UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF WISCONSIN

UNITED STATES OF AMERICA, and THE STATE OF WISCONSIN,
ex rel. DR. TOBY TYLER WATSON,

Plaintiffs,
V. Case No. 11-CV-236-JPS

JENNIFER KING VASSEL, et al.,

Defendant.

OPPOSITION TO DEFENDANT JENNIFER KING-
VASSEL'S MOTION IN LIMINE TO PRECLUDE THE
PLAINTIFF'S CLAIMS THAT DR. KING KNOWINGLY
CAUSED TO BE SUBMITTED FALSE CLAIMS

Relator, Dr. Toby Tyler Watson (Dr. Watson), by his attorneys, James B. Gottstein of the
Law Project for Psychiatric Rights and Rebecca L. Gietman of Gietman Law oppose Defendant
Jennifer King-Vassel's Motion In Limine To Preclude The Plaintiff's Claims That Dr. King
Knowingly Caused To Be Submitted False Claims for the reasons that follow.

A. SUMMARY

In her Motion In Limine Dr. King essentially is moving for an order that she cannot be
held to have "knowingly" presented false claims for writing prescriptions not for a medically
accepted indication as defined under 42 U.S.C. § 1396r-8(k)(6), §1396r-8(g)(1)(B)(i) because
(a) they are not false claims, and (b) she relied on Wisconsin's program paying for such claims
which she argues negates the knowledge requirement under the False Claims Act, 31 U.S.C.
§3729.

On November 22, 2013, Dr. King filed an affidavit by an attorney for the Wisconsin

Department of Health Services stating that it was Wisconsin's position to pay for such claims,
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and in fact disagreeing that such claims are false. Thus, as stated in his Brief in Support of his
Renewed Motion In Limine, Document No. 145, p. 8, Dr. Watson will dismiss the State Claims.

However, as also stated in Dr. Watson's Brief in Support of his Renewed Motion In
Limine, Document No. 145, the claims are still false as to the federal government. Having said
that, there is the legitimate question as to whether the actions of Wisconsin negated Dr. King's
knowledge even as to the federal claims. On this point, while that may, or may not be true as to
prescriptions written before this Court's decision holding such prescriptions are false claims on
October 23, 2012, Document No. 59, p. 11, subsequently affirmed by the Court of Appeals, it
cannot be true with respect to prescriptions written after this Court held such prescriptions were
false claims.

Dr. King completely ignores that she was put on notice repeatedly that such prescriptions
were false claims, first with her receipt of the Complaint, then with this Court’s October 23,
2012 Order, Document No. 59, p. 11, and then with the Court of Appeals decision in August of
2013.

B. THE BASES FOR DR. KING'S KNOWLEDGE®

First, the United States Supreme Court has held government agent representations do not
negate knowledge, i.e., do not create an estoppel:

Protection of the public fisc requires that those who seek public funds act with
scrupulous regard for the requirements of law; respondent could expect no less
than to be held to the most demanding standards in its quest for public funds. This
is consistent with the general rule that those who deal with the Government are

! Because of its centrality to this case and Dr. Watson feels an incorporation by reference may
not be sufficient, this section is verbatim the same as Section I11.B. of Dr. Watson's Brief In
Support Of Relator's Renewed Motion In Limine Re: False Claims, Document No. 145
(Renewed Motion In Limine), except that the first and last paragraphs are not included and the
references to exhibits are to the document numbers.

Opposition to Dr. King
Motion In Limine 2
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expected to know the law and may not rely on the conduct of Government agents
contrary to law.

Heckler v. Community Health Services, 467 U.S. 51, 63, 104 S.Ct. 2218, 2225 (1984), emphasis
added.

Citing to Heckler, in Edgewater Hospital v. Bowen, 857 F.2d 1123, 1138 (7th Cir. 1988),
amended at 866 F.2d 228, the Seventh Circuit recognized a limited exception:

The Supreme Court has questioned whether "estoppel can ever be appropriately
applied against the Government.” The general rule is that reliance on
misinformation provided by a government employee (or agent) does not provide a
basis for estoppel. However, various circuits have invoked the doctrine against the
government in narrowly defined circumstances. This court set forth its standard
for applying estoppel against a government agency in Portmann v. United States,
674 F.2d 1155 (7th Cir.1982):

First, the party to be estopped must know the facts. Second, this party
must intend that his conduct shall be acted upon, or must so act that the
party asserting estoppel has a right to believe it is so intended. Third, the
party asserting estoppel must have been ignorant of the facts. Finally, the
party asserting estoppel must reasonably rely on the other's conduct to his
substantial injury.

674 F.2d at 1167. In addition to these traditional private law elements of the
estoppel doctrine, we require that the party asserting estoppel establish that the
government's action amounted to affirmative misconduct. Although the Supreme
Court has not yet addressed the appropriateness of this additional element, many
circuits have required it.

The party claiming estoppel has the burden of demonstrating the elements.
(emphasis added, some citations and footnotes omitted).

Also citing to Heckler, in Hagood v.Sonoma County Water Agency, 929 F. 2d 1416 (9th
Cir. 1991), the Ninth Circuit held that United States government officials' approval of a contract
based on an erroneous interpretation of law did not defeat a False Claims Act cause of action,
and reversed the district court's dismissal under Fed. R. Civ. Proc. 12(b)(6).

It is upon this body of law that Dr. Watson relies to establish the knowledge element for

the prescriptions written to N.B. Dr. Watson acknowledges this Court's Order of October 2,

Opposition to Dr. King
Motion In Limine
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2013, Document No. 116, casts doubt on whether this Court will apply to the facts in this case
the principle that estoppel will not lie against the government. Even if this Court does not apply
the principle that estoppel against the government does not apply in this case, Dr. King must still
affirmatively prove the representation and that she relied upon it. General expert testimony
regarding prescribing practices and the reimbursement process do not establish this.

