergency action, a reasonable jury could find it shows
Heritage's understanding of what records are “necessary

to ensure proper and efficient administration of funds.” 2

Second, Relators highlight a pattern of record
falsification. The district court found, “Relators have
presented evidence of numerous instances where Heritage
administrators changed a student's failing grade to a
passing grade without the instructor's knowledge and
consent or instructed a teacher to change a failing grade to
a passing grade.” It also found, “Relators have submitted
evidence of numerous instances where students were
awarded attendance hours when they apparently did not
physically attend class.” For example, two instructors
at Heritage before the PPA's execution, Rebecca Boom
and Leanne Smith, testified that administrators ordered
some students' grades changed from failing to passing.
Boom also testified she gave, under orders from Heritage
administrators, at least 25 to 30 students attendance when
they did not fulfill the requirements. She saw another
administrator do the same. The director of education in
early 2006, Allison Bilbrey, said that there was a pattern
of Heritage employees falsifying grades and attendance
records (including the last date of attendance). Student
Danielle L. Kimball declared that her attendance record
reflects false hours throughout 2008 and 2009. Student
Lonnie T. Black swore that his transcript has passing
grades for multiple classes that he failed, and that he was
often given attendance for days he was not in class. Miller
declared Heritage regularly altered records, and highlights
9 pre-PPA students whose grades were increased without
her knowledge and 7 whose attendance records were
altered multiple times. She testified that in 2008 and
2009 she saw more than 50 instances of administrators
adding attendance for absent students by writing on
the roster before it was electronically recorded. Heritage
admitted that altered attendance resulted in *502  some
students remaining in school when they should have been
withdrawn and a refund calculated.

Relators also call attention to records falsified in 2009
to 2012, after the PPA was signed. Miller witnessed
Heritage's new director of education erase the grades of

an entire class from the instructor's paper grade book,
and replace them. She identifies several other students
whose grade or attendance records were altered. Program
manager Shana Hopke recalled multiple meetings where
Heritage administrators told all program managers to
go through instructor grade books and change failing
grades to passing. Hopke changed several students' grades
by erasing and replacing them in the paper book, and
saw an administrator, multiple times, do the same.
She also testified that hundreds of attendance records
were falsified. Program manager Tesse Graham resigned
because twice she was ordered to go through instructor
grade books and increase grades below 70%. Instructors
Linda Glover, Mindy Hattey, Rena Keller, and Territa
Smith, as well as administrator Jenny Caruso, stated
that administrators awarded attendance when a student
was not in class and did not complete work in makeup
time. Glover identified several students whose grades were
increased without her knowledge, and Territa Smith said
an administrator routinely asked her to increase grades
from failing to passing (which she did a couple of times).
Relators argue that the pre- and post-PPA pattern of
altered records indicates Heritage intended to manipulate
Title IV funding. Heritage denies this intent, but offers no
other reason for changing the records.

Third, Relators point to evidence that Heritage aimed
to maximize its Title IV funding. One instructor testified
that, between September 2007 and September 2009,
Heritage administrators “made it clear in a couple of
staff meetings that basically they were receiving funds
from the federal government for every butt that was in
the seat and it was very important that we keep butts in
the seat.” Another instructor swore that administrators
explicitly linked student attendance and financial aid, and
that retention efforts (including daily calls from multiple
Heritage employees) were geared toward getting a student
through 60% of the program so the student would not
lose financial aid. (No refunds to DOE are required if a
student completes 60% of the program.) In 2009 and 2010,
Miller heard administrators discuss “the importance of
retaining students as long as possible in order to receive
the maximum amount of federal student loan funds” and
that “the goal was to keep students long enough to grab
the entire amount of tuition paid for by their federal
student loan funds.”

[9] Based on this evidence, a reasonable jury could find
that Heritage knew it had to keep accurate grade and
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attendance records and intended not to do so. True, that
none of the identified altered records impacted Title IV
disbursements or refunds undermines Relators' evidence
of intent. So does the fact that most of Relators' examples
of altered records come after the signing of the PPA. But
at summary judgment this court examines whether there
is a genuine issue of material fact; it does not weigh the
evidence or decide credibility. Tolan, 134 S.Ct. at 1866.
Viewed favorably to Relators, Heritage's policy and its
agreement to comply with certain Title IV regulations
show that it knew that accurate grade and attendance
records were necessary to administer funds; it had a
pattern of altering records, both before and after signing
the PPA; and it aimed to maximize Title IV funds.
See id. at 1866, 1868 (noting evidence and reasonable
inferences are *503  viewed in favor of nonmoving party).
The district court acknowledges that Relators' evidence
“gives rise to the possibility that some of the inaccurate
attendance hours were recorded in order to delay the
student's effective withdrawal date, and thereby increase
the amount of federal aid that Heritage could retain.”
There is a dispute of material fact whether, when signing
the PPA, Heritage intended to manipulate its records in
order to impede the proper administration of funds, and
thus whether Heritage made a false promise to the DOE.

The district court found otherwise because “Heritage did
not explicitly promise to prohibit administrators from
changing student grades or to only award grades given by
instructors. Nor did Heritage promise to maintain perfect
attendance records that, in every instance, are based on the
student's physical presence in the classroom.” Relators cite
no regulation establishing specific attendance or grading
policies. But the grade and attendance records Heritage
kept are “necessary to ensure the proper and efficient
administration of funds”: They determine eligibility (and
thus disbursements) and refunds. See 34 C.F.R. §§
668.34 (noting GPA determines SP, which determines
eligibility), 668.22(b) (setting withdrawal date as “last date
of academic attendance as determined by the institution
from its attendance records”). While not every grade
or day of attendance impacts funding, the DOE cannot
determine whether funds were properly administered if
records are inaccurate. Heritage, for the purpose of this
appeal, does not dispute that it falsified these records. It
does not argue that it acted in accordance with legitimate
grade and attendance policies, or only falsified records
that could not impact Title IV funding. Because there is
a dispute of material fact about how Heritage understood

its obligations and whether it intended to comply with
the PPA, the district court erred in granting summary
judgment.

B.

Heritage asserts that the falsified grade and attendance
records did not cause improper disbursement or retention
of Title IV funds, and thus were not material to
government funding decisions. The district court agreed
that any false statement by Heritage about recordkeeping
was not material.

[10]  [11]  [12] A false statement or record is “material”
for FCA purposes if either (1) a reasonable person
would likely attach importance to it or (2) the defendant
knew or should have known that the government would
attach importance to it. See United Health Servs., Inc.
v. United States ex rel. Escobar, ––– U.S. ––––, 136

S.Ct. 1989, 2002–03, 195 L.Ed.2d 348 (2016). 3  “[W]hen
evaluating materiality under the False *504  Claims
Act, the Government's decision to expressly identify a
provision as a condition of payment is relevant, but not
automatically dispositive.” Id. at 2003. Under Escobar,
a false promise to comply with express conditions is
material if it would affect a reasonable government
funding decision or if the defendant had reason to know
it would affect a government funding decision.

Heritage focuses on the link between individual falsified
records and specific Title IV disbursements or refunds.
This focus conflates theories of liability, and ignores
Baycol and cases from the other circuits. As noted,
fraudulent inducement examines the false statements that
induced the government to enter the contract—liability
for the specific claims for payment attaches “so long as the
original contract was obtained through false statements or
fraudulent conduct.” Baycol, 732 F.3d at 875–76 (rejecting
that plaintiff must tie “allegations of [defendant's] fraud
to specific fraudulent claims for payment,” and attaching
liability to every claim submitted under fraudulently
induced contract). Accord United Techs. Corp., 626 F.3d
at 320; Longhi, 575 F.3d at 468; Hendow, 461 F.3d at
1173; Main, 426 F.3d at 916; Harrison, 176 F.3d at
788. Materiality depends on whether Heritage's promise
to maintain accurate grade and attendance records
influenced the government's decision to enter into its
relationship with Heritage.
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[13] Construing the evidence most favorably to Relators,
Heritage's promise influenced the government's decision.
The government expressly conditioned Heritage's
participation in Title IV on compliance with the
recordkeeping requirement. While conditioning is not
“automatically dispositive” of materiality, it is “relevant”
to materiality. See Escobar, 136 S.Ct. at 2003. Here, the
government imposed the condition in three ways. First,
to be eligible for Title IV an institution “shall” enter into
a PPA that “shall condition the initial and continuing
eligibility of an institution to participate in a program
upon compliance with” certain requirements, including
that the “institution will establish and maintain such
administrative and fiscal procedures and records as may
be necessary to ensure proper and efficient administration
of funds.” 20 U.S.C. § 1094(a) (emphases added).

Second, a federal regulation specifies:

An institution may participate in
any Title IV, HEA program ...
only if the institution enters into
a written program participation
agreement with the Secretary ....
A program participation agreement
conditions the initial and continued
participation of an eligible
institution in any Title IV,
HEA program upon compliance
with the provisions of this
part [including maintaining records
necessary to ensure proper and
efficient administration of funds].

34 C.F.R. § 668.14(a)(1), (b)(4) (emphases added).
Third, the PPA incorporates the same recordkeeping
requirement: “The execution of this Agreement by the
Institution and the Secretary is a prerequisite to the
Institution's initial or continued participation in any Title
IV, HEA Program.” (emphasis added).

In addition to this triple conditioning, the significance of
the requirement and the government's acts show that the
recordkeeping promise was material. Heritage promised
to “maintain such ... records as may be necessary to
ensure proper and efficient administration of funds.” A

reasonable person would attach importance to a promise
to do what is necessary to ensure funds go where they
are supposed to go. See Escobar, 136 S.Ct. at 2002–
03, quoting Restatement (Second) of Torts § 538, at 80.
The government's acts confirm that it cares about the
promise at *505  issue: The DOE relies on school-
maintained records to monitor regulatory compliance.
See, e.g., LA LAN 2000 Comput. Training Ctr., U.S.
Dep't of Educ., No. 0550SP, 2010 WL 3514127, at *2–
4 (Aug. 20, 2010); DeMarge Coll., U.S. Dep't of Educ.,
No. 0439SP, 2009 WL 2906470, at *4–5 (July 31, 2009).
When colleges do not adhere to this promise, there are
consequences. As Relators argue (and Heritage admits
for purposes of summary judgment), the DOE sometimes
terminates otherwise eligible institutions for falsifying
student attendance and grade records. The government's
reliance on colleges' accurate recordkeeping shows the
importance of Heritage's initial promise to maintain
accurate records. For purposes of summary judgment,
Heritage's promise to keep accurate records was material.

[14] To the extent Heritage asserts that its statements,
even if false, did not cause any actual harm, this is not an
element of materiality. See Baycol, 732 F.3d at 877 (not
requiring proof that fraudulently induced contract caused
government to pay more for pills than it would have
otherwise). See also id. at 880–81 (Loken, J., dissenting)
(discussing when damages are warranted); United States
ex rel. Feldman v. van Gorp, 697 F.3d 78, 87–88, 91,
93 (2d Cir. 2012) (finding false statements material to
grant renewals, and addressing government's receipt of
qualitatively different program under damages); United
Techs. Corp., 626 F.3d at 320, 322 (finding false statements
material but noting government is not entitled to damages
if it received fair market value); Longhi, 575 F.3d at 472–
73 (finding liability for fraudulently induced grant even
though defendant produced satisfactory product, and
awarding as damages the full amount paid). Cf. United
States ex rel. Sanders v. Am.–Amicable Life Ins. Co. of
Tex., 545 F.3d 256, 259 (3d Cir. 2008) (“[A] party can be
subject to FCA liability (i.e. civil penalties) even where
the government suffers no monetary injury.”); Harrison,
176 F.3d at 785 n.7 (“[T]here is no requirement that
the government have suffered damages as a result of the
fraud.”). The court erred in ruling Heritage's promise was
not material to the government's disbursement decisions.
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III.

Miller claims that Heritage retaliated against her in four
ways: (1) exclusion from meetings, (2) demotion, (3)
docking of Saturday pay, and (4) withdrawal of an offer

for a career services position. 4  The district court granted
summary judgment to Heritage, finding that Miller failed
to prove it engaged in retaliatory conduct.

[15] The FCA provides a cause of action to an employee
that is “discharged, demoted, suspended, threatened,
harassed, or in any other manner discriminated against
in the terms and conditions of employment because
of lawful acts done by the employee ... in furtherance
of an [FCA] action.” 31 U.S.C. § 3730(h) (providing
for reinstatement, backpay, and special damages for
retaliated-against employee). “[A] plaintiff must prove
that (1) the plaintiff was engaged in conduct protected
by the FCA; (2) the plaintiff's employer knew that the
plaintiff engaged in the protected activity; (3) the employer
retaliated against the plaintiff; and (4) the retaliation
was motivated solely by the plaintiff's protected activity.”
*506  Schuhardt v. Washington Univ., 390 F.3d 563, 566

(8th Cir. 2004). 5

[16]  [17] The district court did not err in finding that
Heritage's actions were not retaliatory. Although one
meeting was held without Miller's knowledge, the subject
of the meeting was not part of her job and she concedes
she was not excluded. Miller's claim that she was denied
Saturday pay is speculative: It is based on a single day
when Miller cannot recall if she was paid or not. This is
insufficient to support a claim for retaliation.

[18] Miller asserts she was demoted because she was told
by two Heritage administrators that she would no longer
be a program manager and should focus on getting her
degree. Shortly after this conversation, the vice president
assured Miller that it was “not true,” there would be no
change in her position, and she did not need a degree.
The district court noted that Miller was not demoted: Her
salary and her job responsibilities did not change, and no
demotion was formalized or put in writing. Miller argues
that even if she was not demoted, being told that she
would be is still retaliation—presumably as a “threat[ ]” or
“harass[ment].” Miller does not explain why this qualifies
as a threat or harassment when she was soon told she
would not be demoted and experienced no adverse impact

(for example, no decrease in pay). Miller argues that
Heritage failed to prove her job was not taken away, but
the burden is on Miller to show retaliatory conduct. See
Schuhardt, 390 F.3d at 566.

[19] Miller also claims that Heritage offered her a new
position with career services, but withdrew the offer after
she complained about fraud. Miller fails to explain, and
cites no authority, that this constitutes harassment or
discrimination in the terms of conditions of employment.
Although she seems to dispute that this would have been
a lateral move, Miller argues no advantages or increase
in salary for the career services position. She asserts that
without the career services position, she effectively had
no job. As discussed, however, she has not demonstrated
she was removed as program manager. The district court
properly dismissed Miller's retaliation claim based on her
failure to demonstrate retaliatory action by Heritage.

IV.

[20] Miller and Sillman both claim that they were
wrongfully discharged. Missouri recognizes a “very
narrowly drawn” public policy exception to at-will
employment. Frevert v. Ford Motor Co., 614 F.3d 466, 471
(8th Cir. 2010), quoting Margiotta v. Christian Hosp. Ne.
Nw., 315 S.W.3d 342, 346 (Mo. banc 2010). “An at-will
employee may not be terminated for refusing to perform
an illegal act or reporting wrongdoing or violations of law
to superiors or third parties.” Margiotta, 315 S.W.3d at
346.

A.

