STATE SETTLEMENT AGREEMENT AND RELEASE

1. PARTIES

This Settlement Agreement (“Agreement”) is entered into by the State of Michigan (“the
State”); Mylan Pharmaceuticals Inc. (“MPI”) and UDL Laboratories Inc. (“UDL”), through their
authotized representatives (hereinafter referred to as “the Parties™)

IT PREAMBLE

As a preamble to this Agreement, the Parties agree to the following:

A WHEREAS, at all 1elévant times, MPI, a West Virginia corporation headquartered
in Mozrgantown, West Virginia, sold pharmaceutical products in the United States;

B. WHEREAS, at all relevant times, UDL, an Hlinois corporation headquartered in
Rockford, Illinois, sold pharmaceutical products in the United States;

C WHEREAS, at all material times, MPI and UDL participated in the Medicaid
Rebate Program, 42 U.S.C § 13961-8, which is part of the federal Medicaic; Program, Title XIX of
the Social Security Act, 42U S C §§ 1396-1396v. As participants in the Medicaid Program, MPI
and UDL entered into rebate agreements with the Health Care Financing Administration
("HCFA”), now known as the Centers for Medicare and Medicaid Services (“CMS”), and their
drug products were covered by state Medicaid plans that provided medical assistance for
outpatient prescription drugs 42 U S C §§ 1396a (10)(A); 1396d(a)(12), and 13961-8(a)(1);

D WHEREAS, the State alleges that MPI and UDL caused to be submitted claims for
payment for its drugs to the State’s Medicaid Program, established pursuant to or in connection

with Title XIX of the Social Security Act, 2 U S C §§ 1396-1396v (the “Medicaid Program’);



E WHEREAS, the State contends that it has certain civil and administrative claims
against MP] and UDL for allegedly engaging in the following conduct during the period fiom
Mazch 30, 2000 throngh and including March 31, 2005 (hereinafier the “Covered Conduct™):

1 MPI and UDL were participants in the Medicaid Rebate Program
and executed Rebale Agreements with the United States See 42 U.S C § 13961-8
Ihe State alleges that MPT and UDL incorrectly classified certain drugs that were
manufactwred by other companies (as set forth in Attachment A) as
“non-innovator” drugs rather than “innovator” (single source or innovator multiple

source} drugs  As a result, the State asserts, MPI and UDL underpaid their rebate

obligations to the Medicaid Program

F WHEREAS, to avoid the delay, expense, inconvenience, and uncertainty of
protracted litigation, and without admission of fact ot liability, MPI and UDL have entered into or
will be entering into a separate settlement agreement (hereinafter refetred to as the “Federal
Settlement Agieement™) with the United States of America, acting fhuough the United States
Department of Justice and the United States Attorney’s Office for the District of New Hampshire
on behalf of the Office of Inspector General (OIG-HHS) of the Department of Health and Human
Services (HHS) (collectively hereinafter referred to as the “United States™) which will be receiving
settlement funds from MPI and UDL for, inter alia, the Covered Conduct described in Paragraph
E(1) of Section II of this Agreement;

G. WHEREAS, this Agreement is made in compromise of disputed claims, and
neither this Agreement, its execution, noz the performance of any obligations under it, nor the fact

of the settlement, is intended to be, or shall be understood as, an admission of liability or



wrongdoing by MPI ot UDL, an expression reflecting upon the merits of the dispute by MPI or

UDL, or a concession by the State that its claims are not well founded;
H WHEREAS, to avoid the delay, expense, inconvenience, and uncertainty of

protracted litigation of these claims, the Parties mutually desire to 1each a fuall and final settlement

as set forth below

III. TERMS AND CONDITIONS

1 Pursuant to the Fedexal Settlement Agreement, MPI and UDL agree to pay the
United States, the States (defined for the purposes of this agreement as the District of Columbia
and every State except Arizona), (hereinafier 1eferzed to as the “the States™), and certain entities
(the “PHS Entities”) that participated in the Drug Pricing Program, 42 U § C. § 256b, which is part
of the Public Health Service (PHS) Act, 42 U S C. §§ 201-300ggg-92, collectively, the total sum
of one hundrt_ad cighteen million dollars ($118,000,000.00), of which $110,720,865 00 represents
payment to Medicaid, plus acctued interest (the “Settlement Amount”) Pursuant to the Federal
Settlement Agreement, the Settlement Amount shall be paid as follows:

A MPJ and UDL collectively shall pay sixty million eight hundred ninety-six
thousand, four hundred seventy-six dollars (860,896,476 00) plus interest accruing at a simple rate
of 3.25 percent per annum after February 6, 2009, through and including the date of payment (the
“Federal Settlement Amount”) to the United States. The Federal Settlement Amount shall be paid
pursuant to the terms of the Federal Settlement Agreement