However, even if she can establish an estoppel for the prescriptions identified in the
Complaint, prescriptions written after

(a) Dr. King was served with the Complaint in this matter,

(b) this Court held prescriptions that were not for a medically accepted indication as
defined under 42 U.S.C. 8§ 1396r-8(k)(6), 81396r-8(g)(1)(B)(i) constitute false
claims, Document No. 59, p. 11, and

(c) the Court of Appeals affirmed this on appeal, 728 F.3d at 715,

are a different matter.
In its opinion, the Court of Appeals held the reckless disregard standard is met when the
person "failed 'to make such inquiry as would be reasonable and prudent to conduct under the

circumstances,' " or "when the actor knows or has reason to know of facts that would lead a
reasonable person to realize." 785 F.3d at713. Dr. King was certainly put on notice that
prescriptions not for a medically accepted indication as defined under 42 U.S.C. § 1396r-8(k)(6),
81396r-8(g)(1)(B)(i) constituted false claims when she was served with the Complaint in this
matter. By this Court's Order on October 23, 2012, Dr. King was not only put on notice, there
was a judicial ruling that such prescriptions constituted false claims. And on August 28, 2013,

the Court of Appeals affirmed that such prescriptions constituted false claims.

In her deposition, Dr. King testified:

Opposition to Dr. King
Motion In Limine 4
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(1) that she did not change her practice with respect to what prescriptions she would
write to a Medicaid patient after being served with the Complaint, Document No.
145-4, pp 45-46;

(2) that she doesn't recall if she read this Court's October 23, 2012, decision that
prescriptions not for a medically accepted indication as defined under 42 U.S.C. §
1396r-8(k)(6), 81396r-8(g)(1)(B)(i) presented to Medicaid constitute false claims,
Document No. 59, and that she did not change anything in how she prescribed
medication to Medicaid patients, Document No. 145-4, pp 46 & 48; and

(3) even if she had read the Court of Appeal's Opinion in this case where it affirmed
that prescriptions not for a medically accepted indication as defined under 42 U.S.C.
8 1396r-8(k)(6), 81396r-8(g)(1)(B)(i) presented to Medicaid constitute false claims
she wouldn't have changed her practice because she doesn't base her prescribing
habits on statutes, Document No. 145-4, p. 48.

This certainly satisfies the reckless disregard standard for "knowingly" under the False Claims
Act as a matter of law, and probably the deliberate ignorance standard as well.

Thus, Dr. Watson respectfully suggests the only relevant fact inquiry with respect to
prescriptions written after this Court's October 23, 2012, Decision, Document No. 59, is whether
they were written for a medically accepted indication as defined under 42 U.S.C. §1396r-
8(k)(6), 81396r-8(g)(1)(B)(i). As a matter of law, Dr. King knowingly caused false claims
within the meaning of the False Claims Act as to prescriptions written to Medicaid patients that
were not for a medically accepted indication as defined under 42 U.S.C. §1396r-8(k)(6),
81396r-8(g)(1)(B)(i) after this Court's Order of October 23, 2012, Document 59. Any

representations by Wisconsin state officials or anyone else cannot negate the knowingly element

Opposition to Dr. King
Motion In Limine 5
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in the face of court decisions in this case holding prescriptions written to Medicaid patients that

were not for a medically accepted indication as defined under 42 U.S.C. §1396r-8(k)(6),

81396r-8(g)(1)(B)(i) constitute false claims.

C. DELIBERATE IGNORANCE

Dr. King asserts "the plaintiff has also not presented any evidence that Dr. King acted in

deliberate ignorance of the truth" at page 2 of her brief, Document No. 151. First, Dr. Watson is

not required to present evidence before trial because there is no summary judgment motion on

the issue. Second, it is not true. As set forth above, with respect to prescriptions written after

being served with the Complaint, in his Renewed Motion In Limine, Document No. 145, Dr.

Watson presented Dr. King's deposition testimony:

1)

)

(3)

that she did not change her practice with respect to what prescriptions she would
write to a Medicaid patient after being served with the Complaint, Document 145-4,
pp 45-46;

that she doesn't recall if she read this Court's October 23, 2012, decision that
prescriptions not for a medically accepted indication as defined under 42 U.S.C. §
1396r-8(k)(6), 81396r-8(g)(1)(B)(i) presented to Medicaid constitute false claims,
Document No. 59, and that she did not change anything in how she prescribed
medication to Medicaid patients, Document 145-4, pp 46 & 48; and

even if she had read the Court of Appeal's Opinion in this case where it affirmed
that prescriptions not for a medically accepted indication as defined under 42 U.S.C.
8 1396r-8(k)(6), 81396r-8(g)(1)(B)(i) presented to Medicaid constitute false claims
she wouldn't have changed her practice because she doesn't base her prescribing

habits on statutes, Document No. 145-4, p. 48.

Opposition to Dr. King
Motion In Limine
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It is respectfully suggested that (2) & (3) constitute deliberate ignorance. In fact, this case
squarely presents the issue of how long a doctor can claim ignorance that writing prescriptions
to Medicaid patients not for a medically accepted indication as defined under 42 U.S.C. § 1396r-
8(k)(6), 81396r-8(g)(1)(B)(i) cause false claims.

D. PRIOR AUTHORIZATIONS NEGATE KNOWLEDGE ONLY AS TO PRESCRIPTIONS
WRITTEN BEFORE BEING SERVED WITH THE COMPLAINT

Dr. King cites United States ex rel. Rost v. Pfizer, Inc., 253 F.R.D. 11, 16 (D. Mass.
2008), for the proposition that payment by the State pursuant to its criteria eviscerates Dr. King's
liability. However, the quoted portion of Rost, is specifically limited to situations where prior

authorizations were obtained. In her deposition, Document No. 145-4, at page 45, Dr. King

testified she "possibly" obtained a prior-authorization for Strattera for N.B.,2 but then on the next
page testified that she had reviewed N.B.'s records two days previously and did not see any such
prior authorization forms.® At page 83 of her deposition, Document No. 145-4, Dr. King testifies
that she obtained prior authorizations for Risperdal prescriptions to little boys and girls ages
seven and under. Only if Dr. King proves prior authorizations for specific identified
prescriptions that are not for a medically accepted indication does the Rost holding apply.
However, even then, it is respectfully suggested the Rost rationale does not apply after being
served with the complaint because reliance is no longer reasonable without some sort of inquiry.

As set forth above, Dr. King conducted no such inquiry.

2 In order to streamline the trial, Dr. Watson plans on only pursuing claims for two drugs,
Risperdal, also known as risperidone, and Geodon, also known as ziprasidone.