[21]  [22] Miller claims she was constructively
discharged. She resigned on January 7, 2011.
“Constructive discharge occurs *507  when an employer
deliberately renders an employee's working conditions
so intolerable that the employee is forced to quit his
or her job.... [T]he working conditions must be such
that a reasonable person would find them intolerable.”
Wallingsford v. City of Maplewood, 287 S.W.3d 682, 686
(Mo. banc 2009) (internal quotation marks omitted),
citing Gamber v. Mo. Dep't of Health & Senior Servs., 225
S.W.3d 470, 477 (Mo. App. 2007). Constructive discharge
“requires more than a single incident; rather, the claim

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_f383000077b35
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2005668777&pubNum=0000506&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_506_566&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_566
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2005668777&pubNum=0000506&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_506_566&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_566
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2005668777&pubNum=0000506&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_506_566&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_566
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022560362&pubNum=0000506&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_506_471&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_471
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2022560362&pubNum=0000506&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_506_471&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_471
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2021323371&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_346&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_346
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2021323371&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_346&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_346
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2021323371&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_346&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_346
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2021323371&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_346&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_346
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2019252493&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_686&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_686
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2019252493&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_686&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_686
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2012402146&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_477&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_477
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2012402146&pubNum=0004644&originatingDoc=I26f085b0966111e6b8b9e1ce282dafae&refType=RP&fi=co_pp_sp_4644_477&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_4644_477


United States ex rel. Miller v. Weston Educational, Inc., 840 F.3d 494 (2016)

336 Ed. Law Rep. 699, 41 IER Cases 1287

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 12

requires proof of a continuous pattern of discriminatory
treatment.” Id.

[23] A reasonable person would not find Miller's working
conditions intolerable: She was not demoted, did not
receive a reduction in salary, was not excluded from
meetings, and did not lose any job responsibilities. There
is no evidence she would have experienced these actions
had she not resigned. While Miller was denied the career
services position, she does not explain why this creates
objectively intolerable working conditions. See Gamber,
225 S.W.3d at 479 (finding that informing plaintiff of
inability to transfer to another county did not render
conditions intolerable). The district court did not err in
dismissing Miller's wrongful discharge claim.

B.

Heritage terminated Sillman on December 27, 2010.
Sillman claims she was wrongfully discharged because she
reported misconduct. The district court found Sillman
failed to demonstrate that the reported misconduct
violated any law or clear public policy.

[24]  [25]  [26] To demonstrate wrongful discharge, a
plaintiff “must show that he reported to superiors or
to public authorities serious misconduct that constitutes
a violation of the law and of well established and
clearly mandated public policy.” Frevert, 614 F.3d at
471, quoting Margiotta, 315 S.W.3d at 347. The reported
violation must be based on “explicit authority” such as “a
constitutional provision, a statute, a regulation based on
a statute or a rule promulgated by a governmental body.”
Id., quoting Margiotta, 315 S.W.3d at 346. “[I]t must
affirmatively appear from the face of the petition that
the legal provision in question involves a clear mandate
of public policy.” Id. (internal quotation marks omitted).
“A vague or general statute, regulation, or rule cannot be
successfully pled under the at-will wrongful termination
theory, because it would force the court to decide on its
own what public policy requires.” Margiotta, 315 S.W.3d
at 346. See also Fleshner v. Pepose Vision Inst., P.C., 304
S.W.3d 81, 96 (Mo banc. 2010) (“Public policy is not to be
determined by the varying personal opinions and whims of
judges or courts ....” (internal quotation marks omitted)).

Sillman sent a letter to Heritage on December 16,
2010, reporting that Heritage was failing to “return any

remaining financial aid funds over to students” and failing
to “tell the students they exist.” The letter claimed that
this “goes beyond innocent mistakes and crosses the line
into student loan fraud that may get someone in very
bad trouble.” (The letter reported three other purportedly
unlawful practices, which Sillman does not discuss on
appeal.) The letter did not address falsification of grade or
attendance records.

[27] Heritage argues that Sillman links the reported
misconduct to legal violations for the first time on appeal.
But Sillman's complaint cited numerous “explicit *508

authorit[ies].” 6  Frevert, 614 F.3d at 471. On appeal,
Sillman points to 34 C.F.R. § 668.14(b)(25) (2010), which
provides that an institution is liable for “[i]mproperly
spent or unspent funds,” and § 668.82(a)-(b), which
provides that an institution is a fiduciary subject to “the
highest standard of care and diligence.” These provisions
do not involve clear public policy: Both offer only
general standards. Compare Margiotta, 315 S.W.3d at 348
(finding regulation providing “patient has the right to
receive care in a safe setting” is too vague to support
clear public policy), with Boyle v. Vista Eyewear, Inc., 700
S.W.2d 859, 876 (Mo. App. 1985) (requiring eyeglasses
manufacturers to harden and test eyeglasses mandates
clear public policy). Further, Sillman has not shown how
the reported misconduct violates these two regulations.
See Bazzi v. Tyco Healthcare Grp., 652 F.3d 943, 948
(8th Cir. 2011) (noting public policy exception does not
extend to “complaints about acts or omissions [plaintiff]
subjectively believes to be violations of the law or public
policy”).

[28] Sillman argues that there “should be no doubt that
stealing student loan money is serious misconduct that
violates the law and public policy.” She points to 34
C.F.R. § 668.14(b)(1) (2010), which requires compliance
with all relevant statutes and related regulations of Title
IV. It is insufficient to claim “theft” or violation of
unspecified Title IV regulations, and § 668.14(b)(1) is
too vague to support clearly mandated public policy.
See Frevert, 614 F.3d at 471–72, citing Link v. K–Mart
Corp., 689 F.Supp. 982, 985 (W.D. Mo. 1988) (finding
references to “theft” without “implicat[ing]” any statute
are insufficient to establish clear public policy), and
Adolphsen v. Hallmark Cards, Inc., 907 S.W.2d 333, 338
(Mo. App. 1995) (holding violation of “federal safety
regulations” without specifying which ones is insufficient).
The Dunn v. Enterprise case relied upon by Sillman does
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not suggest otherwise, as the plaintiff there relied upon
specific regulations detailing the form and content of
filings with the Securities and Exchange Commission.
Dunn v. Enter. Rent–A–Car Co., 170 S.W.3d 1, 8 (Mo.
App. 2005) (finding Securities Act of 1933 and Securities
Exchange Act of 1934 establish clearly mandated public
policy). The district court did not err in dismissing
Sillman's wrongful discharge claim.

* * * * * * *

The judgment is reversed in part and affirmed in part,
and the case remanded for proceedings consistent with this
opinion.

All Citations

840 F.3d 494, 336 Ed. Law Rep. 699, 41 IER Cases 1287

Footnotes
1 Except where otherwise noted, all citations are to Title IV statutes and regulations in effect when Heritage signed the

PPA in February 2009. Citation to the FCA is to the current version, except where otherwise noted.

2 Relators argue falsification of records is inconsistent with Heritage's fiduciary duty to administer Title IV funds with “the
highest standard of care and diligence.” 34 C.F.R. § 668.82. However, Relators fail to argue how Heritage's knowledge
of this general duty shows Heritage's pre-PPA knowledge and intent for the types of alterations made here. Relators also
point to several statements of fact that were uncontroverted on summary judgment. These statements reflect Heritage's
current litigation position and do not reveal Heritage's pre-PPA knowledge or policies.

3 In May 2009, Congress amended the relevant FCA provision. Previously, a person was liable for knowingly making a
false statement “to get a false or fraudulent claim paid or approved by the Government.” 31 U.S.C. § 3729(a)(2) (2006)
(amended 2009). Now, a person is liable for knowingly making a false statement “material to a false or fraudulent claim.”
§ 3729(a)(1)(B), 123 Stat. 1617, 1621 (2009). The amended statute applies to conduct after the date of amendment,
except that § 3729(a)(1)(B) applies to claims pending on or after June 7, 2008. § 3729 note (Effective Date of 2009
Amendment), 123 Stat. at 1625. Both versions require materiality. See Vigil, 639 F.3d at 799. Heritage suggests that
this case is governed by the pre-amendment case law on materiality. Escobar makes clear that the FCA's materiality
requirements are similar throughout. See Escobar, 136 S.Ct. at 2002–03 (declining to resolve whether an FCA materiality
requirement was governed by statute or common law because identical principles applied). Heritage's recordkeeping
promise in the PPA is material under either the pre- or post-amendment standard.

4 In her statement of facts and discussion of wrongful discharge, Miller also asserts that she was threatened with
termination. Miller does not provide any detail of this alleged threat—for example, who made it, when it was made, and
what was said—or cite to the record.

5 To establish the standard for retaliatory conduct, Miller cites a Ninth Circuit case holding that an employer's action is
not retaliation under the FCA unless it would be an adverse action under Title VII. See Moore v. Cal. Inst. of Tech. Jet
Propulsion Lab., 275 F.3d 838, 847–48 (9th Cir. 2002). This court has cited Title VII case law when examining FCA
retaliation. See, e.g., Townsend v. Bayer Corp., 774 F.3d 446, 457 (8th Cir. 2014), citing Torgerson, 643 F.3d at 1046.
But Miller cites no case where this court adopts the Title VII standard for FCA retaliation claims. Miller also fails to explain
how Heritage's actions are adverse actions under Title VII.

6 This court does not consider 34 C.F.R. § 685.309(g), which was not in Sillman's complaint or raised before the district
court. See Holland v. Sam's Club, 487 F.3d 641, 644 (8th Cir. 2007) (noting this court ordinarily does not consider
arguments raised for the first time on appeal).

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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851 F.3d 384
United States Court of Appeals,

Fifth Circuit.

Kenneth W. ABBOTT; Food & Water
Watch, Incorporated, Plaintiffs-Appellants

v.
BP EXPLORATION & PRODUCTION,

INCORPORATED; BP America, Incorporated;
BP P.L.C.; BP Products North America,

Incorporated, Defendants-Appellees

No. 16-20028
|

Filed March 14, 2017

Synopsis
Background: Former project control supervisor for oil
and gas drilling site and consumer advocacy organization
supporting environmental protection brought suit
alleging that oil company violated False Claims Act
(FCA) and Outer Continental Shelf Lands Act (OCSLA)
by falsely certifying compliance with various regulatory
requirements. The United States District Court for the
Southern District of Texas, Lynn N. Hughes, J., entered
summary judgment in company's favor, and plaintiffs
appealed.

Holdings: The Court of Appeals, Haynes, Circuit Judge,
held that:

[1] company's failure to obtain required engineering
approvals was not sufficiently material to support FCA
claims, and

[2] plaintiffs lacked standing to bring OCSLA claim.

Affirmed.

West Headnotes (8)

[1] Federal Courts
Summary judgment

District court's grant of motion for summary
judgment is reviewed de novo. Fed. R. Civ. P.
56(a).

Cases that cite this headnote

[2] Federal Courts
Summary judgment

In reviewing district court's grant of motion
for summary judgment, Court of Appeals
views evidence on record in light most
favorable to non-moving party. Fed. R. Civ.
P. 56(a).

Cases that cite this headnote

[3] United States
Elements

Elements of claim under False Claims Act
(FCA) are: (1) false statement or fraudulent
course of conduct; (2) made or carried out
with requisite scienter; (3) that was material;
and (4) that caused government to pay out
money or to forfeit moneys due. 31 U.S.C.A.
§ 3729.
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[4] United States
Public Disclosure Bar

False Claims Act's (FCA) public disclosure
bar is not jurisdictional. 31 U.S.C.A. § 3730(e)
(4)(A).
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[5] United States
Materiality

Oil company's failure to obtain required
engineering approvals during construction
of semi-submersible floating oil production
facility was not sufficiently material to
support relator's qui tam claims against
company under False Claims Act (FCA),
where Interior Department investigated
relator's allegations and found that facility
was in compliance with regulations relating
to certification, and found no grounds
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to suspend operation of facility or to
revoke company's designation as operator. 31
U.S.C.A. § 3729(b)(4).
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[6] Federal Civil Procedure
In general;  injury or interest
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Causation;  redressability

To establish standing, plaintiffs must
demonstrate (1) injury in fact that is concrete
and actual or imminent; (2) causal connection
between injury and defendant's challenged
action; and (3) likelihood that injury would be
redressed by favorable judicial decision.
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injury in fact for standing purposes, and
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injury affects plaintiffs in personal and
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[8] Environmental Law
Other particular parties

Alleged injuries to former project control
supervisor for oil and gas drilling site
and environmental organization were not
sufficiently particularized to support Article
III standing to bring action alleging that
oil company's operation of semi-submersible
floating oil production facility violated Outer
Continental Shelf Lands Act (OCSLA), where
alleged injuries could have occurred to anyone
who used Gulf of Mexico regularly, worked
near Gulf, or lived or owned property near
Gulf. U.S. Const. Art. 3, § 2, cl. 1; Outer
Continental Shelf Lands Act § 2 et seq., 43
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*385  Appeal from the United States District Court for
the Southern District of Texas, Lynn N. Hughes, U.S.
District Judge

Attorneys and Law Firms

Justin A. Nelson, Susman Godfrey, L.L.P., Gerald
Mark Birnberg, Williams, Birnberg & Andersen, L.L.P.,
Jennifer Bruch Hogan, Hogan & Hogan, Edward A.
Mallett, Esq., Mallett Saper Berg, L.L.P., Houston, TX,
Rene Marie Haas, David Lee Perry, Perry & Haas, Corpus
Christi, TX, for Kenneth W. Abbott.

Justin A. Nelson, Susman Godfrey, L.L.P., Gerald
Mark Birnberg, Williams, Birnberg & Andersen, L.L.P.,
Jennifer Bruch Hogan, Hogan & Hogan, Edward A.
Mallett, Esq., Mallett Saper Berg, L.L.P., Houston, TX,
Rene Marie Haas, Perry & Haas, Corpus Christi, TX,
Mary Melissa Whittle, Earthjustice, Austin, TX, for Food
& Water Watch, Incorporated.

Lynne Liberato, William Feldman, Attorney, Mark
R. Trachtenberg, Haynes & Boone, L.L.P., Anne M.
Rodgers, Esq., Norton Rose Fulbright US, L.L.P.,
Houston, TX, Jonathan Andrew Hunter, Liskow &
Lewis, P.L.C., New Orleans, LA, for Defendants-
Appellees.

Before HIGGINBOTHAM, JONES, and HAYNES,
Circuit Judges.

Opinion

HAYNES, Circuit Judge:

Plaintiffs Kenneth Abbott and Food & Water Watch,
Incorporated appeal the district court's grant of summary
judgment on all claims in favor of Defendants BP
Exploration & Production, Inc., BP America, Inc., BP
p.l.c., and BP Products North America Inc. (collectively,
“BP”). We AFFIRM.

I. Background

This appeal centers on the regulatory process through
which BP built and maintained the Atlantis Platform, a
semi-submersible floating oil production facility located in
the Gulf of Mexico. Plaintiff Keith *386  Abbott worked
for BP in the Atlantis administrative offices from August
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2008 to February 2009. During his employment, Abbott
came to believe that BP did not have all of the necessary
documentation for the Atlantis and that many of the
Atlantis documents that BP did have were not approved
by engineers as required by applicable regulations.

