
STATE SETTLEMENT AGREEMENT 

L PARTIES 

This Settlement Agreement C^Agreemenn is eDtered into between ifae State of 

North Caiolioa ("tiie State"), Organon, as defined below, and Akzo Nobel N.V. 

heivinafier collectively referred to as "the Partjes." 

IL PREAMBLE 

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

A. At all relevant times, Otganon USA Inc., a New Jersey coipotaticm, as 

well as Oiganoa Pharmaceuticals USA lac. LLC, and Oiganon International, Inc., bodi 

Delawan coiporatioiis diat were mei]ged into Oiganon USA Inc. (all three conqMnies 

collectively referred to as tlw "Organon Operating Entities'*X were wholly owned 

subsidiaries of Oiganon Biosciences N.V, vHash was, in turn, wholly owned by Akzo 

Nobel N.V. ("Akzo Nobel"}> a Dutch corporation. At all relevant times, die Organon 

Operating Entities distributed, maiketed and/or sold pharmaceutical prodncta in the 

United States under the trade names of Remeron and Remeron SolTab that were paid for 

under the State's Medicaid plan. In 2007, Oiganon Bioscieoces N.V. and ibo Organon 

Operating Entities were acquired by Schning-Plough Corporation, a New Jersey 

cotporation engaged in the manufiwture and sale of pharmaceutical products. Schering -

Plough Coipoiation combined wilfa Merck & Co., Inc., in 2009 (hereiiiafier, die 

foregoing otities except Akzo Nobd shall be collectively refenred to as **Oitfiooa"). 
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B. On September 13,2007, James Banigan and Richard Ten l̂in C'Relators**) 

filed &quiuim action in die United States District Court for the Southern District of 

Texas, Houston Division, captioned United States of America et at., ex rel. James 

Banigan and Richard Teir̂ lin v. Organon USA, Inc., et al., Civil Action No. H-07-29S3. 

The case was transfinred to die United States District Court for the District of 

Massachusetts under Civil Action No. 07-12153, and die Relators filed dteir Third 

Amended Complaint on March 25,2011 (hereinafter, the **Civil Action"). 

C. On June 1,2012, the Court dismissed all die claims asserted by Relators 

on behalf of the United States against OtganoiL Therefore, the United States is not a 

party to die settlement and will not be entering into a settlcmoit agreemeot with Organon 

and/or Akzo NobeL 

D. The State contends that die Organon Operating Entities caused claims for 

payment to be submitted to die State' s Medicaid Program and stibmitled or caused to be 

submitted to dw Centers for Medicare and Medicaid Services ("CMS") certain reponsi 

prices for Remeron and Remeron SolTab pursuant to die Federal Medicaid Program (see 

42 U.S.C. §§ 1396-1396V). 

E. At all relevant times, die Organon Operating Entities participated in the 

Medicaid Drug Relate Program, 42 U.S.C. 1396r-8, which is part of the Federal 

Medicaid Program. Pursuant to the Medicaid Drug Rebate Program, tlie Organon 

Operating Entities mtered into national r^te agreements with the United States 

Department of Healdi and Human Services ("HHS") and die Oiganon Operating Entities' 

covered outpatient drugs were covered by die State's Medicaid plan. Under die Medicaid 

Drug Rebate Program and die rotate agreements widi HHS, die Organon Operating 
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Entities agreed: (i) to report quarterly to CMS dieir Average Manu&cturer Price 

("AMP") for dieir covered outpattent drugs, as defined by 42 U.S.C. § 1396i-8(k)(l) and 

dieir "Best Price" as defined by 42 U.S.C. §1396r-8(cXlXC); and (ii) to pay quarteriy 

rebates to the State. For single source and innovator multipte sonoe covered outpatient 

dmgs, the quarterly rdiates are based on die product of (a) the total number of units of 

each dosage form and strengdi paid for under the State MedicakI plan during dw rebate 

period as reported by the State, and (b) die greater of die differeooe between the AMP 

and die Best Price, or the minimum rebate percentage of AMP, as furdiex' described in 42 

U.S.C. §1396r-8(cXl). 