% Later, at page 43, Dr. King testifies she saw at least one prior authorization form, but doesn't
identify for which drug or prescription.

Opposition to Dr. King
Motion In Limine 7
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E. THE DRUG UTILIZATION BOARD IS NOT EMPOWERED TO EXPAND COVERAGE

As Dr. Watson explained in his Reply Re; Motion In Limine Re: False Claims, Document
112, pp 3-4, the function of the Drug Utilization Board is not as asserted by Dr. King. The
statutory framework only allows formularies and DUR boards to further restrict coverage, not
expand it. See 42 U.S.C. §1396r(d)(1).

This is in fact how the DUR process is utilized in practice. The Centers for Medicare and
Medicaid Services (CMS), the Government agency charged with administering the Medicaid
program at the federal level, describes the role of the DUR as follows:

The Medicaid Drug Utilization Review (DUR) Program promotes patient safety
through state-administered utilization management tools and systems that
interface with CMS' Medicaid Management Information Systems (MMIS).
Medicaid DUR is a two-phase process that is conducted by the Medicaid state
agencies. In the first phase (prospective DUR) the state's Medicaid agency's
electronic monitoring system screens prescription drug claims to identify
problems such as therapeutic duplication, drug-disease contraindications,
incorrect dosage or duration of treatment, drug allergy and clinical misuse or
abuse. The second phase (retrospective DUR) involves ongoing and periodic
examination of claims data to identify patterns of fraud, abuse, gross overuse, or
medically unnecessary care and implements corrective action when needed.

http://www.medicaid.gov/Medicaid-CHIP-Program-Information/By-
Topics/Benefits/Prescription-Drugs/Drug-Utilization-Review.html (Document 112-1)

To the same effect is the State of Wisconsin's description of it Drug Utilization Review
Board. Exhibit 1

F. THE ""PEER REVIEWED MEDICAL LITERATURE" WAS DELETED FROM THE
DEFINITION OF MEDICALLY ACCEPTED INDICATION

As originally enacted in 1990 as part of the Omnibus Reconciliation Act of 1990, Pub.L.
No. 101-508, 104 Stat. 1388-299 (OBRA), the "peer review literature” was included as part of

the definition of a medically accepted indication:

Opposition to Dr. King
Motion In Limine 8
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"(6) Medically accepted indication.--The term 'medically accepted indication’
means any use for a covered outpatient drug which is approved under the Federal
Food, Drug, and Cosmetic Act, which appears in peer-reviewed medical literature
or which is accepted by one or more of the following compendia: the American
Hospital Formulary Service-Drug Information, the American Medical Association
Drug Evaluations, and the United States Pharmacopeia-Drug Information.*

There have been a number of amendments since then and the current version is:

(6) Medically accepted indication

The term “medically accepted indication” means any use for a covered outpatient
drug which is approved under the Federal Food, Drug, and Cosmetic Act [21
U.S.C.A. 8 301 et seq.], or the use of which is supported by one or more citations
included or approved for inclusion in any of the compendia described in
subsection (g)(1)(B)(i) of this section.

42 U.S.C. § 1396r-8(k)(6).
42 U.S.C. 81396r-8(g)(1)(B), which involves drug utilization review, which serves the
purpose of further restricting drug coverage, provides:

(B) The program shall assess data on drug use against predetermined standards,
consistent with the following:

(i) compendia which shall consist of the following:
(I) American Hospital Formulary Service Drug Information;

(1) United States Pharmacopeia-Drug Information (or its successor
publications); and

(111) the DRUGDEX Information System; and

(IV) Repealed. Pub.L. 108-173, Title I, § 101(e)(9)(B), Dec. 8, 2003, 117
Stat. 2152.

(ii) the peer-reviewed medical literature.

* It is hard to figure out the official citation, but this is at Subtitle B—Medicaid PART 1—
REDUCTION IN SPENDING, 84401, (k)(6), which appears on page 119 of the Westlaw version
downloaded on November 24, 2013, a copy of which is attached hereto as Exhibit 2, for the
convenience of the Court in locating it in OBRA 1990.

Opposition to Dr. King
Motion In Limine 9
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The current definition of medically accepted indication, contained in 81396r-8(k)(6), explicitly
excludes subsection (ii) the peer-reviewed medical literature.

Thus, Dr. King's citation to peer reviewed medical literature in 42 U.S.C. §1396r—
8(9)(1)(B)()(I) is misplaced. As explained in previous briefing, the drug review process of 42
U.S.C. 81396r-8(g)(1) is one of the further restrictions on coverage contained in 42 U.S.C.
81396r-8(g). It cannot be used to expand coverage beyond covered outpatient drugs.

This Court has held federal Medicaid coverage of outpatient drugs is limited to what is
defined as a medically accepted indication, i.e., uses approved under the Food, Drug, and
Cosmetic Act (FDCA) or supported by one of the compendia. Dr. King has made the same
argument about §1396r-8(d)(1)(B)(i) before and it was at least implicitly rejected by this Court.
In addition, Dr. King made the same argument at oral argument before the Court of Appeals and
the Court of Appeals has held coverage is limited to uses approved under the Food, Drug, and
Cosmetic Act or supported by one of the compendia. This issue should be settled, at least in this
case at this point.

The knowledge element under the False Claims Act is a legitimate issue, although as set
forth above, Dr. King had to have at least reckless indifference knowledge after this Court's
October 23, 2012, Order, holding coverage is restricted to uses approved under the FDCA or
supported by a compendia. Whether the prescriptions at issue in this case were written for a use
approved under the FDCA or supported by a compendia is also a legitimate issue. Dr. Watson
has at least the initial burden for both of these elements. That prescriptions not written for a
medically accepted indication as defined under 42 U.S.C. § 1396r-8(k)(6), §1396r-8(g)(1)(B)(i)

are false claims, it is respectfully suggested, has been settled.