On or about April 9, 2009, Abbott filed a written
submission to the United States Attorney General and the
United States Attorney for the Southern District of Texas
detailing his concerns with BP's Atlantis documentation.
Abbott subsequently filed, under seal, a complaint
pursuant to 31 U.S.C. § 3730(b)(2) of the False Claims
Act (“FCA”) on April 21, 2009, claiming, inter alia, that
BP falsely certified compliance with various regulatory
requirements. As a result of his lawsuit, the Department
of the Interior (“DOI”) began reviewing BP's compliance
with those regulatory requirements in May 2009. DOI
also received inquiries from members of Congress about
the Atlantis in the wake of testimony, including that of
Abbott, before the Natural Resources Subcommittee on
National Parks, Forests, and Public Lands in June 2009.
By March 2010, DOI indicated to Congress that DOI
would conduct a full investigation.

On September 10, 2010, while the DOI was investigating
the Atlantis, Abbott amended his complaint to both
add Food & Water Watch, Incorporated as a plaintiff
and include additional claims for violations of the Outer
Continental Shelf Lands Act (“OCSLA”), 43 U.S.C.
§ 1331 et seq. The amended complaint contained a
section titled “Publicly Available Information,” in which
Abbott included new evidence concerning the specific
language of the certifications made by BP, pursuant to
30 C.F.R. §§ 250.802(e)(5) (2005) and 250.901(d) (2002),
to the DOI. BP filed a motion to dismiss in response to
this amended complaint, to which the United States of
America (“Government”) filed a statement of interest that
took no position on the validity or sufficiency of Plaintiffs'

amended complaint. 1

DOI's investigation culminated in a 2011 report (“DOI
Report”) that concluded that “Abbott's allegations that
Atlantis operations personnel lacked access to critical,
engineer-approved drawings are without merit,” and that
“Abbott's allegations about false submissions by BP to
[DOI] are unfounded.” The DOI Report also “found no
grounds for suspending the operations of the Atlantis ...
or revoking BP's designation as an operator....”

Shortly after the DOI issued its report, the district court
denied BP's motion to dismiss. During discovery, Food &
Water Watch, Incorporated identified three donors whom
they alleged could be injured by an oil spill due to the
allegedly false Atlantis certifications. These donors were
Allen Estay, a shrimp business operator located off the
Gulf in Louisiana, Nancy James, a resident along the Gulf
in Florida, and Donna Boland, a California resident who
owns a rental property near the Gulf in Texas. Abbott
also stated that he regularly visited the Gulf, and would
be damaged if an oil spill resulted from the allegedly
incorrect certifications. Following discovery, the parties
filed motions for summary judgment. The district court
ultimately granted summary judgment in favor of BP on
all claims. This appeal followed.

II. Standard of Review

[1]  [2] Motions for summary judgment are reviewed de
novo. *387  United States ex rel. Babalola v. Sharma, 746
F.3d 157, 160 (5th Cir.), cert. denied, ––– U.S. ––––, 134
S.Ct. 2856, 189 L.Ed.2d 809 (2014). “The court shall grant
summary judgment if the movant shows that there is no
genuine dispute as to any material fact and the movant is
entitled to judgment as a matter of law.” FED. R. CIV.
P. 56(a). We view the evidence on the record “in the light
most favorable to the non-moving party.” United States v.
Caremark, Inc., 634 F.3d 808, 814 (5th Cir. 2011) (citing
United Fire & Cas. Co. v. Hixson Bros., Inc., 453 F.3d 283,
285 (5th Cir. 2006)).

III. Discussion

[3]  [4] In order to survive BP's motion for summary
judgment, Plaintiffs must create a dispute of material fact
as to the following four elements of an FCA claim: “(1)
whether there was a false statement or fraudulent course
of conduct; (2) made or carried out with the requisite
scienter; (3) that was material; and (4) that caused the
government to pay out money or to forfeit moneys due
(i.e., that involved a claim).” United States ex rel. Longhi
v. United States, 575 F.3d 458, 467 (5th Cir. 2009) (citation

omitted). 2  “The term ‘material’ means having a natural
tendency to influence, or be capable of influencing, the
payment or receipt of money or property.” Universal
Health Servs., Inc. v. United States ex rel. Escobar, –––
U.S. ––––, 136 S.Ct. 1989, 2002, 195 L.Ed.2d 348 (2016)

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=31USCAS3730&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_c0ae00006c482
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=43USCAS1331&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=43USCAS1331&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=30CFRS250.802&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=30CFRS250.901&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2032739442&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_160&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_160
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2032739442&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_160&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_160
http://www.westlaw.com/Link/Document/FullText?findType=Y&pubNum=0000708&cite=134SCT2856&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&pubNum=0000708&cite=134SCT2856&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR56&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000600&cite=USFRCPR56&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2024656995&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_814&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_814
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2024656995&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_814&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_814
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2009384320&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_285&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_285
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2009384320&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_285&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_285
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2019325881&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_467&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_467
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2019325881&pubNum=0000506&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_506_467&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_506_467
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_708_2002&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_708_2002
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_708_2002&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_708_2002
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=2039172807&pubNum=0000708&originatingDoc=I7b593e900a0511e7a584a0a13bd3e099&refType=RP&fi=co_pp_sp_708_2002&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_708_2002


Abbott v. BP Exploration & Production, Incorporated, 851 F.3d 384 (2017)

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 4

(quoting 31 U.S.C. § 3729(b)(4)) (citing Neder v. United
States, 527 U.S. 1, 16, 119 S.Ct. 1827, 144 L.Ed.2d 35
(1999) and Kungys v. United States, 485 U.S. 759, 770, 108
S.Ct. 1537, 99 L.Ed.2d 839 (1988)).

Plaintiffs take issue with multiple facets of the district
court's grant of summary judgment. We address each in
turn.

As recently discussed by the Supreme Court in Escobar,
“[t]he materiality standard is demanding.” Id. at 2003. It
debunked the notion that a Governmental designation of
compliance as a condition of payment by itself is sufficient
to prove materiality. Id. Further, the Court concluded
that it is not “sufficient for a finding of materiality
that the Government would have the option to decline
to pay if it knew of the defendant's noncompliance.”
Id. In summarizing the determination of materiality, the
Supreme Court offered the following insight:

[I]f the Government pays a
particular claim in full despite
its actual knowledge that certain
requirements were violated, that
is very strong evidence that those
requirements are not material. Or,
if the Government regularly pays
a particular type of claim in full
despite actual *388  knowledge that
certain requirements were violated,
and has signaled no change in
position, that is strong evidence that
the requirements are not material.

Id. at 2003–04.

Plaintiffs' FCA claims center on whether engineers
approved the various stages of construction of the
Atlantis. In arguing that fact issues exist, Plaintiffs point
to missing stamps, drawings not specifically marked as
“As-Built,” BP internal procedures requiring “As-Built”
markings, and testimony from a DOI official stating
that the Atlantis would not have been approved had
BP not certified its compliance with various regulations.
These facts, however, do not create an issue of fact as to
materiality given the particular circumstances of Plaintiffs'
case. Rarely does the pursuit of an individual's FCA

claims lead to an investigation requested by Congress. But
that is the case with these Plaintiffs, whose insistence on
the alleged issues with the Atlantis led to Congressional
hearings, an investigation by a federal agency, and the
DOI Report. The DOI Report considered many of the
same arguments advanced before us now by Plaintiffs and
nonetheless found that the Atlantis was in compliance
with those regulations relating to certification. The DOI
Report also found no grounds to suspend the operation of
the Atlantis or revoke BP's designation as an operator.

[5] As recognized in Escobar, when the DOI decided to
allow the Atlantis to continue drilling after a substantial
investigation into Plaintiffs' allegations, that decision
represents “strong evidence” that the requirements in
those regulations are not material. Id. These “strong
facts” have not been rebutted by Plaintiffs' evidence such
that Plaintiffs have failed to create a genuine dispute of
material fact as to materiality. The district court therefore
correctly granted summary judgment on the FCA claims
in favor of BP.

[6]  [7] Turning to Plaintiffs' OCSLA claims, we agree
with the district court that Plaintiffs lack standing
to pursue these claims. In order to survive summary
judgment, Plaintiffs must demonstrate (1) an injury in
fact that is concrete and actual or imminent; (2) a causal
connection between the injury and the challenged action
of the defendant; and (3) a likelihood that the injury
would be redressed by a favorable judicial decision. United
States v. Johnson, 632 F.3d 912, 919 (5th Cir. 2011) (citing
Lujan v. Defenders of Wildlife, 504 U.S. 555, 560–61, 112
S.Ct. 2130, 119 L.Ed.2d 351 (1992)). Implicit in the first
requirement of Article III standing is the notion that the
injury in fact is particularized to the Plaintiffs. Spokeo
Inc. v. Robins, ––– U.S. ––––, 136 S.Ct. 1540, 1548, 194
L.Ed.2d 635 (2016) (citing Lujan, 504 U.S. at 560 n.1, 112
S.Ct. 2130). “Particularization is necessary to establish
injury in fact” and requires Plaintiffs to demonstrate
that their injury “affect[s] the plaintiff[s] in a personal
and individual way.” Id. (citation omitted); see also Pub.
Citizen, Inc. v. Nat'l Highway Traffic Safety Admin.,
489 F.3d 1279, 1292 (D.C. Cir. 2007) (“The Supreme
Court also has stated that the asserted injury must
be particularized—which the Court has also described
as personal, individual, distinct, and differentiated—not
generalized or undifferentiated.” (citations omitted)).
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[8] Here, Plaintiffs have failed to plead individualized
injuries. Their injuries instead appear to be generalized
and undifferentiated. These alleged injuries could occur to
anyone who uses the Gulf regularly, works near the Gulf,
or lives or owns property near the Gulf, i.e., millions of
people. We hold, consistent with the district court, that
Plaintiffs' injuries are not *389  sufficiently particularized
to support Article III standing. See Spokeo, 136 S.Ct.
at 1548; see also DaimlerChrysler Corp. v. Cuno, 547
U.S. 332, 344, 126 S.Ct. 1854, 164 L.Ed.2d 589 (2006)

(“Standing has been rejected in such cases because the
alleged injury is not concrete and particularized, but
instead [an injury plaintiff] suffers in some indefinite way
in common with people generally.” (citations omitted)).

For the reasons discussed above, we AFFIRM.

All Citations

851 F.3d 384

Footnotes
1 The Government instead disputed two arguments raised by BP in their motion to dismiss.

2 BP also moved for summary judgment on the basis that the court lacked subject matter jurisdiction over Plaintiffs'
amended complaint due to the FCA public disclosure bar. 31 U.S.C. § 3730(e)(4)(A). But by the time Plaintiffs amended
their complaint and BP moved for summary judgment on this ground, the language of the public disclosure bar had
been changed by the Patient Protection and Affordable Care Act (“ACA”). While we have not analyzed whether the
ACA-changed language alters the jurisdictional nature of the public disclosure bar, a number of our sister circuits have
determined that the new language inserted by the ACA no longer presents a jurisdictional bar. See United States ex rel.
Moore & Co., P.A. v. Majestic Blue Fisheries, LLC, 812 F.3d 294, 300 (3d Cir. 2016) (“[W]e conclude that the amended bar
is not jurisdictional.”); United States ex rel. Osheroff v. Humana, Inc., 776 F.3d 805, 810 (11th Cir. 2015) (“We conclude
that the amended § 3730(e)(4) creates grounds for dismissal for failure to state a claim rather than for lack of jurisdiction.”);
United States ex rel. May v. Purdue Pharm. L.P., 737 F.3d 908, 916 (4th Cir. 2013) (“It is apparent, however, that the
public-disclosure bar is no longer jurisdictional.”). We agree with our sister circuits that the public disclosure bar is no
longer jurisdictional. We are thus not required to first address this argument by BP, as it has no effect on our jurisdiction
to entertain other, more persuasive arguments.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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875 F.3d 746
United States Court of Appeals, Third Circuit.

UNITED STATES of America,
EX REL. Anthony R. SPAY

v.
CVS CAREMARK CORPORATION; Caremark
Rx, LLC, f/k/a Caremark RX, Inc.; Caremark,

LLC, f/k/a Caremark, Inc.; Silverscript, LLC, f/
k/a Silverscript Inc. Anthony R. Spay, Appellant

No. 15-3548
|

Argued November 10, 2016
|

(Opinion Filed: November 16, 2017)

Synopsis
Background: Relator brought qui tam action under False
Claims Act (FCA) against Medicare Part D sponsors,
which administered prescription drug plans, alleging
that sponsors intentionally submitted forms containing
prescriber identification numbers that did not correspond
to anyone with actual prescribing authority during
reconciliation process with Center for Medicare and
Medicaid Services (CMS). The United States District
Court for the Eastern District of Pennsylvania, No. 2-09-
cv-04672, Ronald L. Buckwalter, J., 2015 WL 5582553,
entered summary judgment in favor of sponsors. Relator
appealed.

Holdings: As matters of first impression, the Court of
Appeals, McKee, Circuit Judge, held that:

[1] government’s knowledge of facts underlying allegedly
false record or statement can negate scienter required for
FCA violation;

[2] government knowledge inference defense to FCA
liability did not apply;

[3] materiality of alleged false statements was element of
any claim under prior version of FCA;

[4] alleged misstatements by sponsors were not material,
and, thus, sponsors were not liable under prior version of
FCA.

Affirmed.
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[5] United States
Intent

The government knowledge inference defense
to liability under the False Claims Act (FCA)
helps distinguish between the submission of a
false claim and the knowing submission of a
false claim, that is, between the presence and
absence of scienter. 31 U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[6] United States
Intent

The government knowledge inference defense
to liability under the False Claims Act (FCA)
may arise when the government knows and
approves of the facts underlying an allegedly
false claim prior to presentment and the
defendant knows that the government is
aware of the false information in a claim. 31
U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[7] United States
Intent

In order for the government knowledge
inference defense to liability under the False
Claims Act (FCA) to apply, a defendant must
show that (1) the government agency knew
about the alleged false statement, and (2)
the defendant knew the government knew. 31
U.S.C.A. § 3729 et seq.

2 Cases that cite this headnote

[8] United States
Intent

Under the government knowledge inference
defense to liability under the False Claims Act
(FCA), generally, where the government and a
contractor have been working together, albeit
outside the written provisions of the contract,
to reach a common solution to a problem with
respect to a claim submission, no FCA claim
arises. 31 U.S.C.A. § 3729 et seq.

Cases that cite this headnote

[9] United States
Intent

Knowledge by the government of allegedly
false statements by a contractor, without
more, cannot negate the scienter requirement
under the False Claims Act (FCA) because
the elements of an FCA claim focus on the
defendant’s state of mind. 31 U.S.C.A. § 3729
et seq.

1 Cases that cite this headnote

[10] United States
Intent

Government knowledge inference defense
to liability under False Claims Act (FCA)
did not apply, in relator's qui tam action
alleging that Medicare Part D sponsors,
which administered prescription drug plans,
intentionally submitted forms containing
prescriber identification numbers that did not
correspond to anyone with actual prescribing
authority during reconciliation process with
Center for Medicare and Medicaid Services
(CMS), even though CMS knew that many
sponsors were using dummy numbers to
avoid rejection during approval process, since
sponsors did not know that CMS knew
about their use of such numbers, given that
sponsors never asked CMS about inputting
such numbers in order to receive approval on
forms that initially had incorrectly formatted
or missing numbers. 31 U.S.C.A. § 3729 et seq.