F. Under 42 U.S.C. § 1396r-8(cXlKCKu), die torn "Best Price": (i) sbaU be 

inclusive of cash discounts, free goods diat are contingent on any purchase requirement, 

volume discounts, and rebates (other dian rebates under this section); (ii) shall be 

determined widiout regard to special packaging, labeling, or identifiers on die dosage 

form or product or package; and (iii) shall not take into account i»ices that are "merely 

nominal in amount" Under the rebate agreement, die Best Price fin-a quarter shall be 

acd'usted by the maim&cturer if cumulative discounts, rebates or other arrangements 

subsequently adjust the prices actually realized for that quarter. 

O. Under die rebate agreemoit, a "nominal price" is, for purposes of 

excluding prices Srom the Best Price calculation, any price less dian 10% of die AMP in 

die same quarter for which die AMP is computed. 

H. The State ooiitendsdiat it has certain civil and administrative causes of 

action against Oiganon and Akzo Nobel for engaging in the following conduct (die 

"Covered Conduct") alleged in the Civil Action: 
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During die period from January 1,1999 dirough December 31,2006: 

(1) Oiganon knowingly manipulated and fiiiled to report ite true Best Price 
to CMS for the sale of its drugs Remeron and Reanefon SolTab, in that 
Organon (i) did not include rebates, maiket share discounts and other 
improper inducements and remuneration in its Average Manu&cturer 
Price calculations and reportiî  requirements; (ii) Med to ensure an 
accurate list of340B entities diat wouM be eixchided from Best Price 
reporting requirements and ultimately soki diese drugs to ineligible 
entities; and (iii) mischaracterized Remeton transactions as nominal 
price sales and excluded those sales from Best Price reporting 
obligations when diey were, in bat, not nominal because die sales 
were more dum 10% of die AMP or were conditioned upon odier 
purchase requiretncntsofRemeron or Remeron SolTab. As a result of 
die conduct alleged above, Oiganon knowingly reported felse Best 
Prices and thereby undeipaid quarterly rebates owed under its rebate 
obligations with die State Medcaid Program for Remeron and 
Remeron SolTab; 

During die period from January 1,1999 dirough December 31,2005: 

(2) Oiganon knowinĝ  provided kickbacks to Long Term Care 
Pharmacy providers including Omnicare, PharMerica, NeighboiCare, 
NCS Healthcare, American Pharmaceutical Services, and Sunsccipt in 
die form of maiket-share discounts and rebates inchidiiig a 
"conversion rebate" for switching patients' presciqitions from 
Remeron to Remeron SolTab and a "dienq[>eutb interehange bonus" 
for encouraging the utilization of Remeron over other antidqiressants; 

(3) Organon knowinĝ  promoted the sale and use of Remoon and 
Remeron SolTab for conditions that were not approved as safe and 
e£Eective by die Food and Drug Administration, in diat Oiganon 
maiketed to Long Tern Care Pharmacy providen, including 
Omnicare, PhaiMerica, NdghborCare, NCS Healdicare, American 
Pharmaceutical Services and Sunsciqit, die side-efiTects of Remeron 
and Remeron SolTab, including somnoloice and increased appetite as 
possible benefits, and promoted die use of Remeron in childrai and 
adolescents for the treatment of dqnession and attention deficit 
disorder to induce utilization of Remeron and Remeron SolTab; and 

(4) Oiganon marketed dw spread between the reimbursement rate tnder 
die State Medicaid Program and die price paid by Long Term Care 
niaimacy providers including Omnicare, PharMerica, NeighboiCare, 
NCS Healdicare, American Pharmaceutical Services, and Sunsciqrt for 
Remeron and Remeron SolTab, in diat Organon knowingly rqported 
folse and inflated Avoage Wholesale Prices ("AWPs'O to die State 
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Medicaid Program, then ofifered the drags at a lower cost as a financial 
inducement to die forcing Long Term Care Pharmacy providen by 
increasing die "spread" between the actual cost of die drug to 
providers vs. die amount diat the State Medicaid Program reimburses 
for diat drug, when in fact, Orgaooa knew that die State Medicaid 
Program would and did use die rqiorted AWPs to reimburse die 
foregoii^ Long Tenn Care PharmBcy Providers for Remeron and 
Remeron SolTab. 

