
SETTLEMENT AGREEMENT

This Settlement Agreement ("Agreement") is entered into among the United States of

America, acting through the United States Department of Justice and on behalf of the Office of

Inspector General of the Department of Health and Human Services ("OIG-HHS"); the Defense

Health Agency ("DHA"), acting on behalf of the TRICARE Program; the Office of Personnel

Management ("OPM"), which administers the Federal Employees Health Benefits Program

("FEHBP"); the Office of Workers Compensation Programs ("OWCP") of the United States

Department of Labor ("DOL-OWCP"); and the United States Department of Veterans Affairs

("VA") (collectively, the "United States"); Abbott Laboratories, ("Abbott") and AbbVie Inc.,

(collectively "the Abbott Parties"); and Relator Amy Bergman ("Relator") hereafter collectively

referred to as "the Parties," through their authorized representatives.

RECITALS

A. Abbott Laboratories is an Illinois corporation with its principal place of business in

Abbott Park, Illinois. At all relevant times, Abbott marketed the drug fenofibrate under the trade

name of TriCor@ as part of its research-based pharmaceuticals business. As of January 1,2013,

Abbott completed the separation of its research-based pharmaceuticals business, which became an

independent company, AbbVie Inc. AbbVie Inc. is a Delaware corporation with its principal place

of business in North Chicago, Illinois.

B. On September 18, 2009, Relator filed a qui tam action in the United States District

Court for the Eastern District of Pennsylvania captioned United States ex rel. Amy Bergman, et al.

v. Abbott Laboratories, Civil Action No. 09-04264, pursuant to the qui tam provisions of the False

Claims Act, 3l U.S.C. $3730(b). The operative amended complaint was filed on January 6,2012,

and is captioned United States ex rel. Amy Bergman, et al. v. Abbott Laboratories, Civil Action

No. 2:09-cv-04264 ("the Civil Action").



C. The United States declined to intervene in the Civil Action on March 22,2012.

D. The Abbott Parties will be entering into separate settlement agreements, described

in Paragraph l(b) below (hereinafter referred to as the o'State Settlement Agreements"), with

certain states in settlement of the Covered Conduct, as that term is defined herein. States with

which the Abbott Parties execute a State Settlement Agreement in the form to which the Abbott

Parties and the National Association of Medicaid Fraud Control Units ("NAMFCU") Negotiating

Team have agreed, or in a form otherwise agreed to by the Abbott Parties and an individual State,

shall be defined as "Participating States."

E. The Relator contends that Abbott caused claims for payment for TriCor to be

submitted to the Medicaid Program, 42 U.S.C. $$ 1396-1396w-5 ("Medicaid"), the Medicare

Program, Title XVIII of the Social Security Act, 42 U.S.C. $$ 1395-1395kkk-l ("Medicare"), the

TRICARE Program, l0 U.S.C. $$ l07l-lll0b ("TRICARE"), the Federal Employees Health

Benefit Program, 5 U.S.C. $$ 8901-8914 ("FEHBP"), and the Federal Employees' Compensation

Act, 5 U.S.C. $ 8101 et seq. ("FECA"), and caused purchases by the Department of Veterans

Affairs, Veterans Health Administration, 38 U.S.C. Chapter l7 ("VA").

F. The Relator contends that, during the period from January I , 2006 through

December 31, 2008, Abbott:

l. Marketed and sold TriCor@ (l) for use in treating, preventing or reducing

cardiovascular event and other cardiac health risk, (2) for use in combination with

statin drugs, and (3) for first-line treatment of diabetic patients, including

treatment to prevent or reduce cardiac health risks in diabetic patients-uses that

were not FDA-approved and were not covered by Medicaid, Medicare,

TRICARE, FEHBP, VA, or OWCP; and
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2. Provided or offered to provide remuneration to physicians including, but not limited

to, in-office meals and snacks, gifts, gift baskets and certificates, and engaged

health care providers for speaking engagements and consulting services where at

least one purpose of the remuneration was to induce the physicians to prescribe

TriCor@.

As a result of the foregoing alleged conduct (the "Covered Conduct"), the Relator alleges

that, between January l, 2006 and December 31, 2008, Abbott caused false or fraudulent claims

to be submiued to Medicaid, Medicare, TRICARE, FEHBP, and OWCP, or caused purchases by

the VA.