1 Cases that cite this headnote

[11] United States
Materiality

Materiality of alleged false statements was
element of any claim under prior version
of False Claims Act (FCA), even though
amendment expressly added materiality
requirement in only two of seven predicates
for FCA liability, since amendment did
not inject new materiality standard into
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FCA, rather it clarified conflicting materiality
standards applied by courts. 31 U.S.C.A. §
3729(a) (1994).

2 Cases that cite this headnote

[12] United States
Materiality

Use by Medicare Part D sponsors, which
administered prescription drug plans, of
prescriber identification numbers that did not
correspond to anyone with actual prescribing
authority during reconciliation process with
Center for Medicare and Medicaid Services
(CMS) was not material to CMS’ decision
to pay such claims, and, thus, sponsors
were not liable under prior version of FCA,
since CMS knew that sponsors were using
such numbers as technical, formulaic way of
preventing computer program from denying
legitimate claims, which initially contained
incorrectly formatted or missing numbers, for
reimbursement and payment for prescriptions
that were actually disbursed to Medicare
recipients. 31 U.S.C.A. § 3729(a)(1), (2), (7)
(1994).

Cases that cite this headnote

*748  Appeal from the United States District Court for
the Eastern District of Pennsylvania (No. 2-09-cv-04672)
District Judge: Honorable Ronald L. Buckwalter

Attorneys and Law Firms

Ian P. Samson, Esq., Paul A. Traina, Esq., Jared W.
Beilke, Esq., Engstrom Lipscomb & Lack, 100100 Santa

Monica Boulevard, 12 th  Floor, Los Angeles, CA 90067,
Marc S. Raspanti, Esq. [ARGUED], Michael A. Morse,
Esq., Pamela C. Brecht, Esq., Pietragallow Gordon
Alfano Bosick & Raspanti, 1818 Market Street, Suite
3402, Philadelphia, PA 19103, Attorneys for Appellant

Enu Mainigi, Esq. [ARGUED], Craig D. Singer, Esq.,
Grant A. Geyerman, Esq., Williams & Connolly LLP, 725
Twelfth Street, N.W., Washington, D.C. 20005, Attorneys
for Appellees

Joy P. Clairmont, Esq., Berger & Montague, P.C., 1622
Locust Street, Philadelphia, PA 19103, Jeffrey F. Keller,
Esq., Kathleen R. Scanlan, Esq., Keller Grover LLP, 1965
Marker Street, San Francisco, CA 94103, Gordon Schnell,
Esq., Constantine Cannon LLP, 335 Madison Avenue,

9 th  Floor, New York, NY 10017, Claire M. Sylvia,
Esq., Phillips & Cohen LLP, 100 The Embarcadero, Suite
300, San Francisco, CA 94105, Attorneys for Amicus
Appellant

Before: SMITH, Chief Judge, McKEE, and RESTREPO,
Circuit Judges.

OPINION OF THE COURT

McKEE, Circuit Judge.

We are asked to consider the viability of two potential
defenses to an alleged False Claims Act violation that
arise in the context of the Medicare Part D Program:
the government knowledge inference, which can defeat
a finding of scienter in certain circumstances, and the

element of materiality. 1  The District Court relied upon
the *749  government knowledge inference doctrine
in dismissing the claims. Although we disagree with
the court’s reliance on that doctrine, we nevertheless
affirm the court’s dismissal of this suit because the
misrepresentations it is based upon were not material to
the government’s decision to pay the underlying claims.

I. FACTS AND PROCEDURAL HISTORY

A. The Medicare Part D Program
Part D of the Medicare program is a voluntary
prescription drug benefit program that subsidizes the cost
of prescription drugs and prescription drug insurance

premiums for Medicare enrollees. 2  The Part D program
operates as a public-private partnership between the
Centers for Medicare and Medicaid Services (“CMS”)
and government contractors. CMS contracts with
private insurance companies called “Sponsors” that
administer prescription drug plans. The Sponsors, in turn,
subcontract with “first-tier entities,” such as Pharmacy
Benefit Managers (“PBM”s), that provide administrative
and healthcare services, including claims processing.
PBMs then contract with the pharmacies that actually
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dispense prescription medications to Medicare enrollees.

Defendant Caremark Rx LLC 3  was one of the largest
PBMs in the United States from 2006 to 2007.

Unlike many other government healthcare programs,
Medicare Part D is not a fee-for-service program, in
which the healthcare provider is reimbursed for providing
specific services. Instead, a Sponsor submits a bid in
the year prior to the calendar year in which Part
D benefits will actually be delivered, and CMS—after
calculating average costs—prospectively compensates
Sponsors for their anticipated costs through regular

monthly payments. 4  At the end of the year, CMS
undertakes a reconciliation process, wherein it compares
actual costs to payments made to Sponsors during the past

calendar year. 5  This suit stems from plaintiffs' claim that
Sponsors intentionally submitted false information about
their costs during the reconciliation process. According to
plaintiffs, this false information resulted in CMS paying
Sponsors more than they were actually entitled to during
the reconciliation.

1. Part D Claims Processing
Processing payments and claims under Medicare Part D
involves (1) the pharmacy claim, which the pharmacy
submits to its PBM, and (2) the Prescription Drug Event
(“PDE”) record, which the Sponsor submits to CMS.

Before a pharmacy dispenses drugs to a Medicare
recipient, it first submits an electronic pharmacy claim to
the recipient’s Part D Sponsor (or the Sponsor’s agent).
The pharmacy claim contains information about the
patient and the patient’s prescription. If the pharmacy
claim is accepted, the PBM transmits its approval to the
pharmacy, and the drug is dispensed to the Medicare
recipient. If the pharmacy claim is rejected, the PBM sends
the pharmacy *750  a “Reject Code” that explains why
it was rejected. Once the pharmacy claim is approved
and the medication dispensed, the Sponsor reimburses
the pharmacy for the cost of the prescription, minus
the amount of any copay that the pharmacy may have
received from the Medicare recipient. This process is
called the claims “adjudication.” Although it sounds
rather laborious and time-consuming, modern technology
allows the adjudication to occur in real-time, and PBMs
typically inform pharmacies whether a claim has been
approved or rejected within seconds—while the Medicare
recipient waits at the pharmacy counter.

Additionally, throughout the year, Sponsors submit
PDE records to CMS for all prescriptions dispensed
to Medicare recipients under Part D. Sponsors often
submit those records to CMS through PBMs that act
as the Sponsor’s agent. These PDE records are created
electronically. They consist of summary extracts that
include at least 34 mandated data fields about each
prescription that was filled and the drug that was
dispensed. Sponsors are required to give CMS a PDE for
all of the prescriptions dispensed to a Part D Medicare

recipient. 6  From 2006 to 2007, the PDEs were only used
for the end-of-year reconciliation. This dispute focuses on
two of the 34 data fields on the PDEs: the Prescriber ID
and the Prescriber ID Qualifier.

The Prescriber ID was a unique number issued to an
individual with prescribing authority such as a physician,
dentist, or nurse practitioner. The PDE’s layout allowed
for entry of any of four compatible sources of a Prescriber

ID: (1) a National Provider Identifier (“NPI”); 7  (2) a
Universal Provider Identification Number (“UPIN”); (3)
a state license number; or (4) a Drug Enforcement Agency
number. The Prescriber ID Qualifier specified which of
these four types of numbers was being submitted. The
automated system that CMS used to process the PDEs
would reject any PDE with a blank Prescriber ID or blank
Prescriber ID Qualifier field. As a result, the dispensing
pharmacy would not be paid for the corresponding
prescription.

2. Dummy Prescriber IDs
In March 2006, Caremark employees identified
approximately 4,500 PDEs that had been authorized
for payment by Caremark, but not yet submitted to
CMS, that had “errored out” due to the lack of a

compatible Prescriber ID. 8  In an attempt to resolve
the problem, Caremark used a dummy Prescriber ID
(AA0000000) for all of the corresponding data fields on
each of those 4,500 PDEs. Caremark then programmed
that dummy Prescriber ID into its computer system.
Thereafter, when any claim with a missing or incorrectly
formatted Prescriber ID was processed, the system would
default to the dummy Prescriber ID, which the computer
would enter into the appropriate data field. This allowed
Caremark to submit for payment PDEs that would have
otherwise had missing or incorrectly formatted Prescriber
IDs, without trigging CMS error codes that would have



United States ex rel. Spay v. CVS Caremark Corporation, 875 F.3d 746 (2017)

Med & Med GD (CCH) P 306,165

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 5

resulted from an incorrect, or nonconforming, value in
the Prescriber ID data field. Caremark later began to use
additional dummy Prescriber IDs, all of which served the
same purpose. In *751  2006–2007, Caremark generated
PDE records containing 56 different dummy Prescriber
IDs, none of which identified the actual prescriber, or
corresponded to anyone with actual prescribing authority.

B. Procedural History
Appellant Relator Spay is a former pharmacist and
co-founder of a company that audits pharmacies. In

2007, during an audit of one of Caremark’s 9  insurance
company clients, Spay identified six categories of alleged
discrepancies in Caremark’s pharmacy claims processing.
One of these categories was the use of “dummy” Prescriber
IDs. After discussion with Caremark, its client dropped
all six issues identified in the audit, collected no recovery
from Caremark, and did not pay Spay for the audit.

In 2009, Spay filed this qui tam 10  lawsuit based on those
same six audit issues. Spay’s claims included an allegation
that Caremark populated the Prescriber ID field on a
large number of its PDE records with a dummy identifier
and then falsely certified the accuracy of the PDEs. Spay
alleged this constituted a violation of the False Claims
Act (“FCA”), because those inaccurate PDEs were used
to support requests for reimbursement for prescriptions
that had been filled for Medicare recipients at various

pharmacies. 11  The government declined to intervene in

the suit. 12

The District Court denied Caremark’s subsequent motion
to dismiss, and granted Caremark’s motion for summary

judgment in its entirety. 13  In reviewing the dummy
Prescriber ID claim, the court concluded that Caremark
had established sufficient government knowledge to

preclude finding the required element of scienter. 14

In arriving at this conclusion, the District Court first
reviewed the law governing the “government knowledge

inference” doctrine. 15  The District Court noted that “at

least six” circuit courts have adopted this doctrine. 16

The court explained that doctrine as follows: “when the
government knows and approves of the facts underlying
an allegedly false claim prior to presentment, an inference
arises that the claim was not knowingly submitted,
regardless of whether *752  the claim itself is actually

false.” 17  The District Court then pointed out that,
although this Court has not yet addressed the government
knowledge inference doctrine, several district courts

both within the Third Circuit 18  and outside the Third

Circuit 19  had dismissed FCA claims on the basis of
the government knowledge inference. Based on “the
consistency in the federal case law, and the absence of any
jurisprudence suggesting that the government knowledge
inference should not be used,” the District Court relied on

that doctrine to dismiss the complaint. 20

The District Court concluded that (1) CMS knew about
the use of dummy Prescriber IDs; (2) it paid all of the
claims submitted on PDEs containing dummy Prescriber
IDs anyway; and (3) it has never sought repayment from

Caremark for any of those claims. 21  Accordingly, the
District Court reasoned that “no jury could reasonably
find that the Defendants acted with the requisite scienter
of falsely submitting a claim,” and granted summary

judgment. 22  This appeal followed.

Taxpayers Against Fraud Education Fund (“TAFEF”),
a nonprofit organization “dedicated to combating fraud
against the government and protecting public resources
through public-private partnerships” and “committed to
preserving effective anti-fraud legislation at the federal

and state levels;” 23  and Senator Charles E. Grassley, “the
leading sponsor of the 1986 and 2009 amendments” to the
FCA, filed amicus briefs in support of Spay’s claims and
arguing against the continued viability of the government

knowledge inference. 24

II. JURISDICTION AND STANDARD OF REVIEW

[1]  [2]  [3] The District Court had jurisdiction over
Spay’s FCA claims under 31 U.S.C. § 3732(a) and 28
U.S.C. § 1331. We have jurisdiction pursuant to 28
U.S.C. § 1291. “We review an order granting summary
judgment de novo, applying the same test the district

court employed.” 25  Summary judgment is appropriate
“if the movant shows that there is no genuine dispute
as to any material fact and the *753  movant is entitled

to judgment as a matter of law.” 26  “We must view the
record and draw inferences in a light most favorable to the

non-moving party.” 27  We can affirm the District Court’s
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grant of summary judgment on any basis supported by the

record. 28

III. DISCUSSION

“The False Claims Act was adopted in 1863 and signed
into law by President Abraham Lincoln in order to

combat rampant fraud in Civil War defense contracts.” 29

The frauds included the government paying for artillery

shells filled with sawdust instead of explosives, 30

uniforms made of “shredded, often decaying rags,
pressed ... into a semblance of cloth” that “would fall apart

in the first rain,” 31  and the same horses being sold “two

and three times to the Union cavalry.” 32  Congress hoped
that enacting the FCA would combat these dishonest
government contractors, who had become “bands of
conspirators ... knotted together ... for the purpose of

defrauding and plundering the Government.” 33

The FCA’s qui tam provision allows individuals to
bring claims on behalf of the government, and rewards
successful plaintiffs with potentially very substantial
recoveries. Though the precise awards to qui tam plaintiffs
have changed since the statute’s inception, the current
iteration of the False Claims Act imposes civil penalties
and treble damages on defendants who submit false or
fraudulent claims to the government. Individual relators
can receive between 15% and 30% of those swollen

recoveries. 34  Because the statutory scheme of the FCA
offers the potential for very lucrative damages, individuals
have long attempted to take advantage of the potential for

substantial awards, 35  and *754  Congress has repeatedly

amended the statute in response to past abuses. 36

For example, because the original FCA did not prohibit
relators from bringing qui tam actions even when the
government prosecuted the identical fraud, Congress

enacted a government knowledge bar in 1943. 37  This
bar prohibited “qui tam suits based on information
already in the Government’s possession” in an attempt
to deter “parasitic suits” that allowed relators to recover
even if they “contributed nothing to the discovery of

this crime.” 38  As we explained in United States ex rel.
Cantekin v. University of Pittsburgh:

The implicit logic of the
[government knowledge bar] was
that if the government had the
relevant information before the
plaintiff initiated suit, then the
government must be aware of the
false claims and didn't need the
assistance of private parties to ferret
them out. And if the government
knew about the information yet
did nothing, then the government
probably thought the suit meritless,
and any private action was apt to be
spurious, driven only by the lure of

the Act’s sizable damages. 39

Although the government knowledge bar merely
attempted to curb bogus FCA suits, the limitation

it created undermined the Act’s usefulness. 40  It so
“significantly limited the number of FCA cases that were
filed” that “[b]y the 1980s, the FCA was no longer a viable

tool for combating fraud against the Government.” 41  In
response, in 1986, Congress amended the FCA yet again,
“specifically overturned the Government knowledge
bar ... and replaced it with a new mechanism referred

to as a ‘public disclosure bar.’ ” 42  The public disclosure
bar was enacted “in an effort to strike a balance between
encouraging private persons to root out fraud and stifling

parasitic lawsuits.” 43  Under this new standard, a qui tam
suit would only be barred if it was based on information
that was “publicly disclosed at various hearings, in certain

types of reports, or by the media.” *755  44  “Once
public disclosure became the linchpin of the jurisdictional
scheme, the effect of government knowledge on the
viability of an FCA claim was thrown to the courts to

decide.” 45

Meanwhile, courts were inquiring into whether the FCA
included a materiality element requiring any alleged
falsehoods to be material to the government’s decision
to pay, and what the proper standard for measuring

materiality might be. 46  Though “nearly every court to
have considered the issue [of materiality] had imposed
such a requirement,” courts “did not agree on what the
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standard for materiality was.” 47  In 2009, Congress passed
the Fraud Enforcement and Recovery Act, which again
amended the FCA and provided a uniform definition of

materiality. 48  As explained in the corresponding Senate
Report, these amendments “corrected and clarified”
certain FCA provisions, the effectiveness of which had
“recently been undermined by court decisions which
limit the scope of the law and, in some cases, allow
subcontractors paid with Government money to escape

responsibility for proven frauds.” 49

With this background in mind, we will first address
Spay’s argument that the District Court’s decision here
created “an unprecedented ‘industry practice’ government
knowledge inference that undermines the purpose of the

FCA.” 50  We will then more generally address the issue of
materiality under the FCA.