As a result of the foregoing conduct, Oiganon submitted or caused to 
be submitted &lse claims for payment to die State Medicaid Program 
for Remeron and Remoon SolTab. 

I . This Qgiement is made in compromise ofdispated claims. This 

Agreement is neither an admission of ftcts or liability by Organon or Akzo Nobel, nor a 

concession by die State that its allegations are not wdl founded. Oiganon and Akzo 

Nobel expressly deny the allegations of the State as set fordi herein and in die Civil 

Actioa 

J. To avoid the delay, expense, inconvenience, and uncertainty of protracted 

litigation of diese causes of action, the Parties mutually desire to readi a foil and final 

setdement as set fordi below. 

m. TERMS AND CONDITIONS 

NOW, THEREFORE, in reliance on the representations contained herein and in 

Gonsidoation of die mutual promises, covenants and obligations set fordi in diis 

Agreement, and for good and valuable consideration as stated herein, die Parties agree as 

follows: 

1. Oiganon agrees to pay to die Medicaid ParticqMting States (as defined in 

sub-paragn^ (b) below), collectively, die sum of $12,000,000, ( die "Medkaid State 

Settlement Amount"), The Medicaid State Setdement Amount shall constitute a debt due 
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and owing to die Medicaid Participating Slates on die Efifective Date subject to die terms 

of this Agreonent, including die non-participating state deduction provision of sub­

paragraph (c) below. The ddbt shall forever be discharged by payments to the Medicaid 

Participating States, under die following terms and conditions: 

(a) Organon shall pay to the Medicaid Participating States the 

Medicaid State Setdement Amount, subject to die non-participating state deduction 

provision of sub-paragn̂ h (c) below ("Medicaid Participating State Setdement 

Amount"), no later dian seven (7) business days after die e]q>irBtiQa of the 60-day opt-in 

period for Medicaid Participating States described in 8ub-paragrq)h (b) below. The 

Medicaid ParticipatiQg State Setdement Amount shall be paid by electronic fonds transfer 

to die New Yoric State Attorn^ General's Natkinal Global Setdement Account pursuant 

to written instructions from die State Negotiating Team ("State Team"), whidbi written 

instructions shall be delivered to counsel for Organon. 

(b) Oiganon shall execute a State Setdement Agreement with any 

S tate diat executes such an Agreement in the form to which Organon and the State Team 

have agreed, or in a form otherwise agreed to by Organon and an individual State. The 

State shall become a Medicaid Participating State provided diis Agreement is fidly 

executed by die State and delivered to Organon's attomeys within 60 days its receipt by 

die State. If this condition is not satisfied by the State within 60 days of receipt, 

Ofganon's offer to resolve this matter with die individual State shall become null and 

void absent written agreement between counsel for Organon and die State Team to 

extend the 60 day period. 
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(c) The total portion of die amount paid by Organon in setdement for 

die Covered Conduct to die State is $297,230.19 (die "State Amount")- If die State does 

not execute this Agreement and deliver it to Organon's attorneys widiin 60 days of 

receiving diis Settlement Agreement, die State Amount shall be deducted from die 

Medicaid State Setdement Amount and shaU not be paid by Organon absent written 

agreement between counsel for Organon and the State Team to extend the time period for 

executing diis Agreement 

2. Within fifteen days of receipt of die State Amount, die Stete, if named in 

die Civil Action, shall move to or consent to dismiss widi prgudice (or odierwise 

effectuate dismissal widi prejudice of) the Gvil Actiicm against Oiganon and Akzo Nobel. 

Contingent upon receipt by die State of die State Amount, die State, if served widi the 

Civil Action and liable to pay a Relator's share, agrees to poy the Relators the amount of 

%83,224.45. This amount is to be paid dirough the State Team and has been addressed 

via side letter widi the Relators in die Civil Action. 

