STATE SETTLEMENT AGREEMENT
PARTIES
This Settlement Agreement (“Agl;e;:megt”) is entered into between the State of
North Carolina (“the State™) and Daiichi Sankyo, Inc. (“DSI™), hercinafier collectively
referred to as “the Parties.”

RECITALS

The Partics agree as follows:

A.  Atall relevant times, DSL a Delaware corporation with its principal place
of busiriess in Parsippany, Now Jersey, distributed, marketed ani/or sold phanmaceitical
products in the United States, including the drugs Azor, Benicar/Benicar HCT, Tribenzor
and Welchol (collgctively, the “Subject Drugs™). |

B.  OnMarch 10, 2010, Kathleen Fragoules ("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 Fragoules v. Daiichi Sankyo, Inc., et. al, Civil Action
No. 10.10420-NG. The following four velated qui tams actions \!ere gubsequendy filed
and thereafter tramsferred to the District of Massachusetts and admiihistratively
consolidated under the caption Unifed States ex. rel Fragoules v. Daiichi Sankyo, Inc,,
Civil Action No. 10-10420-FDS:

(i) United States of America, et al, ex. rel Gramig and Andreozzi, v. Daiichi
Sankyo, Inc., et. ai (Civil Actioii No. 10-6v-01599, USDC B.D.C.);

(u') United States of America, et al., ex. rel Reilly v. Daiichi-Sankyo, Inc. (Civil
Action No. 11-cv-0082, USDC W.PB. Mich.);

(iiiy United States of America, ¢t al., ex. rel Tun v. Daiichi Sankyo Co., Lid, et. al
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(Civil Action No. 11-cv-10831, USDC D.Ma.); and

{iv) United States.of: AmeFica, et al.; é. el Bozeman v. Datichi-Sankyo Co., et. al
(Civil ActionNo; 2:13:cv:0278, . OSBC WiD. Tem).

These five consolidated cases will be collectively referred to as the "‘Civil
Actions.” The complaints filed in the Civil Actiots alleged, infer alia, that DSI caused
false claims to be submitted to governinerit ~hedlthcare progmms by providing
inducements to physicians to prescribe the Subject Drugs in violation of the federal Anti-
Kickback Statute (42 U.S.C. §§ 1320a-7h(b)) and analogous state statutes.|

C. DSI has entered or will bo ent'u'ing into a separate ¢ivil settlement
agreement (the “Federal Settiement Agraemcm") with the Umied States of America (as
that term is deﬁnedm the Federal Settlement- Agreoinént), hercinafter- rdfemdm as the
"Umted States.”

D. ’ The State contends DSI w.used clalms for payment to be submitted to the
State’s Medlcald Program (see 42 US.C. §§ l396-1396(v))

E. “Thie State conteiids that it has certain ¢ivil claims against DST ansmg from
DSI having caused fnlao cllums 0 ba mbmlttedto state Medmmd pmgrnms hy paying
kickbacks to mduce phyncmns to prucn'be ﬂe Subject Drugn. Specifically, the State
cﬁgtiends that ﬁe ‘kickbacks took the form of homoraria paymefits, medls and other
remuneration to pliysicians who participated, or supposedly paiticipated, in- Phyaician
Opinion & Dis¢ussion programs (*PODs") during the peried from lanuvary 1, 2005,
through March 31, 2011, and otlier speaker programs during the period from January 1,
2004, through February 4, 2011 (collectively, the “Speaker Programs”). The State

contends that the honoraria, meals and other remuneration were kickbacks because DSI
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paid physicians who participated in the Speaker Programs even if, among other things;
(1) the honpraria recipieit spoke only to members of his or hiér own staff in his or her
own office; (2) the phﬁfcinn -parli’di;;ants in PODs took: turns adi:epting a “speaker”
honoraria for duplicative discussions; (3) the andience inchided the honoraria recipient's
spouse; {4) the honoraria recipient did not speak at all because the event was cancelled
beforéhand; and/or (5) the associated dinner was so lavish that its cost exceeded DSI's
own internal cost limitation of $140 per person. DSI's Programs and alleged conduct

described in thig Paragraph E are referred to in the Agreement as the “Coyered Conduct.”

E. This Agreement is tisde in compromise of disputed: clpims., This
Agreement is neither an admission of liability by DSI nor a concession by the State its
claims are not well founded.

G. To avoid the delay, uncertainty, inconvenience, and expesse of protracted
litigation of the Civil Actions and the above-cited claims, the Parties mutually desire to

reach a full and final settlement as set forth below.