Opposition to Dr. King
Motion In Limine 10
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G. THE PosSITION OF THE INSPECTOR GENERAL OF THE DEPARTMENT OF HEALTH
AND HUMAN SERVICES IS DUE DEFERENCE, NOT TOO SUSPICIOUS LETTERS
FROM CMS EMPLOYEES

At Section I1.B, of her motion, Dr. King asserts the Centers for Medicare and Medicaid
Services (CMS) does not support Dr. Watson's interpretation of the statute limiting outpatient
drug coverage to medically accepted indications as defined in 42 U.S.C. § 1396r-8(k)(6),
81396r-8(g)(1)(B)(i), citing to two letter from CMS in late 2007 and early 2008. Document
Nos. 31-7 & 31-9. First, this ignores that the Inspector General of the Department of Health and
Human Services has since issued an official position, as Dr. Watson discussed inDocument No.
112, pp 8-9, that in May of 2011, in his report, titled, "Medicare Atypical Antipsychotic Drug
Claims for Elderly Nursing Home Residents, Document 112-5. The Executive Summary
Background section at page i, includes the statement:

Medicare requires that drugs be used for medically accepted indications supported
by one or more of three compendia to be eligible for reimbursement.

And at page 5, it states:

For drugs to qualify for Medicare Part D reimbursement, the Medicare Benefit
Policy Manual and the Prescription Drug Benefit Manual require that drugs be
used for medically accepted indications.*®

These indications include both the uses approved by FDA and those uses,
including off-label, supported by one or more of three compendia: (1) the
American Society of Health System Pharmacists, Inc.'s, American Hospital
Formulary Service Drug Information; (2) the United States Pharmacopeia-Drug
Information (or its successor publications); and (3) Thomson Reuters' DrugDEX
Information System. Hereinafter these are collectively referred to as the
compendia.

'® The Social Security Act (the Act) § 1927(g)(1)(B)(i). 42 U.S.C. 1396r-
8(9)(1)(B)(i). The compendia described at the Act § 1927(g)(1)(B)(i) are
incorporated into the Part D definition of "medically accepted indication” through
the Act 8 1860D-2(e)(4)(A)(ii), 42 U.S.C. 1395w-102(e)(4)(A)(ii), which refers to
the Act § 1927(k)(6), which, in turn, refers to the Act § 1927(g)(1)(B)(i).

(footnotes, except 16, omitted).

Opposition to Dr. King
Motion In Limine 11
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In other words, Medicare Part D drug coverage incorporates the Medicaid restriction to
medically accepted indications, which is limited to uses approved under the FDCA or supported
by one of the compendia. This is an explicit, official statement of the coverage restriction by the
Inspector General of the United States Department of Health and Human Services.®

This is in sharp contrast to the two suspicious letters on CMS letterhead three years prior
to the Inspector General's officially stated position, in both cases signed by someone for someone
else, which means all four people can deny that the letter to which his name is attached really
came from him.° However, the suspicious nature of these letters and their unofficial status fade
into the background in the face of the Inspector General's officially stated position.

Dr. King cites to Chevron U.S.A. Inc. v. NRDC, 467 U.S. 837, 844 (1984) for the
proposition that deference is due these letters, but in fact, deference is due the official position of
the government, as stated by the Inspector General of the Department of Health and Human
Services.

H. DR. KING'S INTERPRETATION OF 42 U.S.C. §1396r-8(D)(1)(B)(1) Is
NONSENSICAL

In Dr. Watson's Reply regarding his original Motion In Limine Re: False Claims,

Document No. 112, pp 4-5, he points out that Dr. King's interpretation that 42 U.S.C. §1396r-

> Through Document 112, pp 6-9, Dr. Watson previously demonstrated that the United States
Department of Justice takes the same position that Medicaid outpatient drug coverage (at least as
to federal money) is limited to uses approved under the FDCA or supported by a compendia.
Just earlier this month, this position was reiterated by the United States Government in its
Complaint in Intervention in United States v. Janssen Pharmaceutica Products, L.P., et al., Case
2:04-cv-01529-TJS, ED Pennsylvania, Document No. 60, a highlighted copy of relevant portions
of which is attached as Exhibit 3. For this case, Dr. Watson has decided to restrict his claims to
prescriptions for just two drugs, one of which is Risperdal, the subject of the $2.2 Billion
settlement by the manufacturer for causing false claims by inducing doctors (which includes Dr.
King here) to prescribe Risperdal to children that are not for a medically accepted indication.
See, United States Department of Justice November 4, 2013, News Release, Exhibit 4.

® Document Nos. 31-7 and 31-9.

Opposition to Dr. King
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8(d)(1)(B)(i) that states can expand coverage beyond medically accepted indications as defined
in the statute is nonsensical as a strict matter of statutory construction. This Court's Order on
that motion, Document 116, implicitly rejected Dr. King's argument. Dr. Watson, however, feels
he must restate it here. 81396r-8(d)(1)(B)(i) provides:

(B) A State may exclude or otherwise restrict coverage of a covered outpatient
drug if--

(i) the prescribed use is not for a medically accepted indication (as defined in
subsection (k)(6) of this section);

This provision is circular, because "covered outpatient drug” is defined in 42 USC
1396R-8(k)(3) to "not include any . .. drug . .. used for a medical indication which is not a
medically accepted indication.” Thus, substituting the definition of "medically accepted
indication," the statutory provision relied upon by the Defendant states,

A State may exclude or otherwise restrict coverage of a covered outpatient drug to
a covered outpatient drug.

or, substituting the definition of "covered outpatient drug:"
A State may exclude or otherwise restrict coverage of drugs prescribed for a

medically accepted indication to drugs prescribed for a medically accepted
indication.

It is apparent there are two provisions to restrict coverage to medically accepted
indications. One is universal and the other is at the option of the states, but both have been
enacted, leaving superfluous the state option, at least as to federal funds. The whole structure of
the statute with respect to covered outpatient drugs is that it is restricted to medically accepted
indications, defined as uses approved under the FDCA or supported by at least one of the
compendia. Section1396r-8(d)(1)(B)(i) cannot be read to override Congress' explicit limitation

of Medicaid coverage for outpatient drugs to medically accepted indications.

Opposition to Dr. King
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A. CONCLUSION

For the foregoing reasons, Dr. Watson respectfully suggests Dr. King's Motion In Limine,
Document No. 151 should be DENIED.