B MPI and UDL collectively shall pay forty-nine million, eight hundred
twenty-four thousand, three hundred eighty-nine dollars ($49,824,389 00) plus interest accrning at
a simple 1ate of 3 25 percent per anmun after February 6, 2009, until and including the day before

complete payment is made (the “State Settlement Amount™) to the States The State Settlement



Amount shall be paid no later than ten business days after MPI and UDL receive written payment
mstructions from the National Association of Medicaid Fraud Control Units® (“INAMFCU™)
Negotiaﬁng leam foz the States and following the earliest of the dates on which either of the
following occurs: (1) the Setiflement Agreements for all States are fully exécuted by the Parties
and delivered to MPI’s and UDL’s attorneys; o1 (2) as otherwise agreed in writing by MPI, UDL
and the NAMFCU Negotiating Team

C. MPI and UDL collectively shall pay an additional portion of the Federal
Settlement Amount to tﬁe PHS Entities in the amount of seven million, two hundred seventy-nine
thousand, one hundred thirty-five dollars ($7,279,135 00), plus interest acctuing at a simple rate of

3.25 percent per annuin after February 6, 2009 The PHS Settlement Amount shell be paid

pursuant to the texms of the Federal Settlement Agreement

B Ihe total portion of the Settlenrient Amount paid by MPI and UDL in
settiement for the Covered Conduct to the State is $2,510,744 39, consisting of 2 portion paid to
the State under this agicement and another portion paid to the federal government as part of the
Federal Settlement Amount The individual portion of the State Settlement Amount allocable to

the State under this agreement is § 1,153,830 12, plus applicable interest

2 Subject to the exceptions in Patagraph 3 below, in consideration of the oblligations
of MPI and UDL in this Agreement, and conditioned upon full payment by MPI and UDL of the
State Settlement Amount, the State (on behalf of itself, its officers, agents, agencies, and
departments) agrees to release MPI, UDL, Mylan Inc , and Mylan Laboratories Inc , as well as

each of their current and former officers, directors, and employees (collectively “the Released

Parties™), from any civil o1 administrative monetary claims that the State has or may have for any



claims submitted or caused to be submitted to the State Medicaid Progiam for the Covered

Conduct 2s defined in Paragraph E(1) of Section II of this Agreement

3. Notwithstanding any term of this Agreement, specifically reserved and excluded

from the scope and terms of this Agreement as to any entity or person (including MPI and UDL)

are the following claims of the State:

a Any civil, ctiminal, o1 administrative Hability ariging under the State’s

revenue codes;
b Any criminal [iability;

c Except as explicitly stated in Paragiaph 2 of Section III of this Agreement,

any non-monetary administrative lability, including exclusion from the State’s Medicaid

Program;

d Any civil ot administrative lability to the State (or its agencies) for any

conduct other than the Covered Conduct that MPI and UDL have or may have under any state

statute, regulation, or rule;

€ Any liability based upon such obligations as are created by this Agreement;

f Any liability for express o1 implied warranty claims or other claims for
defective or deficient products and services, including quality of goods and services;

g Any liability for failure to deliver goods o1 services due; and

h. Any claims related to the allegedly improper inflation of Average
Wholesale Prices and Wholesale Acquisition Costs used for Medicaid reimbursement; provided,

howevet, that MPI and UDL do not waive any 1ights o defenses that they may have with respect to

liability or damages in connection with such claims

4 MPI and UDL fully and finally 1elease the State, its agencies, employees, servants,



and agents from any claims (including attorney’s fees, costs, and expenses of every kind and
however denominated) that MPI and UDL have asserted, could have asserted, or may assert in the
future against the State, its agencies, employees, servants, and agents, for the Covered Conduct
and the State’s investigation and prosecution of the Covered Conduct

5. MPI and UDL waive and shall not assert any défénses MPI or UDL may have to
any criminal prosccution or non-monetary administrative action for the Covered Conduct that is
based in whole o1 in pat on a contention that, under the Double Jeepardy 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 temedy sought in such criminal prosecution or
administrative action Nothing in this Patagraph ot any other provision of this Agreement
constitutes an agreement by the State concemrning the charactetization of the Individual State
Settlement Amount for purposes of state 1evenue laws. Except as specifically set forth in this