A. Government Knowledge Inference.
[4] Though we have never recognized a “government

knowledge inference” defense that would defeat the
scienter requirement under the FCA, the District Court
quite correctly noted that six of our sister circuit courts

of appeals have. 51  Just as the Court of Appeals for the
Fourth Circuit did before us, “[t]oday, we join with our
sister circuits and hold that the government’s knowledge
of the facts underlying an allegedly false record or
statement can negate the scienter required for an FCA

violation.” 52

[5]  [6]  [7] While the government knowledge bar that
Congress overturned in 1986 (in favor of the public
disclosure bar) “focused *756  on the government’s
knowledge of the fraud to preclude the relator from
bringing suit,” the current government knowledge
inference “focuses on the effect the government’s
knowledge has on the defendant’s mental state in order

to determine if the defendant acted knowingly.” 53  “The
‘government knowledge inference’ helps distinguish, in
FCA cases, between the submission of a false claim
and the knowing submission of a false claim—that is,

between the presence and absence of scienter.” 54  The
government knowledge inference may arise “when the
government knows and approves of the facts underlying

an allegedly false claim prior to presentment” 55  and the
defendant knows that the government is aware of the

false information in a claim. In other words, there is a
two-prong test that must be met before the government
knowledge inference can preclude liability. The two-prong
test requires that (1) the government agency knew about
the alleged false statement(s), and (2) the defendant knew

the government knew. 56

[8] A “classic example” of the government knowledge
inference occurs “when the government, with knowledge
of the facts underlying an allegedly false claim, authorizes

a contractor to make that claim.” 57  For instance, in

United States ex rel. Durcholz v. FKW, Inc., 58  officers at
a naval facility directed the defendant general contractor
to use incorrect line-items in order to expedite the bidding
process. The officers did so because “[they] were more
interested in speed than cost and made their decisions

in accordance with these priorities.” 59  The Court of
Appeals for the Seventh Circuit “decline[d] to hold
[the defendant] liable for defrauding the government by

following the government’s explicit directions.” 60  The
court explained that “[t]he government knew what it

wanted, and it got what it paid for.” 61  Though such
direct and contract-specific authorization is not required

to support the government knowledge inference, 62

generally, “[w]here the government and a contractor
have been working together, albeit outside the written
provisions of the contract, to reach a common solution

to a problem, no *757  claim arises.” 63  In other words,
the easy case in which to apply the government knowledge
inference is where the defendant and the government
engage in open and ongoing discussions about the

purportedly false claims. 64  This is the “easy case” because
both prongs are easily met.

[9] A two-prong test is necessary because knowledge by
the government, without more, cannot negate the scienter
requirement. This is so, as noted above, because the
elements of the FCA claim focus on the defendant’s state
of mind. An examination of the cases where government
knowledge has not barred recovery drives home that
merely showing some government knowledge of the
alleged false nature of a claim is not enough.

In Shaw v. AAA Engineering & Drafting, Inc., 65  the
Court of Appeals for the Tenth Circuit distinguished the
decisions of the Court of Appeals for the Ninth Circuit in
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United States ex rel. Butler v. Hughes Helicopters, Inc. 66

and Wang ex rel. United States v. FMC Corp. 67  The Tenth
Circuit stressed that in Butler and Wang, the defendants
and government had “completely cooperated and shared

all information” 68  and “had an ongoing dialogue ...

about the problems.” 69  The Tenth Circuit reasoned that,
although there was evidence of government knowledge
in Shaw, the knowledge was not sufficient to “negate
the intent requirement under the FCA as a matter of

law.” 70  In Shaw, the evidence showed that (1) the plaintiff
relator, and not the defendant government photography
contractor, told the government about a failure to use

the required film processing method; 71  (2) the defendant
was “not forthcoming” about the alleged falsity and
“repeatedly evaded government employees’ questions on
the subject;” (3) there was support for the inference that
the defendants did include false information on some
work orders; and (4) several government employees were

not aware of that false information. 72  Other circuit *758
courts of appeals have also repeatedly stressed “[t]hat the
relevant government officials know of the falsity is not in

itself a defense.” 73

Thus, it appears the government knowledge inference
might be more aptly named a “government acquiescence
inference,” as knowledge alone on the part of the
government is insufficient to establish an FCA defense.
To reiterate, there are two prongs to this defense: (1) the
government knew about the alleged false statement(s),
and (2) the defendant knew that the government knew.
This case presents an example where, though there is
ample evidence of government knowledge of the industry
practice at issue, the evidence to satisfy the second prong
is lacking.

B. The Government Knowledge Inference Does Not Apply
Here.
[10] Spay alleges that Caremark’s false certifications

violated three sections of the pre-2009 FCA. 74  Those
sections prohibit (1) “knowingly present[ing] ... a false
or fraudulent claim for payment or approval” to the

government; 75  (2) “knowingly mak[ing] ... a false record
or statement to get a false or fraudulent claim paid or

approved by the Government;” 76  and (3) “knowingly
mak[ing] ... a false record or statement to conceal, avoid,

or decrease an obligation to pay ... the Government.” 77

The FCA defines “knowingly” to mean that a person
“(1) has actual knowledge of the information; (2) acts
in deliberate ignorance of the truth or falsity of the
information; or (3) acts in reckless disregard of the truth

or falsity of the information.” 78  However, “no proof of

specific intent to defraud is required.” 79

The District Court exhaustively reviewed the evidence
in this case and concluded that it was clear that CMS
knew of, and accepted, the industry-wide practice of
using dummy Prescriber IDs on PDE records. The court
explained:

[T]he evidence is clear that (a)
CMS officials knew, in 2006–
2007, that Sponsors and PBMs
were having trouble obtaining
the unique physician identifier
number necessary to populate the
associated field on the PDE;
(b) CMS prioritized the filling
of valid pharmacy claims over
the administrative requirement of
populating the physician identifier
field and did not want valid claims
rejected due to the absence of
that number; (c) *759  CMS knew
that, in order to submit PDEs for
valid pharmacy claims, Sponsors
and PBMs were submitting
PDEs containing dummy prescriber
identifiers, yet never sanctioned any
Sponsor, terminated any Sponsor,
or required the submission of any
PDE from 2006 or 2007 as a
result of this practice; (d) although
CMS preferred the use of a
unique identifier, CMS affirmatively
instructed Sponsors and PBMs to
submit dummy prescriber IDs when
a unique number was not available;
(e) only after the 2006–2007 time
frame did CMS issue affirmative
instructions mandating the use of
a unique identifier; (f) Defendants
understood that CMS permitted
the use of dummy prescriber IDs
in 2006–2007; and (g) Defendants'
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certifications of the accuracy of the
data were filed during the period
when CMS clearly knew of dummy

prescriber usage. 80

The record clearly supports these conclusions. 81  It is
therefore clear that CMS knew that many Sponsors and
PBMs were using dummy Prescriber IDs on PDE records
so that those records would not be rejected in the approval
process. Accordingly, Caremark has adduced evidence to
establish the first prong of the government knowledge
inference.

The evidence of Caremark’s knowledge that CMS knew
of the dummy Prescriber IDs practice, however, is lacking.
Caremark understood that CMS seemed to allow the use
of dummy Prescriber IDs on the PDEs. But Joe Mulenex,
Caremark’s manager responsible for PDE submission, did
not recall any conversation where he or anyone else from
Caremark asked CMS about inputting default Prescriber
IDs. He was not aware of any written guidance from CMS
regarding how to proceed in the absence of an actual
Prescriber IDs.

Our review of the record shows there is no evidence
of the kind of cooperation and collaborative problem-
solving that exists in the easy case where the government
knowledge inference is invoked. While it is true that
both the government and contractors throughout the
industry knew what was happening, there is no evidence of
any explicit approval from the government to Caremark
of this temporary work-around. More importantly, this
evidence of what was occurring in the industry does not
establish that Caremark knew that CMS was aware of
the practice of using dummy Prescriber IDs. Indeed the
record shows that Caremark was simply hopeful that its
use of the dummy IDs would be acceptable. Thus, the
circumstances here are somewhat different than the usual
case where the government knowledge inference has been
applied. Drawing reasonable inferences in Spay’s favor, as
we must, the evidence does not demonstrate Caremark’s
knowledge for purposes of the second prong. We agree
with Spay and the amici that the District Court erred
in relying upon the government knowledge inference in
dismissing these claims based on the dummy Prescriber
IDs.

There is one more point we must address. The
District Court’s application of *760  the government
knowledge inference is premised, at least in part, on the
incorrect assertion that “the crux of an FCA violation
is intentionally deceiving the government. Where the
government has not been deceived, no violation can

exist.” 82  The FCA itself, however, states “no proof of

specific intent to defraud is required.” 83  Though we agree
that there was no evidence of an intent to deceive the
government here, Spay was not required to prove there
was.

In sum, the government knowledge inference is not
applicable here because Caremark failed to establish the

second prong of the two-prong test. 84

C. Materiality in the FCA Before 2009
[11] While this case was on appeal, the Supreme Court

decided Universal Health Services, Inc. v. Escobar, 85

which confirmed that materiality is an essential element of
a False Claims Act violation that “descends from common

law antecedents.” 86  Spay correctly points out that the
Universal Health decision dealt with the post-2009 version
of the FCA, and the Court explicitly stated that it had not
considered “whether pre-2009 conduct should be treated

differently.” 87  The disputed conduct here all occurred
before the 2009 amendments were enacted. Accordingly,
we must decide whether materiality was a requirement

under the FCA prior to the 2009 FERA amendments. 88

The impact of the 2009 amendments and the decision in
Universal Health on the materiality element can best be
understood by focusing on the three sections of the FCA
at issue here: Sections 3729(a)(1), (a)(2), and (a)(7). As
we noted above in summarizing Spay’s arguments, those
three sections create liability for any person who:

(a)(1) knowingly presents, or causes to be presented,
to an officer or employee of the United States
Government ... a false or fraudulent claim for payment
or approval;

(a)(2) knowingly makes, uses, or causes to be made
or used, a false record or statement to get a
false or fraudulent claim paid or approved by the
Government; .... or
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(a)(7) knowingly makes, uses, or causes to be made or
used, a false record or statement to conceal, avoid, or
decrease an obligation to pay or transmit money or

property to the Government[.] 89

*761  When Congress amended the FCA in 2009, it
included a materiality requirement in two of the seven
predicates for FCA liability, both of which are at issue
here: Sections 3729(a)(2) and (a)(7). Specifically, the
amended Section 3729(a)(2) now imposes liability on one
who “knowingly makes, uses, or causes to be made or
used, a false record or statement material to a false or

fraudulent claim.” 90  Similarly, Section 3729(a)(7) now
imposes liability on a person who “knowingly makes,
uses, or causes to be made or used, a false record or
statement material to an obligation to pay or transmit

money or property to the Government....” 91  The 2009
FERA amendments did not, however, add an explicit

materiality requirement to Section 3729(a)(1). 92  As we
discuss below, Universal Health dealt with an alleged

violation of that section. 93  The 2009 FERA amendments
also added a provision defining “material” as “having a
natural tendency to influence, or be capable of influencing,

the payment or receipt of money or property.” 94  As the
history of the materiality requirement demonstrates, these
changes did not inject a new materiality standard into
the FCA. Rather, the changes merely made explicit and
consistent that which had previously been a judicially-
imposed, and oftentimes conflicting, standard.

By 2009, several circuit courts had already acknowledged

the implicit materiality requirement in the FCA. 95

Importantly, none of those cases limited the materiality
requirement to the two sections amended in 2009. Indeed,
the Court of Appeals for the First Circuit noted that
the 2009 FERA amendments had not changed the
FCA’s general requirement that a relator “prove falsity,

materiality, and scienter.” 96

*762  Although prior to Universal Health, we had
never decided whether the FCA contained a materiality
requirement, the Supreme Court’s analysis in Universal
Health resolves any hesitation we may have otherwise

had. 97  In United States ex rel. Cantekin v. University
of Pittsburgh, we declined to decide whether materiality

was an element of the pre-2009 FCA. 98  We there

expressed doubt that the FCA included a materiality
requirement based on a footnote in Neder v. United
States, a Supreme Court case holding that there is a
materiality requirement in the federal mail, wire, and

bank fraud statutes. 99  We explained that the Neder
Court noted that “the term ‘false statement,’ unlike
‘fraudulent statement,’ does not imply a materiality

requirement.” 100  Although we expressly refrained from
deciding the issue, we did observe that “[g]iven that the
False Claims Act prohibits merely making a knowingly
false claim and does not require a specific intent to
defraud, perhaps Neder argues against a materiality

requirement.” 101  But the subsequent Supreme Court
decision in Universal Health, and its reliance on Neder’s
definition of materiality in interpreting how the FCA’s
materiality requirement should be enforced, resolves the

doubts that we previously entertained in Cantekin. 102

Thus, contrary to the concerns expressed there, Universal
Health clarified that Neder’s footnote did not suggest the
absence of a materiality requirement in the FCA.