G. This Agreement is neither an admission of liability by the Abbott Parties nor a

concession by Relator or the United States that Relator's claims, or the claims of the United States,

are not well founded. The Abbott Parties expressly deny the allegations as set forth herein and in

the Civil Action.

H. Relator claims entitlement under 31 U.S.C. $ 3730(d) and analogous state laws to

a share of the proceeds of this Agreement and to her reasonable expenses, attorneys' fees, and

costs. The first of these claims, for a share of the proceeds of this Agreement, is resolved in this

Agreement. The second, for attorneys' fees, expenses, and costs, is resolved by separate

agreement.

To avoid the delay, uncertainty, inconvenience, and expense of protracted litigation of the

above claims, and in consideration of the mutual promises and obligations of this Agreement, the

Parties agree and covenant as follows:

TERMS AND CONDITIONS

1. The Abbott Parties shall pay to the United States and the Participating States,

collectively, the sum of $25,000,000.00 (twenty-five million dollars) (hereinafter,the "Settlement
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Amount") and accrued interest in the amount of $629,353, of which $12,500,000 and a pro-rata

share of accrued interest is restitution. The Settlement Amount shall constitute a debt immediately

due and owing to the United States and the Participating States. The debt shall be discharged by

payments to the United States and Participating States as follows:

a. The Abbott Parties shall pay to the United States the sum of $23,166,388

plus interest (hereinafter the "Federal Settlement Amount"). The Abbott Parties shall pay the

Federal Settlement Amount to the United States by electronic funds transfer pursuant to written

instructions to be provided by the United States Attorney's Office for the Eastern District of

Pennsylvania by the Effective Date of this Agreement. The Abbott Parties shall make this

electronic funds transfer no later than ten ( I 0) calendar days after the later of the Effective Date of

this Agreement and the date of receipt of any necessary payment information.

b. The Abbott Parties shall pay to the Participating States the sum of

$1,833,612 plus interest by electronic funds transfer in accordance with written instructions to be

provided by the NAMFCU Negotiating Team pursuant to the terms and conditions agreed upon

by the Abbott Parties and the NAMFCU Negotiating Team and as set forth in the State Settlement

Agreements that the Abbott Panies will enter into with the Participating States.

2. Conditioned upon the United States receiving the Federal Settlement Amount from

the Abbott Parties and as soon as feasible after receipt, the United States shall pay to Relator

$6,023,261, plus a pro rata share of the interest, by electronic funds transfer to the trust account of

her counsel in accordance with written instructions to be provided by Relator.

3. Subject to the exceptions in Paragraph 8 (concerning excluded claims) below, and

conditioned upon the Abbott Parties' full payment of the Federal Settlement Amount, the United

States releases the Abbott Parties, together with their current and former parent corporations; direct
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and indirect subsidiaries; divisions; current or former corporate owners; and the corporate

successors and assigns from any civil or administrative monetary claim the United States has for

the Covered Conduct under the False Claims Act, 3l U.S.C. $$ 3729-3733; the Civil Monetary

Penalties Law,42 U.S.C. $ 1320a-7a; the Program Fraud Civil Remedies Act, 31 U.S.C. $$ 3801-

3812: or the common law theories of payment by mistake, unjust enrichment, and fraud.

4. Subject to the exception in Paragraph 8(e) below (concerning excluded claims), and

conditioned upon the Abbott Parties' full payment of the Federal Settlement Amount, Relator, for

herselfand for her heirs, successors, agents, and assigns, or any other person or entity acting on

her behalf or asserting her rights, fully and finally releases, waives and forever discharges the

Abbott Parties and all of their past and present parent corporations, subsidiaries, divisions,

affiliates, co-promoters,joint ventures, predecessors, successors, and assigns, and each and all of

their current and former officers, directors, shareholders, employees, attorneys, agents, and

contractors, individually and collectively, from all liability, claims, demands, claims for relief,

actions, rights, causes of action whatsoever, suits, debts, obligations, liabilities, demands, losses,

damages (including treble damages and any civil penalties), punitive damages, costs and expenses

of any kind, character or nature whatsoever, existing as of the Effective Date of this Agreement,

whether known or unknown, fixed or contingent, in law or in equity, in contract or in tort, under

any federal or state statute or regulation, or in common law, or that Relator or her heirs, successors,

agents, or assigns would have standing to bring, whether or not related to the Civil Action, with

the exception of Relator's claims for attorneys' fees and costs under 31 U.S.C. $ 3730(d), which

are being resolved by separate agreement and are expressly not covered by this Agreement or

release. Subject to this exception, this Paragraph is intended to be interpreted as a general release
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on behalf of Relator, who warrants and represents that she has not assigned or transferred any of

her claims to any person, entity, or thing.