Paragraph, MPI and UDL reserve ail defenses and 1ights with respect to any claims reserved

and/or not released by this Agreement

6. The Settlement Amount shall not be decreased as a result of the denial of claims for
payment now being withheld from payment by the State’s Medicaid Program or any other state
payer, for the Covered Conduct; and MPI and UDL shall not resubmit to the State’s Medicaid
Progiam o1 any state payer any pieviously denied claims for the Covered Conduct, and shall not

appeal any such denials of claims

7. This Agreement is intended to be for the benefit of the Parties only The Parties do

not release any claims against any other person o1 entity, except as set forth in this Agieement
8 MPI and UDL agree that they waive and shall not seek payment for any of the

health care billings covered by this Agreement fiom any health care beneficiaries, or the parents,



sponsors, legally responsible individuals, or third party payors associated with such beneficiaries

based upon the claims defined as Covered Conduct

9 MPI and UDL wartant that they have reviewed their financial situations and that
they currently are solvent within the meaning of 11 U.S C. §§ 547(b)(3) and 548(a)(1)(B)(ii)(1),
and shali remain solvent following payment to the United States and the States of the Settlement
Amount Further, the Parties warrant that, in evaluating whether to execute this Agreement, they
{a) have intended that the mutual promises, covenants, and obligations set forth constitute a
contemporanecus exchange for new value given to MPI and UDL, within the meaningof 11U S C
§ 547(c)(1); and (b) conclude that these mutual promises, covenants, and obligations do, in fact,
constitute such a contemporaneous exchange Further, the Parties wartant that the mutual
promises, covenants, and obligations set forth herein are mtended to and do, in fact, 1epresent a
reasonably equivalent exchange of value that is not intended to hindez, delay, or deftaud any entity
that MPT or UDL was o1 became indebted to on or after the date of this transfer, within the meaning

of 11USC § 548(a)(1)

10 Except as expressly provided to the contrary in this Agreement, each Party to this

Agreement shall bear its own legal and other costs incurzed in connection with this matter,

including the preparation and performance of this Agreement
11, In addition to all other payments and responsibilities under this Agreement, MPI
and UDL agree to pay reasonable travel costs and expenses for the NAMFCU Negotiating Team
1elating to work on this Agreement, up to a maximum of $20,000 00, provided that the NAMFCU
Negotiating Team {&) promptly alerts MPI and UDL if costs and expenses exceed $5,000, $10,000,

and $15,000, and (b) makes zll receipts, invoices, or other documentation of expenses available for

MP1 and UDL’s review upon request. MPI and UDL will pay this amount by sepazate check or



wire transfer made payable to the National Assoéiation of Medicaid Fraud Contiol Units after

payment of the State Settlement Amount or as otherwise agreed to by the Parties

12 MPI and UDL represent that this Agreement is freely and voluntarily entered into

without any degree of duress o1 compulsion whatsoever,
13 This Agreement is governed by the laws of the State
14 This Agreement constitutes the complete agreement between the Parties This

Agreement may not be amended except by written consent of the Parties.
153 The individuals signing this Agreement on behalf of MPI and UDL represent and
warrant that they are authorized by MPI and UDL to execute this Agicement. The individuals
signing this Agreement on behalf of the State represent and warrant that they are signing this
Agreement in their official capacities and are authorized by the State to execute this Agreement.
16 I'his Agreement may be executed in counterparts, each of which constitutes an
original and all of which constitute one and the same Agreement

17 This Agreement is binding on the successors, transferees, heirs, and assigns of MPI

and UDL,
i8 All Parties consent to the State’s disclosure of this Agreement, and information

about this Agreement, to the public
15 This Agreement is effective on the date of signature of the last signatory to the
Agreement (the “Effective Date of this Agreement™). Facsimiles or e-mailed PDF copies of

signatures shall constitute acceptable, binding signatures for purposes of this Agreement



IHE STAIE OF MICHIGAN

DAIED:_?@ M BY:

Otfice ¢f the Atiomney General/fealth Care Fraud Division
Medicaid Fraud Control Unit

Elizabeth Valentine

2860 Eyde Parkway

Fast Lansing, MI 48823

DATED: Q\ 25\3160? BY: gWRB \,AQQQ
v {Sihte of Michigan

Medieaid Program
James R. Brandell, bDirector
Bureau of Financial Mansgement & Admin., Services
MDCH
207 Townsend St.
Lansing, MT 48913




MYILAN PHARMACEUTICALS INC,

DATED: /o/p /07 BY: WGZ //4—95?%’44 /
OSEPHF HAGEERTY 7 B~
Senior Vice President and Global
General Counsel, Mylan Inc.

| —
patep: /0]l M : - ) ‘
e IO L. DIESENHATS ~
A/— ADAMK, LEVIN
Hogan & Hartson LLP

Counsel for Mylan Pharmaceuticals Inc.

210



UDL LABORATORIES INC.