TERMS AND CONDITIONS
NOW, THEREFORE, in reliance on thie representations contained herein and in
consideration of the mutual promises, covemants and obligations set forth in this
Agreement, and for good and valuable consideration as stated herein, the Parties agree as
follows:
1. DSI agrees to pay to the United States and the Medicaid Participating

States (as defined in sub-paragraph (c) below), collectively, the sum of $39,015,770, plus
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interest at an annual rate of 2.125% from September 16, 2014, and contiming until and
including the day of payment (collectively, the “Settlemerit Amount™). The Settlement
Amount shall constitute a debt immedisiely due and owing to the United States and the
Medicaid Participating States on the Effective Dato of the Federal Seitlement Agreement
and subject to the -terms of this Agreement. The debt shall be discharged by payments to
the United Stutes and the Medicaid Participating States under the following terms and
conditions: .

() DSl shall pay to the United States the priticipal sum of
$34,015,770, plus accrued intevest as set forth above (“Federal Settlm{em Amount™),
The Federal Seftlement Amount shall be paid pursiant to the umsliof the Federal
Settlement Agreement.

(b)  DSI shall pay to the Medicaid Participating States the sum of
FIVE MILEION DOLLARS ($5,000,000) plss accrued interest (“Medic_aid State
Setilement Amount™), subject to the non-participatisig state deduction provision of sub-
paragriph (d) bélow ("Medicaid Participating State Settlement Amount"), no later than
seven (7) business days afler the expiration of the sixty (60) day opt-in period for
Medicaid Partivipating 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 Attorhey General’s National Global Settlement Account pursuant to
written instructions from the State Negotiating Team (“State 'i‘eam"}, such written

instructions to be delivered to counse! for DSIL.
(9] DSI shall exccute a State Settlement Agreement with any State that
executes such an Agreement in the form to which DSI and the State Team have agreed,
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or in a forms otherwise agreed to by DSI and an individual State. The State shali
constitute a Medicaid Participating State provided the Agreement ig fully executed by the
State and delivered to Dgl‘s ;anomeys within sixty (60) days of receiving this Agreement.
If this condition is not satisfied within sixty (60) days, DS"rI's offer to resolve this matter
with the individual State shall become null and void absent writien agreement between

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

(d)  The total portion of the amount paid by DSI in seftlement for the
Covered Conduct for the State is $281,073.97 consisting of a portion pL.id to the State
undér this Agreement and another portion paid to the United States as paxt of the Federal
Settlement Agreement. The amount allocated to the State under this AMmt- is the
sum of $99,429.75, plus applicable intcrest {the “State Amount™). If the State does not
execute this Agréement within sixty (60) days of receiving this Settlement Agreement,
the State Amount shatl be deducted from the Medicaid State Seftlement Amount and
shall not be paid by DSI ﬁbéent written agreemeﬂt between counsel for DSI and the State
T to extend the time period for exectiting this Agreement.

2.  The State agrees to prompily dismhiss with prejudice all state law claims
which the State has the authority to dismiss currently pending against DSI in State or
Federal Courts for the Covered Conduct including any supplemental 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 the Medicaid State Settlement Amount, the Statc agrees to release DSI,

together with its ciirrent and former parent corporations, direct and indirect subsidiaries,
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brother or sister corporations, affiliates, divisions, current and former owners, directors,
officers, agents, insurers and employees, and the predecessors, successors, trinsférees,
heirs,' and dssigns of any of them, individually and collectively {collectively, the “DSI
Released Entities™), from any civil or administrative monetary cause of action that the
State has for any claims submitted or caused to be submiticd to the State Medicaid
Program as a result of the Covered Conduct.

4, Notwithstanding any tetm of this Agreement, the State sllaeciﬁcally does
not release any person or entity from any of the following liabilities: '

(a) any criminal, civil, or administrative liability amllng under state
reverue codes;

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

{c) any civil or admiiiistrative Hability that any person or-entity, including
any DSI Released Entities, has or may have to the State or to individual consuners or
state program payors under any statute, regulation or rule not expresily covered by the
release in-Parag‘raph 3 gbove, including but not limited to, any and all of the following
claims: (i) State or federal antitrust violations; (i) Claims 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 may be asserted on behalf of any other payors or
insurers, including those that are paid by the State’s Medicaid program on a capitated
basis;

(f) any liability based upon obligations created by this Agreement;
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() any administrative liability, including mandatory exclusions from the
State’s Medicaid progrem, ualess explicitly stated i thJsAgreemenl;

(h) any liability for expressed or imj)’ﬁéil wmam;; claims or other claims
for defective or deficient products and services provided by DSI;

(i) any liability for personal injury or _pmpc_rty damage or for other
consequential damages arising from 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 Cotporate Integrity Agreement (“CIA™) that DSI has entered or will be entering into
with the Office of the Insl;ector General of the United States Depanmeﬂt of Health and '
Human Services (“HHS-0IG™) in cofnection with this matter, and conditioried upon
receipt by the-Siate of its share of itic Stato Medicaid Settlement Amount, the State agrees
to release and refrain from instituting, recommending, directing, or maintaining any
administrative action seeking exclusion ﬁ'qm_!he State’s Medicaid program against DSI
for the Covered Conducs; except as.reserved in-Paragraph 4 above. Nothing in this ‘
Agreement prechides the State from taking action against DSI i ‘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 defense.ﬂ._ it may have to criminal
prosecution or administrative action for the Covered Coqduct, which defenses may be
based iz whole or in part on a contention, under the Doublé Jeopardy Clause of the Fifth

Amendment of the Constitution or thie Excessive Fines Clause of the Eighth Amendment
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of the Constitm_ion, that this Agreement bars a remedy sought in such criminal
prosecution or administrative action.