5. In consideration of the obligations of the Abbott Parties set forth in this Agreement,

and conditioned upon the Abbott Parties' full payment of the Federal Settlement Amount, DHA

agrees to release and refrain from instituting, directing, or maintaining any administrative action

seeking exclusion from the TRICARE Program against the Abbott Parties under 32 C.F.R. $ 199.9

for the Covered Conduct, except as reserved in this Paragraph and in Paragraph 8 (concerning

excluded claims), below. DHA expressly reserves authority to seek to exclude the Abbott Parties

from the TRICARE Program under 32 C.F.R. $$ 199.9 (fl(lXiXA), (|(l)(iXB), and (|(lxiii)

(mandatory exclusion), based upon the Covered Conduct. Nothing in this Paragraph precludes

DHA or the TRICARE Program from taking action against entities or persons, or for conduct and

practices, for which claims have been reserved in Paragraph 8, below.

6. In consideration of the obligations of the Abbott Parties in this Agreement, and

conditioned upon the Abbott Parties full payment of the Federal Settlement Amount, OPM agrees

to release and refrain from instituting, directing, or maintaining any administrative action seeking

exclusion from the FEHBP against the Abbott Parties under 5 U.S.C. $ 8902a or 5 C.F.R. Part 890

Subpart J or Part 919 for the Covered Conduct, except as reserved in this Paragraph and in

Paragraph 8 (concerning excluded claims), below, and except if excluded by the OIG-HHS

pursuant to 42 U.S.C. $ 1320a-7(a). OPM expressly reserves all rights to comply with any

statutory obligation to seek to debar the Abbott Parties from the FEHBP under 5 U.S.C. $ 8902a(b)

(mandatory exclusion) based upon the Covered Conduct. Nothing in this Paragraph precludes

OPM from taking action against entities or persons, or for conduct and practices, for which claims

have been reserved in Paragraph 8, below.
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7. The Abbott Parties fully and finally release Relator and her heirs, assigns, attorneys,

and agents from any claims, including any and all claims, claims for relief, actions, rights, causes

of action, suits, debts, obligations, liabilities, demands, losses, damages, punitive damages, costs

and expenses of any kind, character or nature whatsoever existing as of the Effective Date of this

Agreement, whether known or unknown, fixed or contingent, in law or in equity, in contract or in

tort, under any federal or state statute or regulation, or in common law, or otherwise that they, their

heirs, successors, agents and assigns otherwise have standing to bring, whether or not related to

the Civil Action. This Paragraph is intended to be interpreted as a general release, and the Abbott

Panies warrant and represent that they have not assigned or transferred any of their claims to any

person, entity, or thing.

8. Notwithstanding the releases given in Paragraphs 3, 5, 6, and 7 of this Agreement,

or any other term of this Agreement, the following claims of the United States are specifically

reserved and are not released:

a. Any liability arising under Title26, U.S. Code (Internal Revenue Code);

b. Any criminal liability;

c. Except as explicitly stated in this Agreement, any administrative liability,

including mandatory or permissive exclusion from Federal health care programs;

d. Any liability to the United States (or its agencies) for any conduct other than

the Covered Conduct;

e. Any liability based upon obligations created by this Agreement;

f. Any liability of individuals;

g. Any liability for express or implied warranty claims or other claims for

defective or deficient products or services, including quality of goods and services;
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h. Any liability for failure to deliver goods or services due; and

i. Any liability for personal injury or property damage or for other

consequential damages arising from the Covered Conduct.

