
STATE SETTLEMENT AGREEMENT 

PARTIES 

This Settlement Agreement (**Agreement") is entered into between the State of 

North Caiolina ('*thc State") and DailchI Sankyb, Inc. (*'DSr), hoeinafter collectiyely 

referred to as **the Parties." 

RECTTAI^ 

The Parties agree as follows: 

A. At all relevant times, DSI, a Delaware coipotation with it« principal place 

of business in Parsippiany, New Jersey, distribitfed, marketed and/or sold phaimaceotical 

products in tfab United States, includinje the drugs AZOF, Benicai/Benicar HCT, Tri|>enzor 

and Welchj>L(coUecttv;sly, the ''Subject Pruf̂ 'O-

B. On March 10,2010, Kathleen Fragouks ("Relator') filed a qui tam action 

in the United States District Court for the District of Massachusetts captioned United 

States of America, et al, ex. rel Fragqules v. Daiichi Sanfiyo, Inc., et, al, C v̂il Action 

No. 10.10420-NG. The followinig four related qui tarns actions wjeie stibsequenay filed 

and thereafter transferred to the District of Massachusetts and administratively 

consolidated under the caption United States ex, rel Fragoules v. Daiichi Sankyq, Inc„ 

Civil Action No. 10-10420-FDS: 

(f) United States of America, et al, ex. rel Gramig and Andreosd, v. Daiichi 
Sankyo. Inc.. et iir(Civil Action No. ia«v-0l599, USDC D.D.C); 

(iO United States of America, et al, ex. rel Reilfy v. DaHchi-Sankyo. Inc. (Civil 
Action No. 1 l-cv-00»82, USDC W.D. Mich.); 

(iii) United States of America, et al, ex. rel Tun v. Daiichi Sankfo Co., Ltd. et. al 
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(Civil Action No. 1 l-cv-10831, USDC D.Ma.); and 

(iy) iMiied States of<Americq, et al,._^ relBbzeman v. Daiichl'Sankyo Co., et, al 
(GivU Actilm NV2̂ 1 SSYT̂ ^̂ ^ 

These five consolidated cases will be collectively jefcired to as the Xivil 

Actions.** The complaints filed in the Civil ActioDS alleged, inter alia, that DSI caused 

false claims to be submitted to goveinkent heiltiicare pipgnuniB by providing 

inducements to physicians to prescribe the Subject Driigs m violation of the federal Anti-

Kickback Stahite (42 U.S.C. §§ 1320a-7b(b)) ami analogous state statutes.! 

C. PSI has entered or will ho entering into a separate $ivil settlement 

agreement (the "Federal Settiement Agreetnent**) wiih the United States of America (as 

tfâ term is defin^ in the Fedoal Settlianent Agreeim^ hereiiutfter rttforedto as the 

"United States.̂ ' 

D. Hie State conteitds £)SI caused claims for payment to be submitted to die 

State's Medicaid Program (see 42 U.S.C. §§ 1396-1396(v)). 

E. llie t̂ate c6ntaidsitfaat it has Qertam.civil tilaims;against PSI aris^ firom 

DSI haviiig caiufd.folae chim84tp be sufimitt̂ t̂o ̂ state Mediraid {woî nms%V|)aying 

kiclcbacks to induce physicians to prestiibe the Subject Drags. Specifically, the State 

contends that the kickbacks took the form of honoraria payments, meals and o&er 

remunention to physicians who participated, or suppiosedly participated, in Physician 

Opinion & Discussion programs ("PODs") during the period from January 1> 2005. 

through March 31, 2011, and otiier speaker programs duiing the period fi:om January 1, 

2004, through F^niary 4, 2011 (collectively, the "Speaker Programs"). The State 

contends that the honoraria, meals and other remuneration were Idckbacks because DSI 
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paid physicians who puticipated in the Speaker Programs even if, among other things: 

(1) Ae honoraria repijpient ji{)Oke on^ to members of his ar Htr owa staff in his or her 

own office; (2) the physician particq)ant8 in PODs took turns accepting a "speaker" 

honoraria for diq>licative discussions* (3) the audience included the honoraria recipient's 

spouse; (4) the honoraria recipient did not speak at all because the event was cancelled 

beforehand; and/or (5) the associated dmner was so lavish that its cost exceeded DSI's 

own internal cost limiitation of S140 per person. DSrs Programs and alleged conduct 

described in this Paragraph E are referred to m the Agreement as the "Coyered Conduct" 