DAIED;g/m 01 BY: »
JOSEPHF HAGGERTY &<

Senior Vice President and Global

General Counsel, Mylan Inc

T
pATED: [{] {Qéﬂ 3 =
ONATIAN L DIESENHAUS

ADAMK. LEVIN
Hogan & Hartson LLP
Counsel for UDL Laboratories Inc
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SETTLEMENT AGREEMENT AND RELEASE

I. PARTIES

This Settlement Agreement (“Agreement”) is entered into by the State of Michigan (“the
State); and AstraZeneca Pharmaceuticals LP (“AstraZeneca”) (hereafter referred to as “the
Parties”), through their authorized representatives

1. PREAMBLE

As a preamble to this Agreement, the Parties agree to the following:

A AstiaZeneca 1s a pharmaceutical manufacturer and distributor based in
Wilmington, Delaware It is an indirect subsidiary of AstraZeneca, PLC, which 1s based in the
United Kingdom.

B. AstraZeneca participated in the Medicaid Rebate Program, 42 U.S.C. § 13961-8,
which is part of the federal Medicaid Program, Title XX of the Social Security Act, 42 U S.C
§§ 1396-1396v. As participants in the Medicaid Program, AstraZeneca entered into rebate
agreements with the Health Care Financing Administiation, now known as the Centers for
Medicare and Medicaid Services (“CMS™), and their drug products were covered by state
Medicaid plans that provided medical assistance for outpatient prescription drugs. 42U S C. §§
1396a(10)(A); 1396d(a)(12), and 1396r-8(a)(1). Under the Medicaid Rebate Program and their
rebate agreement, AstraZeneca generally agreed: (i) to report quarterly its average manufacturer
ptice and, for single source and innovator multiple source drugs, the best price for its drug
products, as defined by 42 U.S C. §§ 13961-8(k)(1) and 13961-8(c)(1)(C); and (i) to pay
quartetly rebates to each state based on the product of (a) the units of each dosage form and
strength paid for under the State Medicaid plan duting the rebate period as reported by the state,
and (b) the greater of the difference between the average manufacturer price and best price, or a

1



difference between the average manufacturer price and best price, or a minimum rebate petcentage
of the average manufacturer price, as fuither defined in 42 US.C. § 1396r-8(c)(1)
C. The State contends that AstraZeneca caused to be submitted claims for payment for
its drugs to the State’s Medicaid Progtam, established pursuant to or in connection with Title XIX
of the Social Security Act, 42 US.C §§ 1396-1396v (the “Medicaid Program™). The State
contends that it has certain civil claims against AstraZeneca for allegedly engaging in the
following conduct (hereinafter the “Covered Conduct™) during the period from on ot about Fune 30,
1994, to on or about August 30, 2002:
(1) AstraZeneca sold the drug Albuterol (NDC 00186-1490-01,
00186-1491-04, 00186-11491-17) This drug was manufactured by another
company in compliance with a New Drug Application filed with the Food and Drug
Administration and was an “innovator” drug However, during the relevant time
period, AstraZeneca classified Albuterol as a “noninnovator” drug  This caused
AstiaZeneca to underpay its rebate obligations under the Medicaid rebate statute
and its Medicaid rebate agreement.
D. This Agreement is neither an admission of liability by AstraZeneca nor a
concession by the State that its claims are not well founded
E To avoid the delay, uncertainty, inconvenience, and expense of protracted litigation
of the above claims, the Parties reach a full and final settlement pursuant to the Terms and
Conditions below
F. AstrtaZeneca has entered a separate settlement agreement (hereinafter referred to as

the “Federal Settlement Agreement™) with the United States Department of Justice (hereinafter



referred to as the “United States”) which received settlement funds from AstraZeneca pursuant to
Paragraph I(A} of Section I for the Covered Conduct described in Paragraph C(1).

HI. TERMS AND CONDITIONS

1. AstraZeneca agrees to pay to the United States and the States (defined for the
purposes of this agreement as the District of Columbia and every State except Arizona),
(hereinafter referred to as the “the States™), the sum of two million six hundred thousand dollars
($2,600,000.00), plus accrued interest (the “Settlement Amount”) AstraZeneca agrees to pay the

Settlement Amount as follows:

A AstraZeneca has paid the sum of one million four hundred thirty thousand
dollars ($1,430,000 00) plus interest accruing at a simple rate of 4.9% per annum aftet September
1, 2007, through and including the date of payment (the “Federal Settlement Amount™) to the

United States. The Federal Settlement Amount was paid pursuant to the terms of the Federal

Settlement Agreement.