Dated: November 25, 2013 s/ James B. Gottstein
James B. Gottstein (Alaska Bar # 7811100)
Law Project for Psychiatric Rights
406 G Street, Suite 206
Anchorage, AK 99501
(907) 274-7686
jim.gottstein@psychrights.org

Dated: November 25, 2013 s/ Rebecca L. Gietman
Rebecca L Gietman
Gietman Law
805 S. Madison St.
Chilton, W1 53014
414.841.7173
GietmanLaw@gmail.com

Attorneys for Relator, Dr. Toby Tyler Watson
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Program Name: BadgerCare Plus and Medicaid Handbook Area: Pharmacy
10/04/2013

Claims : Drug Utilization Review

Exhibit

Topic #1978 1

A Comprehensive Overview

The federal OBRA 90 (Omnibus Reconciliation Act of 1990) established program requirements
regarding several aspects of pharmacy practice. One of the requirements of OBRA '90 was a DUR
(Drug Utilization Review) program for BadgerCare Plus, Medicaid, and SeniorCare members to
improve the quality and cost-effectiveness of care.

The OBRA "90 requires that BadgerCare Plus, Medicaid, and SeniorCare DUR program includes all of
the following:

* Prospective DUR.
e Retrospective DUR.
e An educational program using DUR program data on common drug therapy.

Individual pharmacies are responsible for prospective DUR, while BadgerCare Plus, Medicaid, and
SeniorCare are responsible for retrospective DUR and educational procgramming. Additional
differences between prospective and retrospective DUR can be found in the following table.

Prospective Versus Retrospective DUR

Prospective DUR Retrospective DUR

» Performed before a drug is Performed after a drug is dispensed

dispensed

Warns when a potential problem has occurred
» Identifies a potential problem before
it occurs

Useful for detecting patterns and designing

targets for intervention

* Provides real-time response to a
potential problem

Has corrective action

* Has preventive and corrective action

The DUR Board, required by federal law, consists of three physicians, five pharmacists, and one
nurse practitioner. The DUR Board and the DHS (Department of Health Services) review and approve
all DUR criteria and establish a hierarchy of alerts for prospective and retrospective DUR.

Providers should refer to Phar. 7.01(1)e) and 7.08, Wis. Admin. Code, and s. 450.01(16){i), Wis.
Stats., for additional information about DUR program requirements.

Topic #12657

Additive Toxicity

The additive toxicity DUR (Drug Utilization Review) alert is activated when a prescribed drug causes a
cumulative effect with other drugs in the claims history. Peoints accumulate for side effects based on
the severity and the frequency of the side effect. Once a defined threshold is reached, an alert is
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Topic #1983

Alerts and Alert Hierarchy

The DUR {(Drug Utilization Review) Board established a hierarchy for the order in which multiple alerts
appeatr if more than one alert is activated for a drug claim. Factors taken into account in determining
the hierarchy include the potential for avoidance of adverse consequences, improvement of the
quality of care, cost savings, likelihood of a false positive, retrospective DUR experience, and a
review of alerts used by other state Medicaid programs for prospective DUR. The clinical drug tables
used to establish the alerts are provided to BadgerCare Plus, Medicaid, and SeniorCare by First
DataBank, Inc.

For information about overriding DUR alerts, providers may refer to the Prospective Drug Utilization
Review System topic.

BadgerCare Plus, Medicaid, and SeniorCare activate alerts that identify the following problems.
These alerts are listed in hierarchical order according to the following prospective DUR conflict codes:

= DD — Drug-drug interaction.

e Drug-disease contraindication.
o MC — reported.
o DC — inferred.

TD — Therapeutic duplication.

PG — Pregnancy alert.

ER — Overuse.

AT — Additive toxicity.

LR — Underuse.

NS — Insufficient Quantity.

Topic #12618

Drug-Disease Contraindication

The drug-disease contraindication DUR (Drug Utilization Review) alert is activated when a drug is
prescribed for a member who has a disease for which the drug is contraindicated. Acute diseases
remain in the member's medical profile for a limited period of time, while chronic diseases remain
permanently. The disease may have been reported on a medical claim or inferred from a drug in
claims history.

Contraindications include the following:

e Reported — The diagnosis is extracted from the member's medical profile. A medical profile
includes previously reimbursed claims, including pharmacy claims, where a diagnosis is
submitted.

o Inferred — Infer that the member has a disease based on a drug present in claims history.
This inference is made if there is one disease indicated for a drug.

Topic #12617

Drug-Drug Interaction
The drug-drug interaction DUR (Drug Utilization Review) alert is activated when another drug in
claims history interacts with the drug being filled. The system reviews not only the prescriptions at

the current pharmacy, but all of the prescriptions reimbursed by BadgerCare Plus, Medicaid, and
SeniorCare.

Topic #1981

Edits and Audits
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The claims processing system includes certain edits and audits. Edits check the validity of data on
each individual daim. For example, a claim with an invalid NDC (National Drug Code) will be denied
with an edit. In contrast, audits review claim history. For example, if the same daim is filed at two
different pharmacies on the same day, the claim at the second pharmacy will be denied with an
audit.

Only payable claims that are not denied by an edit or audit are submitted to prospective DUR (Drug
Utilization Review). Prospective DUR alerts inform providers of potential drug therapy problems. With
the exception of the overuse precaution ("ER") alert, providers can override any of these alerts.

Topic #1980

Educational Programming

A number of educational programs are generated by the DUR (Drug Utilization Review) Board. One of
the primary means of education is the distribution of educational newsletters to prescribers and
pharmacists. Topics for newsletters include:

Current treatment protocols.

How to best use the information received in the intervention letter.
New drug-drug interactions.

Utilization and cost data for selected therapeutic classes of drugs.
Comparison of efficacy and cost of drugs within a therapeutic class.

In addition, the intervention letters sent out generate additional calls to the DUR pharmacy staff that
provide an opportunity for a one-on-one educational activity with the prescriber.

Topic #12660

High Dose

Providers receive the high dose prospective DUR (Drug Utilization Review) alert on daims for drugs
listed in the table below if the dose exceeds daily limit indicated.

Drug Daily Limit
Acetaminophen |Greater than 4,000 mg_;/day, for all members
Alprazolam Greater than 2 mg/day, for members 65 or older

Amitriptyline Greater than 150 mg/day, for all members
Cyclobenzaprine |Greater than 30 mg/day, for all members
Escitalopram Greater than 30 mg/day, for all members

Tramadol Greater than 300 mg/day, for members 65 or older
Zolpidem Greater than 10 mg/day for members 65 or older

Topic #12637

Overuse Precaution

The overuse precaution DUR (Drug Utilization Review) alert is activated when a member is requesting
an early refill of a prescription. The alert is sent to the provider if a claim is submitted before 80
percent of the previous claim's days' supply for the same drug, drug strength, and dosage form has
been taken. The alert indicates the number of days that should remain on the prescription, not the
day that the drug can be refilled without activating the alert. Drugs with up to a 10-day supply are
excluded from this alert.