Moreover, the real issue that divided the circuit courts
before 2009 was not whether materiality was an element of
a cause of action under the FCA. Rather, it was the proper
standard for determining whether the falsity underlying

such a claim was material. 103  Thus, including a formal
definition of “material” in the statutory text in 2009
was merely an attempt to resolve those disagreements,

and nothing more should be read into it. 104  It was not

intended to add a new element to FCA claims. 105

*763  Finally, although the Supreme Court’s decision
in Universal Health addressed only post-2009 conduct,
it nevertheless informs our analysis of conduct that
occurred before 2009. First, Universal Health interprets
a section of the FCA—Section 3279(a)(1)—that did not
have an explicit materiality requirement before 2009,
and, unlike other sections of the FCA, still does not

have an explicit requirement. 106  Despite the lack of
a materiality requirement, the Supreme Court had no
trouble finding that the FCA’s materiality requirement

also applied to this section. 107  Second, although the
2009 amendments did include a definition of “material,”
Universal Health held that it “need not decide whether
§ 3729(a)(1)(A)’s materiality requirement is governed
by § 3729(b)(4) or derived directly from the common

law” because both employ the same standard. 108  The
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unavoidable conclusion based on the Court’s analysis is
that: (1) Section (a)(1) has a materiality requirement, even
though that requirement has never been expressed in the
statute, and (2) the standard used to measure materiality
did not change in 2009 when Congress amended the FCA
to include a definition of “material.” Accordingly, we
conclude that the FCA has always included a materiality
element (and that the 2009 provisions merely made this
element explicit). We also conclude that the definition
of “material,” which is derived from the common law
and was enshrined in the statute itself in 2009, has not

changed. 109

D. The False Claims Alleged in This Case Were Not
Material
[12] The Supreme Court has explained that “if the

Government regularly pays a particular type of claim in
full despite actual knowledge that certain requirements
*764  were violated, and has signaled no change in

position, that is strong evidence that the requirements are

not material.” 110  That is precisely the situation here. As
the District Court succinctly concluded:

The crucial facts underlying the
false claims here are that (1) CMS
was well aware of the difficulty
many pharmacies and PBMs were
having obtaining a proper physician
identifier; (2) CMS was concerned
with filling valid prescriptions and
did not want claims rejected at the
point of service for absence of a valid
identifier; (3) PDE records could not
be submitted without some type of
number that satisfied the requisite
algorithm in the physician identifier
field; (4) CMS knew that many
PBMs were submitting PDEs with
dummy numbers in the physician
identifier field in the 2006 and
2007 time period; (5) CMS could
easily recognize dummy prescriber
identifier numbers; and (6) CMS
took no action to deny payment on

such claims during the 2006–2007

time period. 111

Nevertheless, Spay claims that, because the government
explicitly advised the parties that the individual CMS
employees did not speak for CMS and that CMS did
not endorse their testimony, the testimony of those
CMS employees cannot be used at summary judgment
to establish that CMS as an agency knew of and
affirmatively authorized a general industry use of false
prescriber identifiers on PDE claims. Although that
argument may well preclude reliance on the government
inference doctrine, it does not undermine our belief that
the misstatements here were simply not material to the
government’s decision to pay the claims substantiated by
the challenged PDEs. The government did not pay for
services that were not provided, and the Sponsors did
not receive any compensation for prescriptions that were
never given to Medicare recipients.

CMS knew that dummy Prescriber IDs were being used
by PBMs, that it routinely paid PBMs despite the use
of these dummy Prescriber IDs, and that CMS only

“signaled [a] change in position” well after 2007. 112

Spay does not contest that CMS employees knew that
dummy identifiers were being used on PDEs or the
reason for using them. Nevertheless, CMS paid for those
prescriptions. Moreover, CMS can hardly be faulted for
paying even though it knew the information identifying
the prescribers was not accurate. CMS was concerned
with making sure that the medications were dispensed
to Medicare recipients and that pharmacies were paid
for those prescriptions. Had the payments stopped, the
prescriptions would not have been dispensed, and the
pharmaceutical needs of Medicare recipients would not
have been addressed. The misstatements that gave rise
to this qui tam action allowed patients to get their
medication, and they are precisely the type of “minor
or insubstantial” misstatements where “[m]ateriality ...

cannot be found.” 113

The Supreme Court has instructed that “[t]he False Claims
Act is not ‘an all-purpose antifraud statute,’ or a vehicle
for punishing garden-variety breaches of contract *765

or regulatory violations.” 114  It is difficult for us to
disagree with the District Court’s conclusion that, “[a]t
base, this case appears to be nothing more than an effort



United States ex rel. Spay v. CVS Caremark Corporation, 875 F.3d 746 (2017)

Med & Med GD (CCH) P 306,165

 © 2019 Thomson Reuters. No claim to original U.S. Government Works. 12

to convert an unprofitable private audit—performed at a
time when Part D regulations were new and not as explicit
in their instructions—into a successful recovery of funds

under the guise of a qui tam action.” 115  The dummy
Prescriber IDs were intended as one thing, and one
thing only: they were intended as a technical, formulaic
way of preventing a computer program from denying
legitimate claims for reimbursement and payment for
prescriptions that were actually disbursed to Medicare
recipients. Those recipients needed the prescriptions the
claims were based on, and nothing here suggests that the
prescriptions or the workaround that prevented legitimate
claims for payment from being improperly rejected by a
computer code served anything other than the practical
purpose of facilitating that payment and disbursement of
those prescriptions. The workaround could arguably be
described as “creative,” or a “common sense solution” to

a very real and perplexing problem. But we see nothing
that would justify calling it “fraud.” The claims themselves
were neither false nor fraudulent. Nothing in the text or
history of the FCA leads us to conclude that Congress
intended conduct such as this to morph into an actionable
fraud against the government.

IV. CONCLUSION

For the foregoing reasons, we will affirm the District
Court’s order granting summary judgment in favor of
Defendants.
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Footnotes
1 The False Claims Act, and the qui tam actions they give rise to, are explained in more detail below.

2 The Medicare Part D program was enacted as part of the Medicare Modernization Act of 2003 and began on January
1, 2006. 42 U.S.C. § 1395w-101(a)(2).

3 “On March 22, 2007, Caremark Rx LLC merged with CVS Corporation to form Defendant CVS Caremark Corporation.
The Defendants are various subsidiaries of Defendant CVS Caremark Corporation.” U.S. ex rel. Spay v. CVS Caremark
Corp., No. 09-4672, 2015 WL 5582553, at *3 (E.D. Pa. Sept. 22, 2015).

4 42 C.F.R. §§ 423.265, 315.

5 42 C.F.R. § 423.343.

6 Medicare Program; Medicare Prescription Drug Benefit, 70 Fed. Reg. 4194, 4307 (Jan. 28, 2005) (to be codified at 42
C.F.R. pt. 423).

7 “In 2006–2007, few prescribers used the NPI since there was no universal form of Prescriber ID issued to all prescribers
in the United States.” Spay, 2015 WL 5582553, at *8.

8 Spay, 2015 WL 5582553, at *15.

9 In 2006-2007, Caremark served as a PBM for 39 different Part B Sponsors.

10 “Qui tam is short for the Latin phrase qui tam pro domino rege quam pro se ipso in hac parte sequitur, which means
‘who pursues this action on our Lord the King's behalf as well as his own.’ ” Vt. Agency of Nat. Res. v. U.S. ex rel.
Stevens, 529 U.S. 765, 768 n.1, 120 S.Ct. 1858, 146 L.Ed.2d 836 (2000) (citation omitted). A qui tam lawsuit is a private
enforcement action under the False Claims Act where the private party bringing the suit referred to as the “relator.” U.S.
ex rel. Eisenstein v. City of N.Y., 556 U.S. 928, 932, 129 S.Ct. 2230, 173 L.Ed.2d 1255 (2009) (citation omitted).

11 Specifically, Spay alleged that Caremark failed to comply with 42 C.F.R. § 423.505(k), which requires, as a condition for
payment, that Part D Sponsors certify the “accuracy, completeness, and truthfulness of all data related to payment.”

12 “When a relator initiates [a qui tam] action, the United States is given 60 days to review the claim and decide whether
it will ‘elect to intervene and proceed with the action.’ ” Eisenstein, 556 U.S. at 932, 129 S.Ct. 2230 (quoting 31 U.S.C.
§§ 3730(b)(2), (b)(4)).

13 Spay also moved for partial summary judgment, which was denied in its entirety.

14 The District Court did not address Caremark’s additional arguments for why Spay’s dummy Prescriber ID claim failed:
(1) the dummy Prescriber IDs were not deceptive and, therefore, not “false;” (2) Spay could not prove the “knowledge”
element; and (3) Caremark did not make a false certification. Spay, 2015 WL 5582553, at *23.

15 Id. at *23–*25.

16 Id. at *24.
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17 Id. (citing U.S. ex rel. Burlbaw v. Orenduff, 548 F.3d 931, 951 (10th Cir. 2008); United States v. Southland Mgmt. Corp.,
326 F.3d 669, 683-84 (5th Cir. 2003) (en banc) (Jones, J., concurring); U.S. ex rel. Becker v. Westinghouse Savannah
River Co., 305 F.3d 284, 289 (4th Cir. 2002); U.S. ex rel. Durcholz v. FKW Inc., 189 F.3d 542, 544-45 (7th Cir. 1999);
U.S. ex rel. Kreindler & Kreindler v. United Techs. Corp., 985 F.2d 1148, 1157 (2d Cir. 1993); U.S. ex rel. Hagood v.
Sonoma Cty. Water Agency, 929 F.2d 1416, 1421 (9th Cir. 1991)).

18 Id. (citing United States v. Educ. Mgmt. LLC, No. 2:07-cv-00461, 2013 WL 3854458, at *11 (W.D. Pa. May 14, 2013);
U.S. Dep't of Transp. ex rel. Arnold v. CMC Eng'g Inc., 947 F.Supp.2d 537, 545 (W.D. Pa. 2013), aff'd, 567 Fed.Appx.
166 (3d Cir. 2014); U.S. ex rel. Watson v. Conn. Gen. Life. Ins. Co., No. Civ.A.98-6698, 2003 WL 303142, at *8 (E.D.
Pa. Feb. 11, 2003)).

19 Id. (citing S.F. Bay Area Rapid Transit Dist. v. Spencer, No. C 04-4632, 2007 WL 1450350, at *8 (N.D. Cal. May 14,
2007); Boisjoly v. Morton Thiokol, Inc., 706 F.Supp. 795, 809 (D. Utah 1988); U.S. ex rel. Lamers v. City of Green Bay,
998 F.Supp. 971, 988 (E.D. Wisc. 1998)).

20 Id. at *25.

21 Id. at *44.

22 Id.

23 TAFEF Br. 1. Caremark notes that Spay’s counsel is a major donor to TAFEF and sits on its Advisory Board. Appellees'
Br. 43.

24 Grassley Br. 2.

25 In re Ikon Office Solutions, Inc., 277 F.3d 658, 665 (3d Cir. 2002).

26 Fed. R. Civ. P. 56(a).

27 Knopick v. Connelly, 639 F.3d 600, 606 (3d Cir. 2011) (internal quotation marks omitted).

28 Fairview Twp. v. U.S. Envtl. Prot. Agency, 773 F.2d 517, 525 n.15 (3d Cir. 1985).

29 Kellogg Brown & Root Sers., Inc. v. U.S., ex rel. Carter, ––– U.S. ––––, 135 S.Ct. 1970, 1973, 191 L.Ed.2d 899 (2015)
(quoting S. Rep. No. 99-345, at 8 (1986), 1986 U.S.C.C.A.N. 5266, 5273). See also Act of Mar. 2, 1863, ch. 67, 12 Stat.
696 (1863).

30 Cong. Globe, 37th Cong., 3d Sess. 955 (1863) (statement of Sen. Howard).

31 Ron Soodalter, The Union’s ‘Shoddy’ Aristocracy, N.Y. Times Opinionator (May 9, 2011, 9:30 PM), http://
opinionator.blogs.nytimes.com/2011/05/09/the-unions-shoddy-aristocracy. See also James B. Helmer, Jr., False Claims
Act: Incentivizing Integrity for 150 Years for Rogues, Privateers, Parasites and Patriots, 81 U. Cin. L. Rev. 1261, 1264–
65 (2013) (listing reports of misappropriated war funds and collecting sources).

32 132 Cong. Rec. H6482 (daily ed. Sept. 9, 1986) (statement of Rep. Berman).

33 Cong. Globe, 37th Cong, 3d Sess. 955 (1863) (statement of Sen. Howard).

34 31 U.S.C. §§ 3730(d)(1)–(2) (outlining the award to a qui tam plaintiff to be “at least 15 percent but not more than 25
percent of the proceeds of the action or settlement of the claim” when the Government intervenes and “not less than
25 percent and not more than 30 percent” when the Government does not intervene); 3729(a)(1) (providing for treble
damages and civil monetary penalties for FCA claims). Under the original FCA, individuals bringing qui tam suits were
entitled to half of the government’s recovery. Act of Mar. 2, 1863, ch. 67, 12 Stat. 696, § 6 (1863).

35 See U.S. ex rel. Jamison v. McKesson Corp., 649 F.3d 322, 332 (5th Cir. 2011) (explaining that court’s holding would
prevent qui tam relators from “arbitrarily select[ing] a large group of defendants in any industry in which public disclosures
have revealed significant fraud, in hopes that [their] allegations will prove true for at least a few defendants”); James F.
Barger, Jr., Pamela H. Bucy, Melinda M. Eubanks, Marc S. Raspanti, States, Statutes, and Fraud: An Empirical Study
of Emerging State False Claims Acts, 42 False Cl. Act and Qui Tam Q. Rev. 15 (2006) (“Because the FCA’s damages
and penalty provisions tend to generate exceptionally large judgments, relators' taxable recoveries involve substantial
sums.”).

36 See Graham Cty. Soil and Water Conservation Dist. v. U.S. ex rel. Wilson, 559 U.S. 280, 310, 130 S.Ct. 1396, 176
L.Ed.2d 225 (2010) (Sotomayor, J., dissenting) (citing S. Rep. No. 99–345, at 10–11) (“To be sure, Congress was also
concerned in 1986, as in 1943, with guarding against purely opportunistic, ‘parasitic’ qui tam relators.”).

37 145 Cong. Rec. E1546-01 (daily ed. July 14, 1999) (statement of Rep. Berman). The government knowledge bar was
a response to the Supreme Court’s decision in U.S. ex rel. Marcus v. Hess, 317 U.S. 537, 63 S.Ct. 379, 87 L.Ed. 443
(1943), where the Court “upheld the relator’s recovery even though he had discovered the fraud by reading a federal
criminal indictment—a quintessential ‘parasitic’ suit.” Graham Cty., 559 U.S. at 294, 130 S.Ct. 1396.
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38 Id. (quoting Marcus v. Hess, 317 U.S. at 545, 63 S.Ct. 379). The pre-1986 version of the FCA barred jurisdiction over any
claim “whenever it shall be made to appear that such suit was based upon evidence or information in the possession of the
United States, or any agency, officer, or employee thereof, at the time such suit was brought.” 31 U.S.C. § 232(C) (1943).

39 192 F.3d 402, 408 (3d Cir. 1999), superseded by statute, FERA, Pub. L. No. 111-21, as recognized in U.S. ex rel. Hill v.
Univ. of Med. & Dentistry of N.J., 448 Fed.Appx. 314, 317 n.4 (3d Cir. 2011).

40 See id.

41 S. Rep. No. 110-507, at 3 (2008).

42 Id. at 5.

43 Graham Cty., 559 U.S. at 295, 130 S.Ct. 1396.

44 Cantekin, 192 F.3d at 408 (internal quotation marks omitted) (citing 31 U.S.C. § 3730(e)(4)(A) (1994)). The public
disclosure must have occurred “in a criminal, civil, or administrative hearing, in a congressional, administrative, or
Government Accounting Office report, hearing, audit, or investigation, or from the news media ...” 31 U.S.C. § 3730(e)
(4)(A) (1994).

45 Lamers, 998 F.Supp. at 988 (citing U.S. ex rel. Butler v. Hughes Helicopters, Inc., 71 F.3d 321, 326 (9th Cir. 1995)).

46 See James B. Helmer, False Claims Act: Whistleblower Litigation 247–48 n.873 (6th ed.) (2012) (cataloguing pre-2008
circuit cases imposing materiality requirement).