B. AstraZeneca shall pay one million one hundred seventy thousand dollars
($1,170,000.00) plus interest accruing at a simple rate of 4 0% percent per annum after September
1, 2007, through and including the day before complete payment is made (the “State Settlement
Amount”) to the States. The State Settlement Amount shall be paid no later than ten business days
after AstraZeneca receives written payment instructions from the National Association of
Medicaid Fraud Control Units” (“NAMFCU”) Negotiating 1 eam for the States and following the
eatliest of the dates on which the following occurs: (1)} the Settlement Agreements for the States
are fully executed by the Parties and delivered to AstraZeneca’s attorneys; or (2) as otherwise

agreed in writing by AstraZeneca and the NAMFCU Negotiating Team



C. The total portion of the Settlement Amount paid by AstraZeneca in
settlement for the Covered Conduct to the State is $81,140 00, consisting of a portion paid to the
State under this agreement and another portion paid to the federal government as part of the
Federal Settlement Amount. The individual portion of the State Settlement Amount allocable to
the State under this agreement is $38,677.00, plus applicable interest

2. Subject to the exceptions in Paragtraph 3 below, in consideration of the obligations
of AstraZeneca in this Agreement, conditioned upon AstraZeneca’s full payment of the
Settlement Amount, the State (on behalf of itself, its officers, agents, agencies, and departments)
agrees to release AstraZeneca, together with its current and former parent corporations; each of
its direct and indirect subsidiaries; divisions; cutrent or former officers, directors, employees,
and affiliates; and the successors and assigns of any of them fiom any civil and administrative
monetary claims or penalties the State has or may have for claims submitted to the State
Medicaid Program for the Covered Conduct as defined in Paragraph C(1) of Section II

3. . Notwithstanding any term of this Agreement, specifically reserved and excluded
from the scope and terms of this Agreement as to any entity o1 person (including AstraZeneca)
are the following claims of the State:

a Any civil, criminal, or administrative liability arising under the State’s
revenue codes;

b Any criminal liability;

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

including mandatory exclusion from the State’s Medicaid Program;



d Any civil or administrative liability to the State (or its agencies) for any

conduct other than the Covered Conduct that AstraZeneca has or may have under any state

statute, regulation, or rule;

e Any liability based upon such obligations as are created by this Agreement;

£ Any liability for express or implied wartanty claims or other claims for

defective or deficient products and services, including quality of goods and services;
g. Any liability for failure to deliver goods or services due;
h. Any claims related to the impzoper inflation of Average Wholesale Prices

and Wholesale Acquisition Costs used for Medicaid reimbursement; provided, howevei, that

AstraZeneca does not waive any rights or defenses that they may have with respect to liability or

damages in connection with such claims.

4 AstraZeneca waives and shall not assert any defenses AstraZeneca may have to any
criminal prosecution or administrative action relating to the Covered Conduct that may be based in
whole o1 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 administiative
action Nothing in this Paragraph or any other provision of this Agreement constitutes an
agreement by the State concerning the characterization of the Individual State Settlement Amount
for purposes of state revenue laws.

5 AstraZeneca fully and finally releases the State, its agencies, employees, servants,
and agents fiom any claims (including attoiney’s fees, costs, and expenses of every kind and
however denominated) that AstraZeneca has asserted, could have asserted, or may assert in the

future against the State, its agencies, employees, servants, and agents, related to the Covered
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Conduct and the State’s investigation and prosecution thercof’

6. The Settlement Amount shall not be decreased as a result of the denial of claims for
payment now being withheld fiom payment by the State’s Medicaid Program or any other state
payer, related to the Covered Conduct; and AstraZeneca shall not resubmit to the State’s Medicaid
Program or any state payer any previously denied claims related to the Covered Conduct, and shall
not appeal any such denials of claims.

7. This Agreement is intended to be for the benefit of the Parties only. The Parties do
not release any claims against any other petson ot entity, except as set forth in this Agreement

8 AstraZeneca waives and shall not seek payment for any of the health care billings
covered by this Agreement from any health care beneficiaries or their parents, sponsors, legally
responsible individuals, or third party payers based upon the claims defined as Covered Conduct.

9. AstraZeneca warrants that it has reviewed its financial situation and that it currently
is solvent within the meaning of 11 U.S.C. §§ 547(b)(3) and 548(a)(1)(B)(ii)(I), and shall remain
solvent following payment to the States of the Settlement Amount. Further, the Partics warrant
that, in evaluating whether to execute this Agreement, they (a) have intended that the mutual
promises, covenants, and obligations set forth constitute a contemporaneous exchange for new
value given to AstraZeneca, within the meaning of 11 U.S C § 547(c)(1); and (b) conclude that
these mutual promises, covenants, and obligations do, in fact, constitute such a contemporaneous
exchange. Further, the Parties warrant that the mutual promises, covenants, and obligations set
forth herein are intended to and do, in fact, tepresent a reasonably equivalent exchange of value
that is not intended to hinder, delay, or defraud any entity that AstrtaZeneca was or became
indebted to on or after the date of this transfer, within the meaning of 11 U.S.C. § 548(a)(1).