9. Relator and her heirs, successors, attorneys, agents, and assigns shall not object to

this Agreement but agree and confirm that this Agreement is fair, adequate, and reasonable under

all the circumstances, pursuant to 3l U.S.C. $ 3730(c)(2)(B). Conditioned upon Relator's receipt

of the payment described in Paragraph 2, Relator and her heirs, successors, attorneys, agents, and

assigns fully and finally release, waive, and forever discharge the United States, its agencies,

officers, agents, employees, and servants, from any claims arising from the filing of the Civil

Action or under 3l U.S.C. $ 3730, and from any claims to a share of the proceeds of this Agreement

and/or the Civil Action.

10. The Abbott Parties waive and shall not assert any defenses the Abbott Parties may

have to any criminal prosecution or administrative action relating to the Covered Conduct that may

be based in whole or in part on a contention that, under the Double Jeopardy Clause in the Fifth

Amendment of the Constitution, or under the Excessive Fines Clause in the Eighth Amendment of

the Constitution, this Agreement bars a remedy sought in such criminal prosecution or

administrative action.

I l. The Abbott Parties fully and finally release the United States, and its agencies,

employees, servants, and agents from any claims (including attorneys' fees, costs, and expenses

of every kind and however denominated) that the Abbott Parties have asserted, could have

asserted, or may assert in the future against the United States, and its agencies, officers, employees,

servants, and agents, related to the Covered Conduct and the United States' investigation and

prosecution thereof.
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12. The Settlement Amount shall not be decreased as a result of the denial of claims

for payment now being withheld from payment by any Medicare contractor (e.g., Medicare

Administrative Contractor, fiscal intermediary, carrier), TRICARE, FEHBP, VA, OWCP or any

state payer, related to the Covered Conduct; and the Abbott Parties agree not to resubmit to any

Medicare contractor, TRICARE, FEHBP, VA, OWCP or any state payer any previously denied

claims related to the Covered Conduct, agrees not to appeal any such denials of claims, and agrees

to withdraw any such pending appeals.

13. The Abbott Parties agree to the following:

a. Unallowable Costs Defined: All costs (as defined in the Federal Acquisition

Regulation, 48 C.F.R. $ 31.205-4 7; andin Titles XVIII and XIX of the Social Security Act, 42

U.S.C. $$ 1395-1395kkk-l and 1396-1396w-5; and the regulations and official program directives

promulgated thereunder) incurred by or on behalf of the Abbott Parties, their present or former

officers, directors, employees, shareholders, and agents in connection with:

(1) the matters covered by this Agreement;

(2) the United States' audit(s) and civil investigations of the matters

covered by this Agreement;

(3) the Abbott Parties' investigation, defense, and corrective actions

undertaken in response to the United States' audit(s) and civil

investigations in connection with the matters covered by this

Agreement (including attorneys' fees);

(4) The Abbott Parties' negotiation and performance of this Agreement;

and

9



(5) the payment the Abbott Parties make to the United States pursuant

to this Agreement and any payments that the Abbott Parties may

make to or on account of Relator, including costs and attorneys'

fees;

are unallowable costs for government contracting purposes and under the Medicare Program,

Medicaid Program, TRICARE Program, and FEHBP (hereinafter referred to as Unallowable

Costs).

b. Future Treatment of Unallowable Costs: Unallowable Costs shall be

separately determined and accounted for by the Abbott Parties, and the Abbott Parties shall not

charge such Unallowable Costs directly or indirectly to any contracts with the United States or any

State Medicaid program, or seek payment for such Unallowable Costs through any cost report,

cost statement, information statement, or payment request submitted by the Abbott Parties or any

of their subsidiaries or affiliates to the Medicare, Medicaid, TRICARE, or FEHBP Programs.

c. Treatment of Unallowable Costs Previously Submitted for Payment: The

Abbott Parties fuither agree that within ninety (90) days of the Effective Date of this Agreement

it shall identify to applicable Medicare and TRICARE fiscal intermediaries, carriers, and/or

contractors, and Medicaid and FEHBP fiscal agents, any Unallowable Costs (as defined in this

Paragraph) included in payments previously sought from the United States, or any State Medicaid

program, including, but not limited to, payments sought in any cost reports, cost statements,

information reports, or payment requests already submitted by the Abbott Parties or any of their

subsidiaries or affiliates, and shall request, and agree, that such cost reports, cost statements,

information reports, or payment requests, even if already settled, be adjusted to account for the

effect of the inclusion of the Unallowable Costs. The Abbott Parties agree that the United Statbs,
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