F. This Agreement is m ^ in compromise of disputed- clauns. This 

Agreeing is neither an admisskm of liability by DSI nor a concession by the State its 

claims are not well founded 

0. To avoid the delay, uifcertaintŷ  inconvenience, and expetse of protracted 

litigation of the Civil Actions and the above-cited claims, tite Parties mutually desire to 

reach a foU and final settlement as set forth below, 

TERMS AND CONDITIONS 

NOW, THEREFORE, ui reliance on the r̂ rê entations contained herein and in 

consideration of the mutual promises, covenants and obligations set forth in tiiis 

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

follows: 

1. DSI agrees to pay to tiie United States and the Medicaid Participating 

States (as defined in sub-paragraph (c) below), collectively, the sum of $39,015,770, plus 

Page 3 of12 

[Daiichil 4-09-03] 



interest at an annual rate of 2.125% fiom September 16,2014, and contiiming until and 

including the day of payment (cpUectively, tiie "Settiemetit Amount**). The Settlement 

Amoum shall constitute a debt immediately due and owmg to the United States and die 

Medicaid Participating States on the EfEective Date of the Federal Settiement Agreement 

and subject to the terms of tiiis Agreement The debt shall be discharged by payments to 

the United States and the Medicaid Participatmg States under the foUowmg terms and 

conditions: < 

(a) DSI shall pay to the United States die priikcipal sum of 

$34,015,770, plus accrued mterast as set fortii above (̂ 'Federal Settle4ent Amount**). 

Tbc Fedkavl Settiement Amount shall be paid pursiiant to the terms jof the Federal 

Settiement Agreement 

(b) DSI shall pay to die Medicaid Participating States the sum of 

FIVE MILLION DOLLARS ($5,000,000) plus accrued hiterest ("Medicaid State 

Settiement Amount'*), subject to the non̂ iaiticipatihg state deduction provision of sub­

paragraph (d) below ("MiMUcaid FarticipBttng State Settlement AmounfO. no later than 

seven (7) business days afiter the expiration of the sixty (60) day opt-in period for 

Medicaid Farticipatiog States described in sub-paragraph (c) below. The Medicaid 

Participating State Settlement Amount shall be paid by electronic funds transfer to the 

New York State Attorney GeneraFs National Global Settlement Account pursuant to 

written instructions l&om the State Negotiating Team ("State Team*"), such written 

instructions to be delivered to counsel for DSI. 

(c) DSI shall execute a State Settlement Agreement with any State that 

executes such an Agreement in the form to which DSI and the State Team have agreed. 

Page 4 of 12 

[Daiichil4'09-Oi] 



or in a form otherwise agreed to by DSI and an individual State. The State shall 

constitute a Medicaid Participating Stiate provided the Agreement is folly executed by the 

State and dehvered to pSPs attomeys withui sbity (60) days of receiving this Agreement. 

If this condition is not satisfied within sixty (60) days, DSI's offer to resolve tiiis matter 

with the individual State shall become null and void absent written agreement between 

counsel for DSI and the State Team to extend the sixty (60) day period. 

(d) The total portion of the amoimt paid by DSI in settlement for the 

Covered Conduct for die State is $281,073.97 consisting of a portion piud to tiie State 

under tiiis Agreement and anodier portion paid to the United Stat̂  aS paft of the Federal 

Settlement Agreement The amount allocatfed to the State under this Agreement is the 

sum of $99,429.75, plus applicable interest (tiie "State Amount**). If tiie State does not 

execute this Agreement within sixty (60) days of receiving this Settlement Agreement, 

the State Amount shall be deducted from the Medicaid State Settlement Amount and 

shall not be paid by DSI absent written agreement between counsel for DSI and the State 

Team tb extend 4ie time period for executing this Agreement. 

2. The Static agreed to promptly dismiss with prqudice all state law claims 

\vhich tiie State has the autiuxity to dismiss currentiy pending against DSt in State or 

Federal Courts for the Covered Conduct including any suppl̂ ental state law claims 

asserted in the Civil Actions. 