10.  Except as expressly provided to the contrary in this Agreement, cach Party to this
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Agreement shall bear its own legal and other costs incurred in connection with this mattet,
including the preparation and performance of this Agreement.

11.  In addition to all other payments and responsibilities under this Agreement,
AstraZeneca agrees to pay all reasonable travel costs and expenses for the NAMEFCU Team.
AstraZeneca will pay this amount by separate check or wire transfer made payable to the National
Association of Medicaid Fraud Control Units after the States execute this Agreement or as
otherwise agreed to by the Parties.

12.  AstraZeneca represents that this Agreement is freely and voluntarily entered into
without any degree of duress or compulsion whatsoever,

13, This Agreement is governed by the laws of the State.

14. This Agreement constitutes the complete agreement between the Parties. This
Agreement may not be amended except by written consent of the Parties.

15. The individuals signing this Agreement on behalf of AstiaZeneca represent and
warrant that they are authorized by AstraZeneca to execute this Agreement. The State signatories
represent that they are signing this Agreement in their official capacities and that they are

authorized to execute this Agreement

16.  This Agreement may be executed in counterpaits, each of which constitutes an
original and all of which constitute one and the same Agreement

17. This Agreement is binding on AstraZeneca’s successors, transferees, heirs, and

assigns.

18.  All Parties consent to the State’s disclosure of this Agreement, and information

about this Agreement, to the public.

19. This Agreement is effective on the date of signature of the last signatory to the
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Agreement (“Effective Date of this Agreement™). Facsimiles of signatures shall constitute

acceptable, binding signatures for purposes of this Agreement.



DATED: @g&f@ Y

DATED: 3/5 /0‘}

STATE OF MICHIGAN

ELY.ABETH VALENTINE
Assistant Attorney General
PO Box 30218

Lansing, M1 48909

(517) 241-6552

BY: Wu/%m

0 James R Brandell

Director
Bureau of Financial Management
and Administrative Services
Michigan Medicaid Program
Michigan Department of Community Health
201 Townsend Street
Lansing, MI 48913



1HE STATE OF MICHIGAN

DATED: BY:

State of Michigan s
Office of the Altoiney General
Medicaid Fraud Control Unit

¢ of Michigan
dicaid Program

DA IED:_@)EM# BY: %:MQ\EB ueQQ Q&L_



DATED:

DATED:

ASTRAZENECA PHARMACEUTICAL LP - DEFENDANT

BY:

BY:

AstraZeneca Pharmaceuticals LP
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JOHN C. DODDS
Counsel for AstraZeneca
Pharmaceuticals LP



SETTLEMENT AGREEMENT AND RELEASE

I. PARTIES
This Settlement Agreement (“Agreement”) is entered into by the State of Michigan
(“the State™); and Ortho McNeil Pharmaceutical, Inc. (“Ortho”) (hereafter referred to as “the
Parties™), through their authorized representatives.
II. PREAMBLE

As a preamble to this Agreement, the Parties agiee to the following:

A Ortho is a Delaware coiporation with offices in New Jersey that manufacturers and

]

distributes pharmaceuticals.

B Ortho participated in the Medicaid Rebate Program, 42 U S8.C. § 13961-8, which is
pait of the federal Medicaid Program, Title XIX of the Social Security Act, 42 U.S.C §§
1396-1396v. As participants in the Medicaid Program, Ortho entered into rebate agreements with
the Health Care Financing Administration, now known as the Centers for Medicare and Medicaid
Services (*CMS™), and their drug products were covered by state Medicaid plans that provided
medical assistance for outpatient presctiption diugs 42 U.S.C. §§ 1396a(10)(A); 1396d(a)(12),
and 13961-8(a)(1). Under the Medicaid Rebate Program and their rebate agreement, Ortho
generally agreed: (i) to repott quarterly its average manufacturer price and, for single source and
innovator multiple source drugs, the best price for its drug products, as defined by 42 US.C. §§
13961-8(k)(1) and 13961-8(c)(1)}(C); and (i1} to pay quarterly rebates to each state for such drugs
based on the product of (a) the units of each dosage form and strength paid for under the State
Medicaid plan during the rebate period as reported by the state, and (b) the greater of the difference
between the average manufacturer price and best price, ot a minimum rebate percentage of the