A comprehensive list of drug categories are monitored for the "ER" prospective DUR alert if a member
requests a refill before 80 percent of a previous daim's days supply has been taken. Antibiotics,
insulins, IV solutions, electrolytes (except potassium, blood components and factors), and diagnostic
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drugs are excluded.

The Prospective Drug Utilization Review System topic includes more information about override
policies.

Topic #12620

Pregnancy Alert

The pregnancy DUR (Drug Utilization Review) alert is activated when the prescribed drug is
contraindicated in pregnancy. This alert is activated when all of the following conditions are met:

* The memberis a woman between 12 and 60 years of age.

e ForwardHealth receives a medical or pharmacy claim for a member that indicates pregnancy
using a diagnosis code.

o A pharmacy claim for a drug that possesses a clinical significance of D, X, or 1 {as assigned by
the FDA (Food and Drug Administration) or First DataBank, Inc.) is submitted for a member.

Clinical Significance Codes

D|There is positive evidence of human fetal risk based on adverse reaction data from
investigational or marketing experience or studies in humans. However, potential benefits may
warrant use of the drug in pregnant women despite potential risks if the drug is needed in a life-
threatening situation or for a serious disease for which safer drugs cannot be used or are
ineffective. This is a FDA-assigned value.

X|Studies in animals or humans have demonstrated fetal abnormalities and/or there is positive
evidence of human fetal risk based on adverse reaction data from investigational or marketing
experience, and the risks involved in use of the drug in pregnant women clearly outweigh
potential benefits. This is an FDA-assighed value.

1 |No FDA rating but is contraindicated or not recommended; may have animal and/or human
studies or pre- or post-marketing information. This is a First DataBank, Inc.-assigned value.

The pregnancy diagnosis will be deactivated from a member's medical profile after 260 days or if an
intervening diagnosis indicating delivery or other pregnancy termination is received on a claim.

Tapic #1977

Prospective Drug Utilization Review System

To help individual pharmacies comply with their prospective DUR (Drug Utilization Review)
responsibility, BadgerCare Plus, Medicaid, and SeniorCare developed a prospective DUR system. The
system screens certain drug categories for clinically significant potential drug therapy problems
before a drug is dispensed to a member. Prospective DUR enhances clinical quality and cost-effective
drug use.

Prospective DUR is applied to all BadgerCare Plus, Medicaid, and SeniorCare real-time POS (Point-of-
Sale) claims submitted to ForwardHealth. Prospective DUR alerts are returned to pharmacy providers
as a conflict code. Providers may refer to the ForwardHealth Payer Sheet: (P-00272) NCPDP (National

Council for Prescription Drug Programs) Version D.0 for more information about prospective DUR.

Although the prospective DUR system alerts pharmacy providers to a variety of potential problems, it
is not intended to replace pharmacists' professional judgment. Potential drug therapy problems may
exist which do not trigger the prospective DUR system. Prospective DUR remains the responsibility of
the pharmacy, as required by federal and state law. The system is an additional tool to assist
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pharmacists in meeting this requirement.

Claims Reviewed by the Prospective Drug Utilization Review System

Under the prospective DUR system, only reimbursable claims for BadgerCare Plus, Medicaid, and
SeniorCare members submitted through the real-time pharmacy POS system are reviewed. Although
paper claims and compound drug claims are not reviewed by the prospective DUR system, pharmacy
providers are still required under provisions of OBRA '90 (Omnibus Budget Reconciliation Act of 1990)
to perform prospective DUR independently.

Claims for Assisted Living Faclilty, Group Home, and Nursing Facllity Mesnbers

Real-time claims for assisted living facility, group home, and nursing facility members are reviewed
through the prospective DUR system; however, they do not require a response to obtain
reimbursement since claims submission for these members does not always occur at the same time
the drug is dispensed. The assisted living facility, group home, or nursing facility pharmacist
consultant is responsible for prospective DUR. Although assisted living fadility, group home, and
nursing facility claims are exempt from denial, an informational alert will be received on POS claims.

Overriding Prospective Drug Utilization Review Alerts

When a claim is processed for a drug that has the potential to cause problems for a member,
BadgerCare Plus, Medicaid, or SeniorCare return an alert to inform the pharmacy provider about the
potential problem. The provider is then required to respond to the alert to obtain reimbursement. For
certain drugs, providers may override the claim in the POS system. The provider is required to
resubmit the claim and include information about the action taken and the resulting cutcome.

For other drugs, pharmacy providers are required to call the DAPO (Drug Authorization and Policy
Override) Center to request authorization.

If a provider receives a prospective DUR alert and subsequently receives an override through DAPO
Center, the DUR alert pre-override is not required on the resubmitted claim. If multiple DUR alerts are
received for a claim and an override from the DAPO Center is obtained for one DUR alert, the provider
may be required to pre-override/override the additional prospective DUR alerts, as appropriate.

Providers are strongly encouraged to contact their software vendors to ensure that they have
access to these necessary fields. Providers may also refer to the payer sheet for information about
NCPDP transactions.

Prospective DUR allows pre-overrides if a drug in claims history will activate an alert for a drug that
will dispensed from the same pharmacy. Providers may not pre-override claims for certain drugs for
which the overuse precaution ("ER") DUR alert will activate.

Early Refill Prospective Drug Utilization Review Overrides

Examples of when an early refill override request may be approved through the DAPO Center
include, but are not limited to, the following:

¢ If the member has an appropriate medical need (e.g., the member's medications were lost or
stolen, the member has requested a vacation supply).

» A member has been taking too much of a medication because he or she misunderstood the
directions for administration from the prescriber.

* A prescriber changed the directions for administration of the drug and did not inform the
pharmacy provider.

Pharmacy providers should call prescribers to verify the directions for use or to determine whether or
not the directions for use changed.