47 See id. at 248 (discussing circuit split on materiality standard).

48 Fraud Enforcement and Recovery Act of 2009 (FERA), Pub. L. No. 111-21 (2009).

49 S. Rep. No. 111-10, at 4 (2009). The Report later clarifies that the amendments were meant to “clarify and correct
erroneous interpretations of the law that were decided in Allison Engine Co. v. United States ex rel. Sanders, 553 U.S.
662, 128 S.Ct. 2123, 170 L.Ed.2d 1030 (2008) and United States ex rel. Totten v. Bombardier Corp., 380 F.3d 488 (D.C.
Cir. 2004).” Id. at *10.

50 Appellant’s Br. 15.

51 Arnold, 567 Fed.Appx. at 170 n.9 (explaining that the Third Circuit had not yet adopted the government knowledge
inference in 2014); Spay, 2015 WL 5582553, at *24 (collecting circuit cases).

52 Becker, 305 F.3d at 289.

53 Michael J. Davidson, The Government Knowledge Defense to the Civil False Claims Act: A Misnomer by Any Other
Name Does Not Sound as Sweet, 45 Idaho L. Rev. 41, 47 (2008) (citations omitted).

54 Burlbaw, 548 F.3d at 951.

55 Id. at 952.

56 See Educ. Mgmt., 2013 WL 3854458, at *11; Southland Mgmt. Corp., 326 F.3d at 682 (Jones, J., concurring) (“Most of
our sister circuits have held that under some circumstances, the government’s knowledge of the falsity of a statement or
claim can defeat FCA liability on the ground that the claimant did not act ‘knowingly’, because the claimant knew that the
government knew of the falsity of the statement and was willing to pay anyway.”).

57 Burlbaw, 548 F.3d at 952 (citing Wang, 975 F.2d at 1421).

58 189 F.3d 542 (7th Cir. 1999).

59 Id. at 545.

60 Id.

61 Id.; see also Becker, 305 F.3d at 289 (applying government knowledge inference where the Department of Energy’s
“full knowledge of the material facts underlying any representations implicit in [the defendant’s] conduct negates any
knowledge that [the defendant] had regarding the truth or falsity of those representations”).

62 See Burlbaw, 548 F.3d at 953 (applying the government knowledge inference where there was evidence of governmental
knowledge and cooperation, the defendant was “completely forthcoming” with the government, and there was no evidence
that the information the defendant provided was “materially inaccurate”).

63 Southland, 326 F.3d at 682 (Jones, J., concurring).

64 See, e.g., Wang ex rel. United States v. FMC Corp., 975 F.2d 1412, 1421 (9th Cir. 1992) (“The government knew of
all the deficiencies identified by [the relator], and discussed them with [the defendant]. The fact that the government
knew of [the defendant’s] mistake and limitations, and that [the defendant] was open with the government about them,
suggests that while [the defendant] may have been groping for solutions, it was not cheating the government in the effort.
Without more, the common failings of engineers and other scientists are not culpable under the [FCA].”), overruled on
other grounds by U.S. ex rel. Hartpence v. Kinetic Concepts, 792 F.3d 1121 (9th Cir. 2015); Butler, 71 F.3d at 327 (finding
the government’s knowledge of allegedly false claims negated defendant’s intent where “the only reasonable conclusion
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a jury could draw from the evidence was that [the defendant] and the Army had so completely cooperated and shared
all information ... that [the defendant] did not ‘knowingly’ submit false claims”).

65 213 F.3d 519 (10th Cir. 2000).

66 71 F.3d 321.

67 975 F.2d 1412.

68 Shaw, 213 F.3d at 534 (emphasis omitted) (quoting Butler, 71 F.3d at 327).

69 Id.

70 Id.

71 In Shaw, the defendant government photography contractor was required to provide equipment necessary for silver
recovery—a “process by which trace silver is removed from film processing solution”—and to “dispose of the used
[solution] and other chemicals in accordance with Environmental Protection Agency ... guidelines and standards.” Id. at
527. The plaintiff relator alleged that the contractor failed to do so. Id. at 523.

72 Id. at 534–35.

73 Kreindler, 985 F.2d at 1156 (quoting Hagood, 929 F.2d at 1421); see also U.S. ex rel. A+ Homecare, Inc. v. Medshares
Mgmt. Grp., Inc., 400 F.3d 428, 454 n.21 (6th Cir. 2005) (explaining that the government knowledge inference is typically
applied where “the Government’s knowledge was used to demonstrate that what the defendant submitted was not actually
false but rather conformed to a modified agreement with the Government,” and that, because the defendant had neither
altered the Government’s understanding of reimbursement nor disclosed all pertinent information, that inference was not
available in this case), superseded by statute, FERA, Pub. L. No. 111-21 (2009), as recognized in U.S. ex rel. Harper v.
Muskingum Watershed Conservancy Dist., 842 F.3d 430, 436 (6th Cir. 2016).

74 As we explained at the outset, the False Claims Act was amended in 2009. Those amendments were deemed to “take
effect on the date of enactment of this Act [May 20, 2009] and shall apply to conduct on or after the date of enactment.”
Pub. L. 111-21 at § 4(f). Because the alleged conduct in this case occurred before 2009, we will use the pre-2009 version
of the FCA to assess the claims here, just as the District Court did. 2015 WL 5582553, at *21 n.10.

75 31 U.S.C. § 3729(a)(1) (1994).

76 Id. at § 3729(a)(2).

77 Id. at § 3729(a)(7).

78 Id. at § 3729(b)(1)–(3).

79 Id. at § 3729(b).

80 Spay, 2015 WL 5582553, at *26.

81 Spay and Sen. Grassley argue that the District Court incorrectly applied agency principles when relying on the statements
of CMS employees who testified individually, but not on behalf of the government, to infer government knowledge.
Appellant’s Br. at 28–39 (citing 2015 WL 5582553, at *26 n.17); Grassley Br. at 21–24. As Caremark correctly points out,
circuit courts routinely rely on government employee testimony as evidence of what relevant government officials knew
about the alleged conduct in FCA cases, and do not require that the employee testify on behalf of the government. See,
e.g., Huston v. Procter & Gamble Paper Prods. Co., 568 F.3d 100 (3d Cir. 2009).

82 2015 WL 5582553, at *43.

83 31 U.S.C. § 3729(b)(1)(B).

84 The evidence in this case demonstrates that Caremark was stuck between a rock and a hard place at the inception of the
Part D Program. Caremark hoped its approach of using dummy Prescriber IDs when they did not have the Prescriber’s
actual ID—an approach which fit into the Prescriber ID validation algorithm—was a valid, non-fraudulent PDE submission
given the circumstances at that time that allowed it to be paid for prescriptions needed by Medicare clients. Thus,
Caremark did not act with the scienter necessary for liability to attach under the FCA.

85 ––– U.S. ––––, 136 S.Ct. 1989, 195 L.Ed.2d 348 (2016).

86 Id. at 2002 (citations omitted).

87 Id. at 1998 n.1.

88 The Court of Appeals for the D.C. Circuit, when similarly evaluating pre-2009 conduct, “assume[d]—as the parties have
done—that Universal Health’s materiality standard applies to the instant dispute.” U.S. ex re. McBride v. Halliburton Co.,
848 F.3d 1027, 1031 n.5 (D.C. Cir. 2017). Here, Spay contends that Universal Health’s materiality standard does not
apply to pre-2009 conduct, and we therefore address this question directly.
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89 31 U.S.C. §§ 3729(a)(1), (2), (7) (1994). In 2009, Congress renumbered these sections, so that Section 3729(a)(1)
became Section 3729(a)(1)(A), Section 3729(a)(2) became Section 3729(a)(1)(B), and Section 3729(a)(7) became
Section 3729(a)(1)(G). Pub. L. No. 111-21, § 4. For clarity, we refer to these Sections in the text by their pre-2009 labels.

90 31 U.S.C. § 3729(a)(1)(B) (emphasis added).

91 31 U.S.C. § 3729(a)(1)(G) (emphasis added).

92 Compare 31 U.S.C. § 3729(a)(1) (1994) (“knowingly presents, or causes to be presented, to [the Government] a false
or fraudulent claim for payment or approval”), with 31 U.S.C. § 3729(a)(1)(A) (2009) (“knowingly presents, or causes to
be presented, a false or fraudulent claim for payment or approval”).

93 136 S.Ct. at 2001, 2002, 2004 (discussing 31 U.S.C. § 3729(a)(1)(A) as relevant provision).

94 31 U.S.C. § 3729(b)(4).

95 U.S. ex rel. Loughren v. Unum Grp., 613 F.3d 300, 307 (1st Cir. 2010) (“We have long held that the FCA is subject to
a judicially-imposed requirement that the allegedly false claim or statement be material.”); U.S. ex rel. Berge v. Bd. of
Trustees of the Univ. of Al., 104 F.3d 1453, 1459 (4th Cir. 1997) (“[W]e now make explicit that the current civil False Claims
Act imposes a materiality requirement.”); U.S. ex rel. Longhi v. U.S., 575 F.3d 458, 468–70 (5th Cir. 2009) (discussing
“proper standard for assessing the materiality of a false statement under the FCA’s civil-liability” provisions); United States
v. Bourseau, 531 F.3d 1159, 1170–71 (9th Cir. 2008) (holding “that the FCA includes a materiality requirement”); A+
Homecare, Inc., 400 F.3d at 442 (concluding “that false statements or conduct must be material to the false or fraudulent
claim to hold a person civilly liable under the FCA”); U.S. ex rel. Costner v. U.S., 317 F.3d 883, 887 (8th Cir. 2003)
(acknowledging that a materiality requirement exists but refraining from deciding “the precise contours of the materiality
requirement”); U.S. ex rel. Lamers v. City of Green Bay, 168 F.3d 1013, 1019 (7th Cir.1999); U.S. v. TDC Mgmt. Corp.,
Inc., 24 F.3d 292, 298 (D.C. Cir. 1994) (“To prevail under the False Claims Act, the government must prove either that
[the defendant] actually knew it had omitted material information from its monthly progress reports or that it recklessly
disregarded or deliberately ignored that possibility.”).

96 Loughren, 613 F.3d at 306–07 n.7–8 (“We need not decide whether the FERA applies retroactively here because under
either the former or amended version of Section 3729(a)(2), our analysis of Relator’s claims ... will be the same.”).

97 But see U.S. ex rel. Petratos v. Genentech Inc., 855 F.3d 481, 492 (3d Cir. 2017) (joining “the many other federal courts
that have recognized the heightened materiality standard after Universal Health Services.”).

98 Cantekin, 192 F.3d at 415.

99 527 U.S. 1, 25, 119 S.Ct. 1827, 144 L.Ed.2d 35 (1999).

100 Cantekin, 192 F.3d at 415.

101 Id.

102 See Universal Health, 136 S.Ct. at 2002 (explaining that the FCA’s post-2009 statutory definition of materiality uses
“language that we have employed to define materiality in other federal fraud statutes,” like the language in Neder).

103 See Longhi, 575 F.3d at 470 (noting the circuit split between the Fourth, Fifth, Sixth, and Ninth Circuits, which used the
“natural tendency test” for materiality, and the Eighth Circuit, which used the “more restrictive ‘outcome materiality test’ ”).

104 See id. (explaining that, with the 2009 FERA amendments, “Congress embraced the [materiality] test as stated by the
Supreme Court and several courts of appeals”).

105 The legislative history of the 2009 FERA also indicates that the original FCA included a materiality requirement, and that
Congress enacted the amendments contained in the FERA to restore that original requirement. Indeed, the title of the
FCA section of the FERA was “Clarifications to the False Claims Act to Reflect the Original Intent of the Law.” FERA,
Pub. L. No. 111-21, § 4. The Senate Report on the FERA explains that the 2009 amendments were enacted in response
to certain Supreme Court decisions that “r[an] contrary to the clear language and congressional intent of the FCA.” S.
Rep. No. 111-10, at 10. Accordingly, the revised text contained in Sections 3729(a)(1)(A) and (a)(1)(G) scaled back the
more strenuous intent requirement created by the Supreme Court in Allison Engine, 553 U.S. 662, 128 S.Ct. 2123, 170
L.Ed.2d 1030 (2008). See S. Rep. No. 111-10, at 12 (“To correct the Allison Engine decision, [the FERA] contains three
specific changes to existing section 3729(a)(2) and (a)(3). In section 3729(a)(2) the words ‘to get’ were removed striking
the language the Supreme Court found created an intent requirement for false claims liability under that section. In place
of this language, the Committee inserted the words ‘material to’ a false or fraudulent claim.”). The Senate Report further
explained that the newly-added definition of “material” was “consistent with the Supreme Court definition, as well as other
courts interpreting the term as applied to the FCA.” Id. (emphasis added). In other words, the legislative history explains
that courts had previously been applying a materiality requirement to FCA claims, and these amendments simply (1)
made the formerly implicit materiality requirement explicit, and (2) provided a standard definition of “material.”
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106 Compare 31 U.S.C. § 3729(a)(1) (1994) (creating liability for anyone who “knowingly presents, or causes to be presented,
to an officer or employee of the United States Government or a member of the Armed Forces of the United States a false
or fraudulent claim for payment or approval”), with 31 U.S.C. § 3729(a)(1)(A) (2009) (creating liability for anyone who
“knowingly presents, or causes to be presented, a false or fraudulent claim for payment or approval”).

107 Universal Health, 136 S.Ct. at 2002 (discussing “§ 3729(a)(1)(A)’s materiality requirement”).

108 Id.

109 Furthermore, in support of its statement that “[m]ateriality ... cannot be found where noncompliance is minor or
insubstantial,” the Supreme Court cites to two cases: a Supreme Court case from 1943 and a New York Court of Appeals
case from 1931. 136 S.Ct. at 2003 (citing Marcus v. Hess, 317 U.S. at 543, 63 S.Ct. 379; Junius Const. Corp. v. Cohen,
257 N.Y. 393, 400, 178 N.E. 672 (N.Y. 1931)). The 1943 Supreme Court case, Marcus v. Hess, dealt specifically with
the FCA. 317 U.S. at 539, 63 S.Ct. 379. This further supports the existence of a materiality element in the FCA long
before 2009.

110 Universal Health, 136 S.Ct. at 2003-04.

111 Spay, 2015 WL 5582553, at *34.

112 See Spay, 2015 WL 5582553, at *37–*39 (discussing CMS’s post-2007 efforts to prohibit use of dummy identifiers and
concluding that “[c]onsidered collectively, this evidence creates the sole reasonable inference that CMS did not previously
have a clear prohibition on the use of dummy identifiers. By first ‘clarifying’ its policies [in 2010], then ‘revising’ its prior
policy and regulation text [in 2011 and 2012], CMS effectively indicated that, prior to these efforts, dummy identifiers
were permissible”).

113 Universal Health, 136 S.Ct. at 2003.

114 Id. (quoting Allison Engine, 553 U.S. at 672, 128 S.Ct. 2123).

115 Spay, 2015 WL 5582553, at *65.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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857 F.3d 174
United States Court of Appeals,

Fourth Circuit.

UNITED STATES of America,
Intervenor/Plaintiff–Appellant,

and
United States ex rel. Omar Badr, Plaintiff,

v.
TRIPLE CANOPY, INC., Defendant–Appellee.

United States ex rel. Omar
Badr, Plaintiff–Appellant,

v.
Triple Canopy, Inc., Defendant–Appellee.