3. Subject to the exceptions in Paragraph 4 below, in consideration of the 

obligations of DSI set forth in this Agreement, and conditioned upon receipt by the State 

of its share of tiie Mediĉ d State Settlement Amount, the State agrees to release DSI, 

together with its current and fomier parent corporations, direct and indirect subsidiaries. 
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brother or sister corporations, affiliates, divisions, current and former owners, directors, 

officers, agents, msurers and employees, and die predecessors, successora, trahsferees, 

heirs, and assigns of any of them, individually and collectively (collectively, the "DSI 

Released Entities"), torn any civil or administrative monetary cause of action that the 

State has for any claims submitted or caused to be submitted to the State Medicaid 

Program as a result of the Covered Conduct. 

4. Notwithstanding any terin of this Agreement, the State specifically does 

not release any person or entity &om any of the foUowmg liabilities: ' 

(a) any criminal, civil, or administrative liability arisihg under state 

revenue codes; 

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

(c) any civil or administrative liabihty that any person or entity, including 

any DSI Released Entities, has or may have to tiie State or to mdividual consumers or 

state program payora under any statute, regulation or rule not expressly covered by the 

release in Paragraph 3 above, including but not limited to, any and all of the following 

claims: (i) State or federal antitrust violations; (ii) Clauns involving unfair and/or 

deceptive acts and practices and/or violations of consumer protection laws; 

(d) any liability to the State for any conduct other than the Covered 

Conduct; 

(c) any liability which inay be asserted on behalf of any other payors or 

msurers, includmg those that are paid by tiie State*s Medicaid program on a capitated 

basis; 

(f) any liability based upon obhgations created by tiiis Agreement; 
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(g) administrative liabilî , including mandatory exchisions from the 

State's Medicaid program, unless expUcitiy stated in this Agreement; 

(h) any liability for expressed or imj)lied wariairty claims or other claims 

for defective or deficient products and services provided by DSI; 

(0 any liability for personal injury or property damage or for other 

consequential damages arising fitim the Covered Conduct; or 

(j) any liability based on a failure to deliver goods or services due. 

5. In consideration of the obligations of DSI set forth in this Agreement, and 

the Corporate Integrity Agreement ("CIA**) that DSI has entered or will be entering into 

with die Office of tiie Inspector General Of tile United States Departmetit of Healtii.and 

Human Services ("HHS-OIG**) in connection with this matto*, and cqndttioiied upon 

receipt by the State of its share of the State Medicaid Settiement Amount, the State agrees 

to release and lefirain from instituting, recommending, directing, or maintaining any 

administrative action seeking exclusion froin the State*s Medioiid program against DSI 

for the Covered Conducts except as reserved in Paragraph 4 above. Notinng in this 

Agreement precludes the State from taking action against DSI in the event that DSI is 

excluded by the federal government, or for conduct and practices other than the Covered 

Conduct as reserved in Paragraph 4 above. 

6. DSI waives and shall not assert any defenses it may have to criminal 

prosecution or administrative action for the Covered Conduct, which defenses may be 

based m whole or in part on a contention, under the Double Jeopardy Clause of tiie Fifth 

Amendment of the Constitution or the Excessive Fines Clause of tiie Eighth Amendment 
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of tiie Constitution, tiiat this Agreement bars a remedy sou t̂ in auch criminal 

prosecution or administrative action. 

7. In consideration of tiie obfigatnns of die State set forth in this Agreement, 

DSI waives and dischargea the State, its agencies, political subdivisions, employees, 

servants, and agents from any causes of actioh (iocluduig attoqieys* fees, costs, and 

expenses of every kind and however denomimrted) which DSI has asserted, could have 

asserted, or may assert in the foture against the State, its agencies, political subdivisions, 

employees, servants, and agents, arising from the State*s investigation and prosecution of 

tiie Covered Conduct. 

8. The amount tiiat DSI must pay to tiie State pursuant to Paragraph \id) 

above will not be decreased as a r̂ ult of tiie deiilal of claims for payment now bemg 

withheld from payment by tiie State's Medicaid program, or any other state payor, for tiie 

Covered Conduct; and DSI agrees not to resubmit to the State's Medicaid program or any 

other state payor, any |H«viously denied chums, which denials were based on.tiie Covered 

Conduct, and agrees not to appeal or cause die appeal of any such denials of claimG. 