3. Subject to die exceptkms in Paragraph 4 below, in considnation of the 

obligations of Organon set forth in this Agreement, and conditioned upon - receqrt by the 

State of die State Amount, die State (on behalf of itself; its ofScers, t^ts, agencies, 

departments, boards and commissions) hereby folly and finally releases Organon and 

Akzo Nobel, dieir predecessors and current and fonner parmts, divisions, subsidiaries, 

successors, transferees, hein, shareholders and assigns, and dieir current and former 

directora, oflficets, shareholders and employees, individually and collectively 

(collectively, die "Oiganon Released Entities"), fiom any civil or administrative 

monetary cause of action that die State has asserted or may have asserted for any claims 
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submitted or caused to be submitted to die State Medicaid Program as a result of die 

Covered Conduct 

4. Notwidutanding any term of diis Agreement, die State qiedfically does 

not release any person or entity from any of die following liabilities: 

(a) any criminal, civil, or administrative liabiUty arising under state 

revenue codes; 

(b) any criminal liability not specifically released by this Agreement, 

(c) any civil or administrative liability duit any person or entity, including 

any of dw Organon Rdeased Entities, has or may have to die State or to individual 

consumers or state program payors under any statute, regidation or rule not expressly 

covered by the release in Paragn̂ h 3 above, including but not limited to, any and all of 

die following claims: (i) State or fiBderai antitnist violations; (ii) Cbims mvolving unfiur 

and/or decq[>tive acts and practices and/or violations of consumer protectkm laws; 

(d) any liability to die State for any conduct odier dian die Covered 

Conduct; 

(e) any liability which may be asserted on bdnlf of any odier payors or 

insurers, including diose that are paid by die Slate's Medicaid Program on a cqiitated 

basis; 

(f) any liability based upon obligatioas created by diis Agreement; 

(g) except as expUcitty stated m diis Agreement, any administrative 

liability, including mandatoiy exduskms from the State's Medicaid Program; 

(h) any liability for expressed or impUed warranty claims or odier claims 

for defective or dcficioit products and services provided by Organon; 
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(i) any liability for personal injuiy or ptopeity damage or for odier 

consequential damages arising from die Covered Conduct; or 

0) any liability based on a failure to deUver goods or services due. 

5. Oiganon and Akzo Nobel waive and shall not assert any defenses diey 

may have to criminal prosecution ot administrative action for die Covered Conduct, 

which defenses may be based in whole or m part on a cootentiott, under die Double 

Jeopoidy Clause of the Fifth Amendment of die Constitution or the Excessive Fines 

Clause of die Eighth Amendment of the Constitutkm, diat this Agreement bars a remedy 

sought in sash criminal prosecution or administrative action. 

6. In consideration of die obligations of the State set forth in tins Agreement, 

Oiganon and Akzo Nobel waive and dischaige die State, its agencies, enqiloyees, 

servants, and ageata fiom any causes of action (including attorneys' fees, costs, and 

expenses of evety kind and however denominated) which Oiganon or Akzo Nobel have 

asserted or may have asserted against die State, ita agencies, enqiloyees, servants, and 

agents, arising from die State's investigation and prosecutkm of die Covered Conduct 

7. The amount Organon must pay to die State pursuant to Paragraph ni.l. 

above will not be decreased as a result ofdie denial ofclaims for parent now benig . 

widdield bom payment by die State's Medicaid Program, or any odier state payor, for the 

Covered Conduct; and Oiganon agrees not to resubmit to the State's Medicaid Program 

or any other state payor, any {a:eviousIy denied claims, which denials were based on die 

Covered Conduct, and î rees not to appeal or cause the appeal of any such denials of 

chums. 
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8. Oiganon shall not seek paynmt for any claims for reimbunemeot to die 

Staters Medicaid Program covered by dus Agreement firom any health care beneficiaries 

or their parents, sponsors, legally re^nsible individuals, or diird party payors. 