average manufacturer price, as further defined in 42 U.S.C. § 1396r-8(c)(1), plus an “additional
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rebate” 1o the extent that the average manufacturer price increased faster than the 1ate of inflation
when compared to the average manufacturer price during a base period
C The State contends that Ortho caused to be subritted claims for payment for its
drugs, and underpaid rebate claims submitted to it by the State, under the State’s Medicaid
Program, established pursuant to ot in connection with Title XIX of the Social Security Act, 42
US.C §81396-1396v (the “Medicaid Program™) The State contends that it has certain civil
claims against Ortho for allegedly engaging in the following conduct (hereinafter the “Covered
Conduct”) during the period from on or about October 1, 1998, to on or about January 31, 2003:
(1) Ortho sold the drug Dermatop (NDC 00062-0351-15,
00062-0351-60, 00062-0352-15, 00062-0352-60). This drug was manufactured by
another company in compliance with a New Drug Application filed with the Food
and Drug Administration and was an “innovator” drug. However, during the
relevant time period, Ortho classified Dermatop as a “noninnovator” drug. This
caused Ortho to underpay its rebate obligations under the Medicaid rebate statute

and its Medicaid rebate agreement

D This Agreement is neither an admission of liability by Ortho nor a concession by
the State that its claims are not well founded.

E To avoid the delay, uncertainty, inconvenience, and expense of protracted litigation
of the above claims, the Parties reach a full and final settlement pursuant to the Terms and
Conditions below.

E Ortho entered into a separate settlement agreement (hereinafter referred to as the
“Lederal Settlement Agreement”) with the United States Department of Justice (hereinafter
referred to as the “United States™), under which Ortho agreed to pay to the United States and the
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States {defined for the purposes of this agieement as the District of Columbia and every State
except Arizona), (hereinafter referred to as the “the States”), the total sum of three million four
hundred thousand dollars ($3,400,000 00), plus accrued interest (the “Settlement Amount”)

G On ot about September 1, 2007, Ortho paid the sum of one million eight hundred
seventy thousand dollars ($1,870,000.00) to the United States, pursuant to the Federal Settlement

Agreement.

III. TERMS AND CONDITIONS

1 Ortho shall pay one million five hundred thirty thousand dollars ($1,530,000 00)
plus interest accruing at a simple rate of 4.9% percent pet annum after September 1, 2007, through
and including the day before complete payment is made (the “State Settlement Amount™) to the
States. The State Settlement Amount shall be paid no later than seven business days after Oitho
receives written payment instructions from the National Association of Medicaid Fraud Control
Units’ (“NAMFCU”) Negotiating Team for the States and following the earliest of the dates on
which the following occurs: (1) the Settlement Agreements for the States are fully executed by the

Parties and delivered to Ortho’s attorneys; or (2) as otherwise agreed in writing by Ortho and the

NAMFCU Negotiating Team.

A The total portion of the Settlement Amount paid by Ortho in settlement for
the Covered Conduct to the State is $52,713 46, consisting of a portion paid to the State
under this agreement and another portion paid to the federal government as part of the
Federal Settlement Amount. The individual portion of the State Settlement Amount
allocable to the State under this agreement is $24,860 36, plus applicable interest.

2. Subject to the exceptions in Paragraph 3 below, in consideration of the obligations

of Ortho in this Agreement, conditioned upon Ortho’s full payment of the Settlement Amount, the
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State (on behalf of itself, its officers, agents, agencies, and departments) agrees to release Ortho
from any civil claims o1 penalties the State has or may have for claims submitted to the State

Medicaid Program for the Covered Conduct as defined in Paragraph C(1) of Section 1

3. Notwithstanding any term of this Agreement, specifically reserved and excluded

from the scope and terms of this Agreement as to any entity or person (including Ortho) are the

foltowing claims of the State:

a Any civil, ctiminal, or administiative liability arising under the State’s

revenue codes;
b. Any criminal liability;

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

including mandatory exclusion from the State’s Medicaid Program;

d. Any civil or administrative liability to the State (o1 its agencies) for any

conduct other than the Covered Conduct that Ortho has or may have under any state statute,

regulation, or rule;

e. Any liability based upon such obligations as are created by this Agieement,

f. Any liability for express or implied warranty claims or other claims foz
defective or deficient products and services, including quality of goods and services;

g Any liability for failure to deliver goods o1 services due;
h. Any lability of individuals, including officers and employees; and
i Any claims related to the improper inflation of Average Wholesale Prices
and Wholesale Acquisition Costs used for Medicaid 1eimbursement, provided, however, that

Ortho does not waive any rights or defenses that they may have with respect to liability o1 damages

in connection with such claims.



4 Ortho waives and shall not assert any defenses Ortho may have to any criminal
prosecution or administrative action relating to the Covered Conduct that may be based in whole ot
in part on a contention that, undet the Double Jeopardy Clause in the Fifth Amendment of the
Constitution, or tindet the Excessive Fines Clause in the Eighth Amendment of the Constitution,
this Agreement bars a remedy sought in such criminal prosecution or administrative action
Nothing in this Paragraph or any other provision of this Agreement constitutes an agreement by the
State concerning the characterization of the Individual State Settlement Amount for purposes of
state revenue laws.

