STATE SETTLEMENT AGREEMENT
1. PARTILS
This Settlement Agreement {"Agreement”) is entered into between qui tam relator
Donald Galmines, the State of Hawai'i {“the State”) and Novartis Pharmaceuticals

. Corporation {("Novartis™), hereinafter collectively referred to us “the Parties.”

II. PREAMBLE

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

A, At all relevant times, Novarlis, a Delaware corporation headquartered in
East Hanover, New Jersey, distributed, marketed and sold pharmaceutical products in the
United States, including a drug sold under the trade name Elidel®.

B. On July 21, 2006, Mr. Gaimines filed a gui tam action in the United States
District Court for the Eastern District of Pennsylvania pursuant to the qui ram provisions
of the False Claims Act, 31 U.S.C. § 3730(b), and the false claims act of the State, The
operative fourth amended complaint was filed on March 13, 2015 and is caplioned Unired
States et al. ex rel. Donald R. Galmines v, Novartis Pharmacenticals Corporation, Civil
Aclion No. 06-3213, This case is referred to below as “the Civil Action.” In May 2009,
the United States declined to intervene in the Civil Action, In October 2011, the states of
Delaware, Hawaij, Illiinois, Massachusetts, Michigan, Nevada, Tennessee and Virginia
and the District of Columbia declined 1o intervene. The Relator is currently pursuing
claims under the state laws of Hawaii, Hlinois, Indiana, Louisiana, Massachusetis,

Michigan, Tennessee and Virginia,




C. Novartis has entered into a separate civil settlement agreement with Mr.
Galmines and the United States of America, covering claims brought by Relator on
behalf of the United Siates (the “Federal Settlement Agreement’).

D, Mr. Galmines and the State contend that Novartis caused claims for
payment to be submitted to the State's Medicaid Program, 42 U.S5.C. §§ 1396-1396(v).

E. The State contends that it has certain civil and administrative causes of

action against Novariis for allegedly enguging in the following conduct (the

"Covered Conduct™):

From February 1, 2002 to April 30, 2009, NPC: (1) knowingly marketed
and sold Elidel for use with children under the age of 2 and first line use,
uses that were not FDA-approved, and for which the United Siafes and
state Medicaid Programs paid claims for Elidel; and (2) offered and paid
ilegal remuneration to health care professionals to induce them to
promote and prescribe Elidel in violation of state laws. As n resull of the
foregoing conduct, NPC caused false or fraudulent claims to be submitied

to or caused purchases by Medicaid, in violation of the Federal False
Claims Act, 31 U.S.C, § 3729, er seq. and analogous state statutes.

F. This Agreement is made in compromise of disputed ¢laims. This
Agreement is neither an admission of facts or Hability by Novartis, nor a concession by
Mr. Galmines or the State that (heir atlegations are not well founded, Novartis expressly
deniey the allegations as set forth herein and in the Civil Action and denies that it
engaged in any wrongful conduct.

G. Mr. Galmines also asserts claims for: (1) payment onder the State’s False
Claims Act of u share of the proceeds of this Settlemenl Agreement; and (2) reasonable
attorneys' fees, expenses, and costs under the State’s False Claims Act. The first of these

claims is resolved by a separate agreement between My, Galimines and the State, and the




second of these claims will be resolved by a sepurate ngreement between Mr. Galmines
and Novartis, or through judicial resolution.

H. To avoid the delay, expense, inconvenience, and uncertainty of protracted
litigation of these causes of action, the Parties mutually desire to reach a full and final

settlement as set forth below.

111, TERMS AND CONDITIONS

NOW, THEREFORE, in reliance on the representations contained herein and in
consideration of the mutual promises, covenants and obligations set forth in this
Agreement, and for good and valuable consideration as stated herein, the Parties agree as
follows;

1. Novartis agrees (o pay to the United States and the Participating States (as
defined in sub-paragraph (c) below), collectively, the sum of $35,000,000, plus accrued
interest on thal amount of 2.125% per annum commencing on November 23, 2015 and
continuing and including the Effective Date of the Federa] Settlement Agreement
(collectively, the “Settlement Amount”). The Settlement Amount shall constitute a debt
immediately due and owing to the United States and the Participating States on the
Effective Date of the Federal Settlement Agreement, and subject to the terms of this
Agreement. The debt shall forever be discharged by payments to the United Stales and
the Participating States, under the following terms and conditions:

{a) Novartis shall pay to the United States the sum of $30,628,798.28

plus accrued interest on that amount (“Federal Settlement Amount™). The Federa)




Settlement Amount shall be paid pursuant to the terms of the Federal Settlement
Agreement.