9. Organon expressly warrants that it has reviewed ita financial condition and 

diat it is currendy solvent and riiall remain solvent foUowing payment of the Medicaid 

State Setdonait Amount described in Paragrqih UI. 1. and in compliance widi this 

Agreement. 

10. The Parties each represent that this Agreement is freely and vohmtority 

entered into widiout any degree of duress or conqxUsion whatsoever. 

11. Except as expressly provided to the contrary in diis Agreement, each Party 

to diis Agreement shall bear ita own legal and other costa incurred in connection widi this 

matter, inchiding the preparation and perfonnance of dus Agreement 

12. Except as odierwise stated in dus Agreement, diis Agreement is intended 

to be for die benefit of die Parties only, and by diia instrument the Parties do not release 

any liability against any odier person or entity. 

13. Nothing in this Agreement constitutes an agreemem by die State 

conceining die characterization of die amounte paid hereunder for purposes of the State's 

revenue code. 

14. In addition to all other paymeota and rB̂ tonsibilities under this 

Agreement, Oiganon agrees to pay all reasonable expenses and tnvd costa of die State 

Team, including reasonable consuhatit fees and expenses. Organon will pay diis amount 

by separate check made payable to the National Association of Medicaid Fraud Control 
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Units, after the Medkaid Particqiating States execute dieir respective Agreementa, or as 

otherwise agreed by the Parties. 

15. This Agreonent is governed by die laws ofdie State and venue for 

addressing and resolving any and all disputes rdating to this Agreement shall be die state 

couite of appropriate jurisdiction. For purposes of constniing tins Agreement, this 

Agreement shall be deemed to have been drafted by all Parties to diis Agreement and 

shall not, therefore, be constmed against any Party for dut reason in any subsequent 

dispute. 

16. The undersigned Organon and Akzo Nobel signatories represent and 

warrant diat they are authorized as a result of appropriate corporate action to execute diis 

Agreement The undersigned State signatories represent diat di^ are signing diis 

Agreement in their official cî acities and that th^ are audiorized to execute this 

Agreement on bdialf of dte State through dieir respective agencies and dq»rtmente. 

17. The Effective Date ofdiis Agreement shall be die date of ŝ nature of the 

last signatory to this Agreement. Facsimiles of signatures shall constitute acceptable 

binding signatures for puiposes of this Agreement 

18. This Agreonent shall be binding on aU successors, transferees, heirs, and 

assigns of the Parties. 

19. This Agreement constitutes the complete agreement between dte Parties 

with respect to diis matter and shall not be amended excqit by written consent of the 

Parties. 

20. This Agreement may be executed in counteiparts, each of which shall 

constitute an original, and all of which shall constitute one and the same Agreement 
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STATE OF NORTH CAROLINA 

Bv: ^ t t S M S ^ ^ 7 i i j ( 6 ^ J S s ^ Dated: ^ / g / g ^ / ^ 

CHARLES H. HOBGOOD 
Director, Medicaid Investigations Division 
Office of the Attomey General 

Bv: Dated: S^^/?K^ 

ROBIN G. CUMMINOS, M.D., Director 
EHvisioD of Medical Assistance 
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HDBXH CAKOI.TIIA 

ORGANON 

Dated: By: 

[Name] Bruce H. Kuhllk 

[Qenersl Counsel] Executive Vice President and General Counsel 

MerdcftCo.,Inc. 

By: Dated: 

Jeffiey L. Haudwciker 
lames W. Cooper 
Arnold ft Porter LLP 
Counsel for Oiganon 

By: 

JofanP.MeDonald 
Locke Lord, LLP 
Counsel for OtganoB 
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ORGANON 

By: Dated: 

[Name] 

[General Counsel] 

Merok & Co., Inc. 

By: 

Iwcrker 
^Co< ĵer 
: Porter LLP 

Counsel for Oiganon 

Dated: Z^y^y 

By: 

John P. McDonald 
Locke Lord, LLP 
Counsel for Organon 

Dated: 
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Akzo Nobel N.V. 

By: 

Counsel for Akzo Nobel N.V. 

Dated: 
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