5. Ortho fully and finally releases the State, its agencies, employees, servants, and
agents fiom any claims (including attorney’s fees, costs, and expenses of every kind and however
denominated) that Ortho has asserted, could have asserted, or may assert in the future against the
State, its agencies, employees, servants, and agents, related to the Cover ed Conduct and the State’s

investigation and prosecution thereof.

6 The Settiement Amount shall not be decreased as a result of the denial of claims for
payment now being withheld from payment by the State’s Medicaid Program or any other state
payer, related to the Covered Conduct; and Ortho shall not 1esubmit to the State’s Medicaid
Program or any state payer any previously denied cIaims related to the Covered Conduct, and shall
not appeal any such denials of claims. In the event that the Centers for Medicare & Medicaid
Servcies requires Ortho to submit revised pricing data for Dermatop as a result of the Covered
" Conduct, the State agrees to cooperate with Ortho to assure that Ortho is not required to pay any
amount to the State which is duplicative of the amounts paid under this Settlement Agreement.

7. This Agreement is intended to be for the benefit of the Parties only The Parties do
not release any claims against any other person or éntity, except as set forth in this Agreement.
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8. Ortho waives and shall not seek payment for any of the health care billings covered
by this Agreement from any health care beneficiaties ot their pazents, sponsors, legally iesponsible
individuals, or third party payers based upon the claims defined as Covered Conduct.

9. Ortho warrants that it has reviewed its financial situation and that it currently is
solvent within the meaning of 11 U.S C. §§ 547(b)(3) and 548(a)(1)(B){i)(I), and shall rtemain
solvent following payment to the States of the Settlement Amount. Further, the Parties wairant
that, in evaluating whether to execute this Agreement, they (a) have intended that the mutual
promises, covenants, and obligations set forth constitute a contemporaneous exchange for new
value given to Ortho, within the meaning of 11 U.S C. § 547(c)(1); and (b) conclude that these
mutual promises, covenants, and obligations do, in fact, constitute such a contemporaneous
exchange Further, the Parties warrant that the mutual promises, covenants, and cbligations set
forth herein are intended to and do, in fact, represent a reasonably equivalent exchange of value
that is not intended to hinder, delay, or defraud any entity that Ortho was or became indebted to on
or after the date of this transfer, within the meaning of 11 U.S C. § 548(a)(1).

10 Except as expressly provided to the contrary in this Agreement, each Party to this
Agreement shall bear its own legal and othet costs incurred in connection with this matter,

inctuding the preparation and performance of this Agreement.

1t In addition to all other payments and responsibilities under this Agreement, Ortho
agrees to pay all reasonable travel costs and expenses for the NAMEFCU Team. Ortho will pay this
amount by separate check or wire transfer made payable to the National Association of Medicaid

Fraud Control Units after the States execute this Agreement or as otherwise agreed to by the

Parties.

12 Ortho represents that this Agreement is freely and voluntarily entered into without
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any degree of duress ot compulsion whatsoever.
13.  This Agreement is governed by the laws of the State

14 This Agreement constitutes the complete agreement between the Parties. This

Agreement may not be amended except by wiitten consent of the Parties

15 The individuals signing this Agreement on behalf of Ortho represent and wartant
that they are authorized by Ortho to execute this Agreement. The State signatories 1epresent that

they are signing this Agreement in their official capacities and that they are authorized to execute

this Agreement

16.  This Agreement may be executed in countetparts, each of which constitutes an

original and all of which constitute one and the same Agreement.

17. This Agreement is binding on Ortho’s successors, transferees, heits, and assigns.

18 All Parties consent to the State’s disclosure of this Agreement, and information

about this Agreement, to the public.

19. This Agreement is effective on the date of signature of the last signatory to the
Agreement (“Effective Date of this Agreement™). Facsimiles of signatures shall constitute

acceptable, binding signatures for purposes of this Agreement.



THE SIATE OF MICHIGAN

BY:

BY:

2\

State of Michigan
Office of the Attorney General
Medicaid Fraud Control Unit

ate of Michigan
edicaid Program




STATE OF MICHIGAN

DATED: N

ELIZABETH VALENTINE
Assistant Attorney General
PO Box 30218

Lansing, MI 48909
(517)241-6552

DATED: F/&’ / 09 BY: ,
dell

ames R. Br
Director
Bureau of Financial Management

and Administrative Services
Michigan Medicaid Program
Michigan Department of Community Health
201 T'ownsend Street
Lansing, MI 48913



ORTHO McNEIL PHARMACEUTICAL, INC, - DEFENDANT
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