(b) Novartis shall pay to the Participating States the sum of
$4,371,201.72, plus accrued interest on that amount (“*Medicaid Participating State
Settlement Amount™), no later than fourteen (14) business days afier the last Participating
State executes its Siate Settlement Agreement. The Medicaid Participating State
Settlement Amount shall be paid by electronic funds transfer to the New York State
Attorney General's National Global Settlement Accotni pursuant fo written instructions
from the Participating States, which written instructions shall be delivered to counsel for

Novartis,

{)  Novartis shall execute a State Settlernent Agreement with each
Participating State in the form to which Novartis, Mr. Galmines, and the Participaling
States have agreed, or in a form otherwise agreed 1o by Novartis, Mr, Galmines, and an
individual State. The State shall constitute a Participating State provided this Agreement,
or an Agreement in a form otherwise ngreed 1o by Novartis, Mr, Galmines and the State,
is fully executed by the State and delivered to counsel for Novartis within 45 days of the
State’s receipt of this Agreement. If this condition is not satisfied within 45 days,
Novarlis's offer to resolve this matter with the State shall become null and void abseni
written agreement between counsel for Novarlis and the State to extend the 45-day
period.

(dy  The total portion of the amount paid by Novartis in settlement for
the Covered Conduct for the State's Medicaid program is $8,107.97, consisting of a

portion paid to the State under this Agreement and another portion paid to the United




States us part of the Federal Settlement Agreement. The amount allocated to the State
under this Agreement is the sum of $4,100.39, plus applicuble interest, if any (the “State
Amount”).

2. The Stule and Mr. Galmines agree that Relator Galmines shall dismiss
with prejudice the claims be brought on behalf of the State in the Civil Action within five
business days of payment by Novartis of the State’s Settlement Amount,

3. Subject to the exceptions in Paragraph 4 below, in consideration of the
obligations of Novartis set forth in this Agreement, and conditioned upon receipt by the
State of its share of the Medicaid Participaling State Settlement Amount, the State (on
behalf of itself, its officers, agencies, and depurtments) agrees to release Novartis and its
predecessors, corrent and former divisions, affilintes, parents, direct and indirect
subsidiaries, successors and assigns, individually and collectively, from any civil or
administrative monetary cause of aclion that the State has or may have for any claims
submitted or caused 1o be submitted to the State Medicaid Program for the Covered
Conduet.

4, Notwithstanding any term of this Agreement, the State specifically does
not release uny person or entity from any of the following linbilities:

(&) any criminal, civil, or sdministrative liability arising under state
revenue codes;

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

(c) any civil or administrative liability that any person or entity, including
Novartis, has or may have to the State or to individual consumers or state program payors

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 cluims; (i) State or
federal antitrust violations, (ii) claims involving unfair and/or deceplive acts and
practices and/or violations of consumer protection laws;

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

{e) 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 4 capitaled
basis;

() any liability based upon obligations created by this Agreement;

{g) except as explicitly stated in this Agreement, any administrative
linbility, including mandatory exclusions from the State's Medicaid program;

(h) any liability for express or implied warranty claims or other claims for
defective or deficient products and services provided by Novartis;

(i) any liability for personal injury or property 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 Novartis set forth in this Agreement,
and conditioned on receipt by the State of its share of the Medicaid Participating State
Settlement Amount, the State agrees to release and refrain from instituting,
recommending, directing, or mainfaining any administrative action seeking exclusion
from the Staje’s Medicaid program against Novartis for the Covered Conduct, except as
reserved in Paragraph 4 ubove. Nothing in this Agreement precludes the State from

taking action against Novartis in the event that Novartis is excluded by the federal




government, or for conduet and practices other than the Covered Conduct. The State
Medicaid Fraud Control Unit further agrees 1o refrain from recommending, causing or
atternpting to cause any administrative action or sanction, including debarment, by any
other government agency of the State for the Covered Conduct.

6. Novartis waives and shall not assert any defenses it may have to eriminal
prosecution or administrative action for the Covered Conduct, which defenses may be
based in whole or in part or a contention, under the Double Jeopurdy Clause of the Fifth
Amendment of the Constitution or the Excessive Fines Clause of the Eighth Amendment
of the Constitution, that this Agreement bars a remedy sought in such criminal
prosecution or administrative action.