9. DSI shall not seek payment for any claims for reimbursement to the State's 

Medicaid Pro-am covered by tiiis Agreement from any health care beneficiaries or their 

parents, sponsors, legally responsible individuals, or third par^ payora. 

10. DSI expressly warrants that it has reviewed its financial ooiiditioa imd that 

it is currentiy solvent within die meaning of 11 U.S.C. §§ S47(b)0) and 548(aXBKiiXD. 

and shall remam solvent followmg payment of the Settiement Amount and compliance 

with tius Agreement. 
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11. The Parties each r̂ resent that tiiis Agneement is freely and volimtarily 

entered into without any degree of duress or compulsion whatsoeva-. , 

12. DSI agrees to cooperate fitily aild truthfoliy witii any State investigation of 

individuals or entities not released in tiiis Agreement. Upon reasonable notke, DSI shall 

fecilitate, and agree not to impair, the cooperation of its directors, officers, employees or 

agents, for interviews and testimony, consistent with the rights and privileges of such 

individuals and of DSI. Upon request, DSI aigrees to fiimish to tiic State complete and 

unredacted copies of all non-privileged documents including, but not limited to, reports, 

men]|orailda of interviews, and records in their.possession, cusKitdy or control̂  concerning 

tiic Covered Conduct DSI shall be responsible for all costs it ibay incur in complying 

with this paragraph. 

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

to this Agreement shall bear its own legal and other costs mcurred in connection with this 

matter, including the preparation and performance of this Agreement 

14. Except as otiierwise stated in this Agrâ ment, this Agreement is intended 

to be for die bebefit of tiie Parties only, and by this instrument'the Parties do not release 

any liability against any other person or entity. 

15. Nothing in this Agreement constitutes an agreement by the State 

concerning the characterization of the amounts paid hereunder for purposes of the State's 

revenue code. 

16. In addition to all other payments and responsibilities under this 

Agreement, DSI agrees to pay all reasonable excuses and travel costs of tiie State Teain, 

including reasonable consultant fees and expenses. DSI will pay tius amount by separate 
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check made payable to tiic National Association of Medicaid Fraud Control Units, after 

die Medicaid Participatuig States execute their respective Agreements, or as otiierwise 

agreed by tiie Parties. 

17. This terms of tiiis Agreement are governed by tiie laws of tiie State, except 

dispjotea arising under tiie CIA shall be resolved exclusively under tiie dispute resolution 

provisions of tiie CIA, and venue for addressing and resolving any aad aU disputes 

relating to this Agreement shall be tiie state courts of appropriate jurisdiction of the State. 

18. The undersigned DSI signatories represent and warrant tiiat tiwy are 

antfaofized as a result of appropriate corporate actioii to execute tiiis Agreement The 

undersigned State siffoatories represent tint ^ y are signing tiiis Agreement in theu* 

officii^ capacities and tiiat tiiey are tutitoriz .̂to execute this Agreement on behalf of tiie 

State throu^ their resptotive agencies and departments. 

19. The Effective Date of tiiis Agreement shall be die date of signature of tiie 

last signatory to this Agreenient Facsimiles of signatures shall constitute acceptable 

biiuiing signatures forpuiposes of this Agreonent. 

20. This Agreement shaU be bitidiiig on all successors, transferees, heirs, aiKl 

assigns of tiie Parties. 

21. This Agreement constitutes the complete agreement between the Parties 

with KSpwA to this matter and shall not be amended exc^t by written cons»t of the 

Parties. 

22. This Agreement may be execmed in counterparts, 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 

By: 

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

Dated: / / j?rf?/g^/5" 

ROBIN G. CUMiPSfiSS, M-D-, Director 
Division of Mcdicd Assistance 

Dated: 
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DAIICHI SANKTO, INC. 

By: 

JOSEPH KENNETH KELLER 
President, U.S. Commercial 
Daiichi Sankyo, Inc. 

By: 

WENDY C. GOLDSTEIN 
SARAHj K. DIFRANCESCA 
Cooley LLP 
Counsel to Daiichi Sankyo, Inc. 

Dated: 
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