7. In consideration of the obligations of the State et forth in-this Agre;ment.
DSI waives and discharges the State, its agencies, political subdivisions, em#loyaes,
servants, and ageats from any causes of actioh (includinﬁ attomeys’ fees, costs, and
expenses of every kind and however denominated) which DSI has asserted, could have
asserted, or may assert in the future against the State, its agencies, political subdivisions,
employees, servants, and agents, arising from the State’s investigation and prasecution of
the Covered Conduct.

8. The amount that DST must pay to the State pursuant to Paragraph 1(d)
above will not be decreased as a result of the dénial of claims for payment now being
withheld from payment by the State’s Medicaid program, or any other state payor, for the
Covered Conduct; and DS] agrees not to resubmit to the State’s Medicaid program or any
other atate payor, any previously denied cleims, which denialg were based on.the Covered
Conduct, and agfees not to appeal or causo the appeal of any such defials of claims.

9. DS shall not soek payinent for any claims for reimbursement to the Statc's
Medicaid Program covered by this Agreement from any health care beneficiaries or their
parents, sponsors, legally responsible individuals, or third party payors.

10.  DSI expressly warrants that it has reviewed its financial condition and that
it is currently solvent within the méaning of 11 U.S.C. §§ 547(b)(3) and S48(ayBXiiXD,
and shall remain solvent following payment of the Settlement Amount and compliance

with this Agreement.
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11.  The Parties each represent that this Agreement is freely and voluntarily
entered into without any degree of duress or compulsion whatsoever.

12.  DSI agrees to coopérate fully add truthfully with any State investigation of
individuals or entities not released in this Agreemens, Upon reasonable notice, DSI shall
facilitate, 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 DSL. Upon request, DSI agrees to furnish to the State complete and
unredacted copies of all non-privileged documents including, but not limited to, reports,
memoratda of interviews, and records in their possession, custody or control, concerning
the Covered Conduct. DSI shall be responsible for all costs it shay incur in complying
with thia.pamgmph. |

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

14.  Except as otherwise stated in this Agrésment, tlns Agreeuent is intended
to be for the bedtefit of the Parties only, and by this instrumént the Parties do-not release
any liability against any other person or entity.

1S. Nothing in this Agrecment constityfes an agrecment 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 responsibilitics under this
Agreement, D$1 agrees to pay all reasonable expenses and travel costs of the State Team,

including reasonable consultant fees and expenses. DSI will pay this amount by separate
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check made payable to the National Association of Medicaid Fraud Control Units, after
the Medicaid Participating States execute théir respective Agreements, or as otherwise
agreed by the Parties.

17.  This terms of this Agreemn:edt are gpvemed by the laws of the State, except
disputes ﬁsing under the CIA shall be resolved exclusively under the dispute resolution
provisions of the CIA, and venue for addressing and resolving any and all disputes
relating to this Agreement shall be the state courts of appropriate jurisdiction of the State.

18. The undersigned DSI signatories represent and wamant that they are
authorized a3 a result of appropriate corporute. actioid to cxecute this wmt The
undersigned State siginatorics represent that they are signing this Agrecment in their
official capiacities and'th;t they are authorized to execute this Agreement on ﬁdmlt‘ of the
State through their respéctive agencics and departients.

19.  The Effective Date of this Agreement shall be the date of signature of the
last signatory to this Agreement. Facsimiles of signatires shall constitute scceptable
bmdmg signatures for purposes of this Agreenient.

20.  This Agrecmont shall be biridiiig on all successors, transfrees; heirs, and
assigns of the Parties.

21.  This Agreement constitutes the complete agrecment between the Parties
with respect to this matter and shali not be amended cxcept by written conscat of the
Parties.

22.  This Agreement may be executed 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: Mﬁ/%&é—

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

ROBIN G. CUMKHNGS, M.D., Director
Division of Medical Assistance
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Dated: ’/?& / 2075

Dated: _{/ 5 .///’)'H



By:

By:

DAIICH]I SANKYO, INC.

JOSEPH KENNETH KELLER
President, U.S. Commercial
Daiichi Sankyo, Inc.
Wody CGddBmn 51015

WENDY €. GOLDSTEIN
SARAH K. DIFRANCESCA
Cooley’ LLP ,

Counsel to Daiichi Sankyo, Inc.
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