7. In consideration of the obligations of the State set forth in this Agreement,
Novartis waives and discharges the State, its agencies, employees, and agents from any
causes of action (including atiorneys” fees, costs, and expenses of every kind and
however denominated) which Novartis has against the State, i1s agencies, employees, and
agents arising from the State’s investigation and prosecution of the Covered Conduct.

8. Relator and Novartis agree that the releases they entered into with respect
to each other, set out in the federal settlement agreement, extend fully to this settlement
agreement as if those releases were restated here,

9, The amount that Novarlis must pay to the State pursuant to Paragraph
HI.!. (d) above will not be decreased as a result of the denial of any claims for payment
now being withheld from payment by the State’s Medicaid program, or any other state
payor, for the Covered Conduct; and Novartis agrees not to resubmit to the State’s

Medicaid program or any other state payor, any previously denied claims, which denials




were based on the Covered Conduct, and agrees to withdraw the appeal of or not 10
appeal or cause the appeal of any such denials of claims, |

10.  Novartis shall not seek payment for any claims for reimbursement to the
State’s Medicaid Program covered by this Agreement from any healih care beneficiaries
or their parents, sponsors, legally responsible individuals, or third party payors.

11, Novarlis expressly warrants that it has reviewed its financial condition and
that it is currently solvent within the meaning of 11 U.S.C. §8 547(b)(3) and
S4B(a)(1)}B)(ii)(1), and shall remain solvent following payment of the Settiement
Amount and compliance with this Agreement.

12, The Parties each represent that this Agreement is freely and voluntarily
entered inta without any degree of duress or compulsion whatsoever.

13, Novartis agrees to cooperate fully and truthfully with any State
investigation of individuals or entities not released in this Agreement, stemming from the
Covered Conduct, Upon reasonable notice, Novartis shall facilitate, and agrees not to
impair, the cooperation of its directors, officers, employees or agents, for interviews and
festimony, consistent with the rights and privileges of such individuals and of Novartis.
Upon request, Novartis agtees to lurnish to the State complete and unredacted copies of
all non-privileged documents including, but not limited to, reponts, memotanda of
interviews, und records in their possession, custody or control, concerning the Covered
Conduct. Novartis shall be responsible for all costs it may incur in complying with tﬁis

paragraph,




14.  Except as expressly provided to the contrary in this Agreement, each Party
to this Agreement shall bear its own fegal and other costs incurred in connection witﬁ this
matter, including the preparation and performance of this Agreement.

15, Except as otherwise stated in this Agreement, this Agreement is intended
to be for the benefit of the Parties only, and by this instrument the Parties do not release
any liability against any other person or entity,

16.  Nothing in this Agreement constitutes an agreement by the State
concerning the characterization of the umounts paid hereunder for purposes of the
Internal Revenue laws, Title 26 of the Uniled States Code, or the State’s revenue code.

7. This Agreement is governed by the luws of the State.

I8, The undersigned Novarlis signatories represent and warrant thut they are
authorized us a result of appropriate corporate action to execute this Agreement. The
undersigned State signatories represent thut they are signing this Agreement in their
official capacities and that they are authorized to execute this Agreement on behalf of the
State through their respective agencies and departments.

19.  The Effective Daie of this Agreement shall be the date of signnture of the
last signatory to this Agreement. Electronie signatures or facsimiles of signatures shall
constitute acceptable binding signatures for purposes of this Agreement.

20, This Agreement shall be binding on all successors, transferees, heirs, and
assigns of the Parties.

21, This Agreement constitutes the complete agreement between the Parties
with respecl to this matter and shall not be amended except by written consent of the

Parties.




22, This Agreement may be executed in counterparts, each of which shali

constitute an original, and all of which shall constitute one and the same Agreement.




FOR MR. GALMINES

®

DONALD R GALMINES

By: o / Dated: 24 JVL 9!5
ATV om T s STV 0l
FREDERICK M. MO! , IR,

Counsel for Relator




By:

State of Hawaii

£ i, e Dated: g/?'"’"z’/“’
thar D.W. Yourg™

ipgotor, MFCU
DEPARTMENT OF THE ATTGRNEY GENERAL

4}@/ Wﬂ'%/i QJZ{/% Dated:& % [ ROl

Jufly Mohr Peterson, PhD
Med-QUEST Division Administrator
DEPARTMENT OF HUMAN SERVICES




By:

FOR NOVARTIS

Do b L= s 1,

THOMAS N. KENDRIS
Vice President & General Counsel
Novartis Pharmaceuticals Corporation

Dated: C?[RZ(/@

MICHAEL A, ROGOFF
Kaye Scholer LLP
Counsel for Novartis