No. 13-2190, No. 13-2191
|

Argued: January 26, 2017
|

Decided: May 16, 2017

Synopsis
Background: Relator brought qui tam action under
False Claims Act (FCA) against government contractor,
alleging fraudulent billing, as well as asserting claims for
breach of contract, fraud, constructive fraud, payment by
mistake, and unjust enrichment. United States intervened.
The United States District Court for the Eastern District
of Virginia, Gerald Bruce Lee, J., 950 F.Supp.2d 888,
dismissed action. Relator and government appealed.
The Court of Appeals, Shedd, Circuit Judge, 775 F.3d
628, affirmed in part, reversed in part, and remanded.
Contractor petitioned for writ of certiorari, which was
granted, 136 S.Ct. 2504. The Supreme Court then vacated
the Court of Appeals' judgment and remanded action to
Court of Appeals.

Holdings: On remand, the Court of Appeals, Shedd,
Circuit Judge, held that:

[1] allegations were sufficient for relator and government
to allege falsity required for FCA claim, and

[2] allegations were sufficient for relator and government
to allege contractor's false statements to government were
material, as required for FCA claim.

Affirmed in part, reversed in part, and remanded.

West Headnotes (3)

[1] United States
False claim

In order to meet falsity requirement of False
Claims Act (FCA) claim, the government
must show a contractor makes specific
representations about the goods or services
provided, but knowingly fails to disclose the
defendant's noncompliance with a statutory,
regulatory, or contractual requirement. 31
U.S.C.A. § 3729(a)(1)(A).

8 Cases that cite this headnote

[2] United States
False claim

Allegations that contractor knew its guards,
serving as primary security force on United
States airbase in Iraq, had failed to satisfy
marksmanship requirement in government
contract, but still requested payment each
month from government for those guards,
were sufficient for relator and government to
allege falsity required for False Claims Act
(FCA) claim. 31 U.S.C.A. § 3729(a)(1)(A).

5 Cases that cite this headnote

[3] United States
Materiality

Allegations that contractor, who was charged
with primary responsibility under contract
to ensure safety of servicemen and women
stationed on United States airbase in Iraq,
knowingly employed guards who were unable
to use their weapons properly, orchestrated a
scheme to falsify marksmanship records, and
then presented claims to the government for
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payment for those unqualified guards were
sufficient for relator and government to allege
contractor's false statements to government
were material, as required for False Claims
Act (FCA) claim. 31 U.S.C.A. § 3729(b)(4).
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Before SHEDD, AGEE, and WYNN, Circuit Judges.

Opinion

Affirmed in part, reversed in part, and remanded by
published opinion. Judge Shedd wrote the opinion, in
which Judge Agee and Judge Wynn joined.

SHEDD, Circuit Judge:

On remand from the United States Supreme Court, we are
asked to consider whether the Government stated a claim
under the False Claims Act (FCA), 31 U.S.C. § 3729(a)

against Triple Canopy, Inc. Applying Universal Health
Services, Inc. v. United States ex rel. Escobar, ––– U.S.
––––, 136 S.Ct. 1989, 195 L.Ed.2d 348 (2016), we conclude
that the Government properly alleged an FCA claim.

I.

The facts and procedural history are recounted in detail
in our earlier opinion. See United States ex rel. Badr
v. Triple Canopy, Inc., 775 F.3d 628, 632-33 (4th Cir.
2015). In brief, the Government awarded Triple Canopy a
one-year contract to provide security services at Al Asad
Airbase in Iraq. As part of that contract, Triple Canopy
was required to meet certain “responsibilities,” including
“ensur[ing] that all employees have ... qualified on a U.S.
Army qualification course.” (J.A. 99). According to the
relator, Omar Badr, Triple Canopy brought in guards
from Uganda who were unable to meet this marksmanship
requirement. Rather than inform the Government of
this deficiency, Triple Canopy falsified the scorecards on
several occasions throughout the year. Triple Canopy
submitted invoices *176  for its guards on a monthly
basis but was not required to certify that its guard services
complied with the contract's responsibilities.

Badr brought an action against Triple Canopy under
31 U.S.C. §§ 3729 & 3730. The Government intervened
and filed a two-count complaint, alleging, inter alia,
that Triple Canopy knowingly presented false claims, in
violation of 31 U.S.C. § 3729(a)(1)(A) because it “billed
the Government for the full price for each and every
one of its unqualified security guards.” (J.A. 24). The
district court granted Triple Canopy's motion to dismiss.
United States ex rel. Badr v. Triple Canopy, Inc., 950
F.Supp.2d 888 (E.D. Va. 2013). In doing so, the court
“decline[d] recognition of an implied certification theory

of liability.” 1  Id. at 899.

We reversed in relevant part, concluding that the implied
certification theory was valid in certain circumstances:
“we hold that the Government pleads a false claim
when it alleges that the contractor, with the requisite
scienter, made a request for payment under a contract
and withheld information about its noncompliance with
material contractual requirements.” 775 F.3d at 636
(internal quotation marks omitted). To guard against the
potential for abuse, we required “strict enforcement of the
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Act's materiality and scienter requirements.” Id. at 637
(internal quotation marks omitted).

Applying this standard, we found that the Government
successfully stated a claim because it alleged that Triple
Canopy made a material falsehood. On falsity, we
explained that the marksmanship requirement was a
contractual responsibility that Triple Canopy failed to
satisfy, instead undertaking “a fraudulent scheme ... to
obscure its failure.” Id. We also rejected Triple Canopy's
argument that implied representations could only give rise
to liability if payment was conditioned on compliance
with the requirement because “nothing in the statute's
language specifically requires such a rule.” Id. at 637 n. 5
(internal quotation marks omitted). We also found that
the Government properly pled materiality:

[C]ommon sense strongly suggests
that the Government's decision to
pay a contractor for providing base
security in an active combat zone
would be influenced by knowledge
that the guards could not, for lack of
a better term, shoot straight.

Id. at 637-38. We noted that Triple Canopy's own
elaborate cover-up suggested that the contractor realized
the materiality of the marksmanship requirement.

After issuing our decision, the Supreme Court granted
certiorari in Universal Health to resolve a circuit split
on whether and to what extent the implied certification
theory is valid under the FCA. The Court first held
that “at least in certain circumstances,” the theory “can
be a basis for liability.” Universal Health, 136 S.Ct. at
1995. Thus, a contractor can be liable under the FCA
“when [it] submits a claim for payment that makes specific
representations about the goods or services provided, but
knowingly fails to disclose the defendant's noncompliance
with a statutory, regulatory, or contractual requirement.”
Id. In addition, the Court held that liability “does not turn
upon whether those requirements *177  were expressly
designated as conditions of payment” because “[w]hat
matters is not the label the Government attaches to
a requirement, but whether the defendant knowingly
violated a requirement that the defendant knows is
material to the Government's payment decision.” Id. at

1996. Abuse of the theory, the Court cautioned, should be
cabined by the “rigorous materiality requirement.” Id.

The Court next fleshed out how to apply the “demanding”
materiality standard. Id. at 2003. As the Court
summarized:

A misrepresentation cannot
be deemed material merely
because the Government designates
compliance with a particular
statutory, regulatory, or contractual
requirement as a condition of
payment. Nor is it sufficient for
a finding of materiality that the
Government would have the option
to decline to pay if it knew
of the defendant's noncompliance.
Materiality, in addition, cannot
be found where noncompliance is
minor or insubstantial.

Id.

In so ruling, the Court rejected the Government's more
expansive argument that a misrepresentation was material
so long as the contractor knew that the Government
would be entitled to refuse payment. The Court referred
to the Government's hypothetical wherein a contractor
provides health services but violates a requirement that all
contractors must use American-made staplers. “The False
Claims Act,” the Court emphasized, “does not adopt such
an extraordinarily expansive view of liability.” Id. at 2004.
Instead, the Court suggested that proof of materiality
could include “evidence that the defendant knows that
the Government consistently refuses to pay claims in the
mine run of cases based on [similar] noncompliance.” Id.
at 2003.

After issuing its decision in Universal Health, the Court
granted certiorari in our case, vacated our earlier opinion,
and remanded the case for further consideration. Triple
Canopy, Inc. v. United States ex rel. Badr, ––– U.S. ––––,
136 S.Ct. 2504, 195 L.Ed.2d 836 (2016). On remand,
we ordered the parties to brief and argue the impact of
Universal Health on our earlier panel decision.
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II.

Our task is straightforward: we must determine whether
Universal Health alters our earlier conclusion that the

Government stated a claim under § 3729(a)(1)(A). 2  The
fact that the Supreme Court vacated our earlier opinion
does not impact our ultimate conclusion; that action is not
a decision on the merits, and we remain free to “enter the
same judgment.” Vazquez-Valentin v. Santiago-Diaz, 459
F.3d 144, 148 (1st Cir. 2006). Applying Universal Health,
we readily conclude that it does not alter our earlier
panel decision and, accordingly, we again reverse the
district court's dismissal of the Government's complaint
and remand for further proceedings.

Universal Health made two rulings relevant here. First,
the Court held (as we did in our earlier panel decision)
that the implied certification theory of liability is valid in
certain circumstances. Second, the Court counseled that
concerns about abuse of the theory should be addressed
by employing a rigorous materiality requirement. Triple
Canopy argues that, under *178  Universal Health, the
Government's complaint falls short of alleging both falsity
and materiality. We disagree.

[1] Regarding falsity, Triple Canopy argues that
Universal Health adopted a much narrower view of falsity
than we did and that, applying the Court's test, the
Government failed to state a claim. Universal Health
requires the Government to show that a contractor
“makes specific representations about the goods or
services provided, but knowingly fails to disclose the
defendant's noncompliance with a statutory, regulatory,
or contractual requirement.” Universal Health, 136 S.Ct.
at 1995. Triple Canopy contends that, in Universal Health,
that standard was satisfied because when the contractor
billed Medicare, it chose specific billing codes for services,
thus making a “specific representation” about the services
provided. Here, in contrast, Triple Canopy argues that it
merely submitted invoices listing the number of guards
and hours worked and these invoices contained no falsities
on their face.

[2] We conclude that the Government has sufficiently
alleged falsity. Simply, the Universal Health rule is not
as crabbed as Triple Canopy posits. In announcing
the rule, the Court made clear that it was targeting
omissions that “fall squarely within the rule that half-

truths—representations that state the truth only so far
as it goes, while omitting critical qualifying information
—can be actionable misrepresentations.” Id. at 2000.
That “half-truth” is exactly what we have here: although
Triple Canopy knew its “guards” had failed to meet a
responsibility in the contract, it nonetheless requested
payment each month from the Government for those
“guards.” Just as in Universal Health, anyone reviewing
Triple Canopy's invoices “would probably—but wrongly
—conclude that [Triple Canopy] had complied with core

[contract] requirements.” Id. 3

[3] We also conclude that nothing in Universal Health
undermines our earlier conclusion that Triple Canopy's
falsity was material. In fact, far from undermining our

conclusion, Universal Health compels it. 4  In analyzing
materiality, we noted that a material falsehood was one
that was capable of influencing the Government's decision
to pay. We explained that the standard was a high
one intended to keep FCA liability from attaching to
“noncompliance with any of potentially hundreds of legal
requirements” in a contract. Triple Canopy, 775 F.3d
at 637 (internal quotation marks omitted). Applying the
standard, we found Triple Canopy's omissions material
for two reasons: common sense and Triple Canopy's
own actions in covering up the noncompliance. That
conclusion perfectly aligns with Universal Health. Most
persuasively, *179  in discussing scienter, the Court
offered the following hypothetical:

A defendant can have “actual knowledge” that a
condition is material without the Government expressly
calling it a condition of payment. If the Government
failed to specify that guns it orders must actually
shoot, but the defendant knows that the Government
routinely rescinds contracts if the guns do not shoot, the
defendant has “actual knowledge.” Likewise, because
a reasonable person would realize the imperative of a
functioning firearm, a defendant's failure to appreciate
the materiality of that condition would amount to
“deliberate ignorance” or “reckless disregard” of the
“truth or falsity of the information” even if the
Government did not spell this out.

Universal Health, 136 S.Ct. at 2001-02. Guns that do not
shoot are as material to the Government's decision to pay
as guards that cannot shoot straight.
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In addition, in discussing the types of evidence the
Government could introduce to show materiality, the
Court referenced whether the Government typically paid
claims that violated the particular requirement. Here, the
Government did not renew its contract for base security
with Triple Canopy and immediately intervened in the
litigation. Both of these actions are evidence that Triple
Canopy's falsehood affected the Government's decision to
pay. As we explained, the “Government's decision to pay a
contractor for providing base security in an active combat
zone would be influenced by knowledge that the guards
could not, for lack of a better term, shoot straight.” Triple
Canopy, 775 F.3d at 638.

In sum, nothing contradicts our conclusion that the
Government properly alleged that Triple Canopy violated
the FCA.

III.

Having reconsidered our earlier panel decision in light
of Universal Health, we conclude that the Government
has stated a claim under § 3729(a)(1)(A) of the FCA. We
also reinstate those portions of our opinion that were not
impacted by Universal Health: Part III.C, which reversed
the district court's dismissal of Badr from the implied
certification claim; Part IV, which concluded that the
Government stated a false records claims under 31 U.S.C.
§ 3729(a)(1)(B); and Part V, which concluded that Badr
failed to state a claim with regard to Triple Canopy's
actions at other bases in Iraq. We remand the case to the
district court for further proceedings consistent with our
opinion.

AFFIRMED IN PART, REVERSED IN PART, AND
REMANDED

All Citations

857 F.3d 174

Footnotes
1 As the Court defined the theory in Universal Health:

[W]hen a defendant submits a claim, it impliedly certifies compliance with all conditions of payment. But if that claim
fails to disclose the defendant's violation of a material statutory, regulatory, or contractual requirement, so the theory
goes, the defendant has made a misrepresentation that renders the claim “false or fraudulent.”
Universal Health, 136 S.Ct. at 1995 (quoting U.S.C. § 3729(a)(1)(A)).

2 Nothing in Universal Health affects our conclusion that the Government properly pled a false records claim under §
3729(a)(1)(B) or that Badr failed to state a claim regarding his allegations that Triple Canopy operated a similar scheme
at several others bases in Iraq. Accordingly, we reinstate Parts IV and V of our earlier panel opinion.

3 Moreover, to the extent Universal Health left open the question of whether “all claims for payment implicitly represent
that the billing party is legally entitled to payment,” 136 S.Ct. at 2000, we already answered that question in our earlier
decision, holding that the Government pleads a false claim when it alleges a “request for payment under a contract” where
the contractor “withheld information about its noncompliance with material contractual requirements.” Triple Canopy, 775
F.3d at 636 (internal quotation marks omitted).

4 If anything, we took a narrower view of materiality than the Court. In a footnote, we stated that, although a contract
provision need not expressly be identified as a condition of payment to be material, as a practical matter it would be
difficult for the Government to prove materiality absent a showing that the provision was a precondition for payment. See
Triple Canopy, 775 F.3d at 637 n. 5. However, in Universal Health, the Court held that “the Government's decision to
expressly identify a provision as a condition of payment is relevant, but not automatically dispositive.” Universal Health,
136 S.Ct. at 2003.

End of Document © 2019 Thomson Reuters. No claim to original U.S. Government Works.
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