If the pharmacist determines that it is not appropriate to refill the drug early, the pharmacy may
instruct the member to return to the pharmacy to pick up the refill after 80 percent of the previous
claim's days supply has been taken. Providers may refer to NCPDP field 544-FY (DUR Free Text
Message) to determine the date the member may pick up the refill of a drug.

When pharmacy providers submit noncompound drug claims or reversals with a response to a
prospective DUR alert at a minimum, the following fields are required:
¢ Reason for Service Code (NCPDP field 439-E4).
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* Professional Service Code (NCPDP field 440-E5).
¢ Result of Service Code (NCPDP field 441-E6).

The following table indicates the specific fields that providers are required to submit for prospective
DUR claims. The "X" denotes a required field with a prospective DUR claim submission.

Policy Drug Utilization Reason for Professional Result of
Requirements |Review/PPS Code Counter |Service Code Service Code Service Code

Prospective DUR
Override

The following table provides additional prospective DUR claim submission examples for when
providers submit responses to the prospective DUR alert services in the same transaction.

Example :easpn for Profgssional Resu_lt of Drug Utilizai_:ion Review or
ervice Code Service Code Service Code |Pharmaceutical Care
A AT MO 15 DUR
B AT RE 1E DUR
C AT RE 1E DUR
D AT RE 1E DUR
SR MO 1F Not applicable
F AT RE 1E DUR
SR MO 1F Not applicable
Topic #1975

Retrospective Drug Utilization Review

Retrospective DURs (Drug Utilization Reviews) are performed by BadgerCare Plus, Medicaid, and
SeniorCare on a monthly basis. Review of drug claims against DUR Board-approved criteria
generates patient profiles that are individually reviewed for clinical significance.

Each month, all BadgerCare Plus, Medicaid, and SeniorCare pharmacy claims are examined by a
software program for potential adverse drug concerns. Criteria are developed by BadgerCare Plus,
Medicaid, and SeniorCare and are reviewed and approved by the DUR Board. Problems that are
reviewed include drug-drug interactions, overuse (i.e., early refill), drug-disease contraindications,
duplicate therapy, high dose, and drug pregnancy contraindication.

If a potential drug problem is discovered, intervention letters are sent to all prescribers who ordered
a drug relevant to an identified problem. Also included with an intervention letter is a response form
for the prescriber to complete, a pre-addressed return envelope, and a patient drug profile.
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Topic #12619

Therapeutic Duplication

The therapeutic duplication DUR (Drug Utilization Review) alert is activated when another drug is
present in claims history in the same therapeutic class as the drug being dispensed. The message
sent to the provider includes the drug name in claims history that is causing the alert. The
therapeutic classes for the duplication alert include:

Anti-anxiety agents.
Antidepressants.

Antihistamines.
Antihypertensives.
Antipsychotics.

Antithrombotics.

Barbiturates.

Cardiovascular agents.

Diuretics.

Histamine H2 receptor inhibitors.
Hypoglycemics.

Narcotic analgesics.

NSAIDs (nonsteroidal anti-inflammatory drugs) (including COX-2 selective agents).
Oral contraceptives.

Platelet aggregation inhibitors.
PPI {proton pump inhibitor) drugs.
Sedatives and hypnotics.

Skeletal muscle relaxants.

Topic #12659

Underuse Precaution

The underuse precaution DUR (Drug Utilization Review) alert is activated when a member is late in
obtaining a refill of a maintenance drug. The alert is sent to the provider when a drug is refilled and
exceeds 125 percent of the days' supply on the same drug in history. The number of days late is
calculated as the days after the prescription should have been refilled. Drugs with up to a 10-day
supply are excluded from this alert. This alert applies, but is not limited to, the following therapeutic
categories:

ACE (angiotensin converting enzyme) inhibitor drugs.
Alpha-blockers.

Antilipidemics.

Angiotensin-2 receptor antagonists.
Anti-arrhythmics.

Anticonvulsants.

Antidepressants.

Antipsychotics.

Beta-blockers.

Calcium channel blockers.

Digoxin.

Diuretics.

Cral hypoglycemics.
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OMNIBUS BUDGET RECONCILIATION ACT OF 1990, PL 101-508, November 5,...

Drug, and Cosmetic Act or which is approved under section 505(j) of such Act;
“(i1)(I) which was commercially used or sold in the United States before the date of the enactment of the Drug
Amendments of 1962 or which is identical, similar, or related (within the meaning of section 310.6(b)(1) of title 21 of the
Code of Federal Regulations) to such a drug, and
(IT) which has not been the subject of a final determination by the Secretary that it is a ‘new drug’ (within the meaning of
section 201(b) of the Federal Food, Drug, and Cosmetic Act) or an action brought by the Secretary under section 301,
302(a), or 304(a) of such Act to enforce section 502(f) or 505(a) of such Act; or
“(iii)(I) which is described in section 107(c)(3) of the Drug Amendments of 1962 and for which the Secretary has
determined there is a compelling justification for its medical need, or is identical, similar, or related (within the meaning
of section 310.6(b)(1) of title 21 of the Code of Federal Regulations) to such a drug, and (II) for which the Secretary has
not issued a notice of an opportunity for a hearing under section 505(e) of the Federal Food, Drug, and Cosmetic Act on a
proposed order of the Secretary to withdraw approval of an application for such drug under such section because the
Secretary has determined that the drug is less than effective for some or all conditions of use prescribed, recommended, or
suggested in its labeling; and
“(B) a biological product, other than a vaccine which—
“(1) may only be dispensed upon prescription,
“(i1) is licensed under section 351 of the Public Health Service Act, and
“(iii) is produced at an establishment licensed under such section to produce such product; and
“(C) insulin certified under section 506 of the Federal Food, Drug, and Cosmetic Act.
“(3) Limiting definition.—The term ‘covered outpatient drug’ does not include any drug, biological product, or insulin
provided as part of, or as incident to and in the same setting as, any of the following (and for which payment may be made
under this title as part of payment for the following and not as direct reimbursement for the drug):
“(A) Inpatient hospital services.
“(B) Hospice services.
“(C) Dental services, except that drugs for which the State plan authorizes direct reimbursement to the dispensing dentist
are covered outpatient drugs.
“(D) Physicians’ services.
“(E) Outpatient hospital services * * * * emergency room visits.
“(F) Nursing facility services.
“(G) Other laboratory and x-ray services.
“(H) Renal dialysis.

Such term also does not include any such drug or product which is used for a medical indication which is not a medically
accepted indication.
“(4) Nonprescription drugs.—If a State plan for medical assistance under this title includes coverage of prescribed drugs as
described in section 1905(a)(12) and permits coverage of drugs which may be sold without a prescription (commonly
referred to as ‘over-the-counter’ drugs), if they are prescribed by a physician (or other person authorized to prescribe under
State law), such a drug shall be regarded as a covered outpatient drug.
“(5) Manufacturer.—The term ‘manufacturer’ means any entity which is engaged in—
“(A) the production, preparation, propagation, compounding, conversion, or processing of prescription drug products,
either directly or indirectly by extraction from substances of natural origin, or independently by means of chemical
synthesis, or by a combination of extraction and chemical synthesis, or
“(B) in the packaging, repackaging, labeling, relabeling, or distribution of prescription drug products.
Such term does not include a wholesale distributor of drugs or a retail pharmacy licensed under State law.
“(6) Medically accepted indication.—The term ‘medically accepted indication’ means any use for a covered outpatient drug
which is approved under the Federal Food, Drug, and Cosmetic Act, which appears in peer-reviewed medical literature or
which is accepted by one or more of the following compendia: the American Hospital Formulary Service-Drug Information,
the American Medical Association Drug Evaluations, and the United States Pharmacopeia—Drug Information.
“(7) Multiple source drug; innovator multiple source drug; noninnovator multiple source drue cinole canree drmo —
“(A) Defined.—

“(1) Multiple source drug.—The term ‘multiple source drug’ means, with respect to Exhibit
outpatient drug (not including any drug described in paragraph (5)) for which there are 2 ¢
“() are rated as therapeutically equivalent (under the Food and Drug Administratic 2
‘Approved Drug Products with Therapeutic Equivalence Evaluations’),

“(II) except as provided in subparagraph (B), are pharmaceutically equivalent an
Mext
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

UNITED STATES OF AMERICA ex rel.
Victoria Starr,

Plaintiffs,
V.

JANSSEN PHARMACEUTICA
PRODUCTS, L.P.,

Defendant.

UNITED STATES OF AMERICA ex rel.
Lynn Powell,

Plaintiffs,

V.
JANSSEN PHARMACEUTICA
PRODUCTS, L.P., and
JOHNSON & JOHNSON,

Defendants.

UNITED STATES OF AMERICA ex rel.
Camille McGowan and Judy Doetterl,

Plaintiffs,

V.
JANSSEN PHARMACEUTICA, INC.,
JANSSEN PHARMACEUTICA
PRODUCTS, L.P., and
JOHNSON & JOHNSON, INC.

Defendants.
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UNITED STATES OF AMERICA, et al., ex rel.
Kurtis J. Barry,

Plaintiffs,

v, : CIVIL ACTION NO. 10-cv-0098
ORTHO-MCNEIL-JANSSEN
PHARMACEUTICALS, INC. and
JOHNSON & JOHNSON, INC.

Defendants.

UNITED STATES’ COMPLAINT IN INTERVENTION

From at least 1999 through 2005, Johnson & Johnson (J&J) and its subsidiary Janssen
Pharmaceuticals, Inc. (“Janssen”) (collectively, “defendants™) promoted Risperdal, an atypical
antipsychotic drug, for uses that were not approved as safe and effective by the Food and Drug
Administration (FDA) (“off-label uses™) and, in some cases, were not covered by Medicaid and
other federal healthcare programs. Defendants established a specialized ElderCare sales force to
promote Risperdal. This sales force promoted Risperdal in nursing homes to control agitation,
aggression, and other behavioral disturbances in elderly dementia patients. Janssen promoted
Risperdal to control behavioral disturbances and conduct disorders in children and to treat
attention deficit disorder and other off-label conditions. Janssen also promoted Risperdal for use
in the general population to control mood and anxiety symptoms unrelated to any psychotic
disorder. Clinical trials, including those sponsored by defendants, indicated that taking Risperdal
increased the risk of strokes in the elderly and diabetes in all patients. In 2005, FDA requested
that Janssen change the Risperdal label to include a “Boxed Warning,” commonly known as a
“black-box warning” — the agency’s strongest warning — about the increased risk of death in the

elderly. By knowingly and actively promoting Risperdal as safe and effective for off-label and
2
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non-covered uses, defendants caused Medicaid and other federal healthcare programs to pay
hundreds of millions of dollars for uncovered claims.
1. JURISDICTION AND VENUE

1. This Court has jurisdiction over the subject matter of this action pursuant to
28 U.S.C. §§ 1331 and 1345 and supplemental jurisdiction over the common law causes of
action pursuant to 28 U.S.C. § 1367(a).

2 This Court may exercise personal jurisdiction over defendants pursuant to 31
U.S.C. § 3732(a), because they transact business in this District.

3 Venue is proper in this District under 31 U.S.C. § 3732 and 28 U.S.C. § 1391(b)
and (c) because defendants have transacted business in this District and have committed acts
proscribed by 31 U.S.C. § 3729 in this District.

II. PARTIES

4, The United States brings this action on behalf of the Department of Health and
Human Services (HHS) and the Centers for Medicare & Medicaid Services (CMS) (formerly
known as the Health Care Financing Administration), which administers the Medicaid program
in conjunction with the states; the TRICARE Management Activity (TMA); the United States
Office of Personnel Management (OPM); the United States Department of Veterans Affairs
(VA); and the Office of Workers® Compensation Programs of the United States Department of
Labor (DOL-OWCP).

5 Relator Victoria Starr resides in Oregon. In April 2004, Ms. Starr filed an action
alleging violations of the False Claims Act (FCA), 31 U.S.C. §§ 3729-33, on behalf of herself

and the United States Government pursuant to the gui tam provisions of the FCA, 31 U.S.C.

§ 3730(b)(1) (2008).

]
J
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6. Relator Lynn Powell resides in North Carolina. In November 2004, Ms. Powell
filed an action alleging violations of the FCA on behalf of herself and the United States
Government pursuant to qui tam provisions of the FCA.

7. Relators Camille McGowan and Judy Doetterl reside in New York. In December
2004, these relators filed an action alleging vi