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SETTLEMENT AGREEMENT

This Settlement Agreement (Agreement) is entered into among the United States
of America, acting through the United States Department of Justice and on behalf of the
United States Department of Veterans Affairs (collectively the "United States"), Smith &
Nephew, Inc., and Samuel Cox, Il (hereafter collectively referred to as "the Parties"),
through their authorized representatives.

RECITALS

A, Smith & Nephew, Inc. (Sthith & Nephew) is a United States subsidiary of
Smith & Nephew plc, with operations in, among other places, Memphis, Tennessee and
Andover, Massachusetts, Smith & Nephew manufactures and sells medical devices and
other products.

B. On or about September 2, 2008, Smith & Nephew disclosed
(“Disclosure™) to the Department of Veterans Affairs and the Department of Defense
that it had made sales of certain medical devices that did not comply with country-of-
origin provisions in certain Government contracts. By letter dated Noverr-xber 18, 2008,
the Department of Defense informed Smith & Nephew that it was deferring to the
Department of Veterans Affairs regarding the handling of Smith & Nephew’s Disclosure.
Smith & Nephew thereafter provided the Department of Veterans Affairs with
supplements to its Disclosure which, among other things, provided updated calculations
of the value of potentially non-compliant sales to Federal Government customers and
discussed implementation of corrective measures in an effort to address underlying

causes of the non-compliant sales.
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C. On or about December 1, 2008, Samuel Cox, IIT {the Relator) filed a qui
fam action in the United States District Court for the Western District of Tennessee
captioned United States ex rel. Cox v. Smith & Nephew, Inc., Case No. 2:08-cv-02832-
JTF-tmp (W.D. Tenn,), pursuant to the gu/ fam provisions of the False Claims Act, 31
U.S.C. § 3730(b) (the Civil Action). The Relator alleged that Smith & Nephew
knowingly violated the Trade Agreements Act, 19 U.8.C. § 2501, ef seg., and the False
Claims Act, by selling medical devices to the Federal Government that had been
manufactured in non-designated countries.

D, During the discovery process in the Civil Action, Smith & Nephew
produced to the Relator two spreadsheets identifying medical devices that its Recon and
Trauma business sold to the gbvernment under Federal Supply Schedule Contract Nos.
Y797P-4403A and V797P-9125, between December 1, 2002 and July 31, 2012 that may
not have been compliant with the Trade Agreements Act. One spreadsheet, entitled
“2002-2010 Analysis 10222013,” was included as Exhibit 90 to the December 5, 2013
t?leposition of Winfield Ellard taken in the Civil Action (Exhibit 90). The other
spreadsheet, entitled “2010-2012 Analysis Link,” was Exhibit 91 to the December 5,
2013 deposition of Mr. Ellard taken in the Civil Action (Exhibit 91). Sales that may not
have complied with the Trade Agreements Act were designated with the w‘ord “no” in the
“Revised Compliant (Aug 2012)” field of the “Source Data” tab in Exhibit 90, and with
the words “no” or “no batch™ in the “Compliance2” field of the “Source Data™ tab in
Exhibit 91.

E. Exhibits 90 and 91 also identified certain medical devices that Smith &

Nephew’s Recon and Trauma business sold to the government under contracts other than
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Federal Supply Schedule Contract Nos. V797P-4403A or V797P-9125 that may not have
been compliant with the Trade Agreements Act. These devices are identified on Exhibit
| to this Agreement.

F. Smith & Nephew has provided to the United States and the Relator
additional spreadsheets identifying products that it sold to the government that may not
have been compliant with the Trade Agreements Act. These are attached to this
Agreement as Exhibits 2-5.

G, The United States contends that the medical devices that Smith &
Nephew has identified as potentially noncompliant, as described in paragraphs D, E, and
F, above, may have a country of origin of Mala.ysia or another non-designated country
under the Trade Agreements Act, and that Smith & Nephew’s sale of these devices to the
United States may therefore have violated the Trade Agreements Act. The United States
contends that it has certain civil claims against Smith & Nephew arising from this
conduet, which is referred to below as the Covered Conduct.

H. This Agreement is neither an admission of liability by Smith & Nephew
nor a concession by the United States that-its claims are not well founded. Smith &
Nephew denies the allegations.

1, Relator claims entitlement under 31 U.S.C. § 3730(d) to a share of the
proceeds of this Agreement and to Relator’s reasonable expenses, attorneys’ fees and
costs,

To avoid the delay, uncertainty, inconvenience, and expense of protracted
litigation of the above claims, and in consideration of the mutual promises and

obligations of this Agreement, the Parties agree and covenant as follows;
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TERMS AND CONDITIONS

1. No later than ten (10) days afler the Effective Date of this Agreement,
Smith & Nephew shall pay to the United States eight million, three hundred and seven
thousand, four hundred and ten dollars (38,307,410) (the Settlement Amount) by
electronic funds transfer pursuant to written instructions fo be provided by the United
States Attorney’s office for the Westemn District of Tennessee.

2. Conditioned upon the United States receiving the Settlement Amount from
Smith & Nephew and as soon as feasible after receipt, the United States shall pay 28
percent of the Seftlement Amount, or $2,326,074,80, to Relator by electronic funds
transfer.

3. No later than ten (10) days after the Effective Date of this Agreement,
Smith & Nephew shalt pay to Relator five thousand dollars (§5,000), by electronic funds
transfer pursuant to written instructions to be provided by Relators’ Counsel, to resolve
Relator’s claims for retaliation under 31 U.8.C. § 3730(h).

4, No later than ten {10) days after the Effective Date of this Agreement,
Smith & Nephew shalt pay to Relators’ Counsel three million dollars ($3,000,000), by
electronic funds transfer pursuant to written instructions to be provided by Relators’
Counsel, to resolve Relators’ claims for reasonable attorneys’ fees, expenses, and costs
under 31 U.S.C. § 3730(d).

s. Subject to the exceptions in Paragraph 7 (concerning excluded claims)
below, and conditioned vpon Smith & Nephew’s full payment of the Settlement Amount,
the United States releases Smith & Nephew, together with its current and former officers,

directors, employees, affiliates, parent corporations, direct and indirect subsidiaries,
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brother or sister corporations, and divisions and subdivisions, and the successors of any
of them, from any civil or administrative monetary claim the United States has for the
Covered Conduct under the False Claims Act, 31 U.S.C. §§ 3729-3733; the Program
Fraud Civil Remedies Act, 31 U.S.C. §§ 3801-3812; the Contract Disputes Act, 41
1J.S.C. § 601 et seq.; the Trade Agreements Act; any statutory provision creating a cause
of action for civil damages or penaliics for which the Civil Division of the Department of
Justice has; actual and present authority to assert and compromise pursuant to 28 C.F.R.
Part O, Subpart 1, 0.45(d); or the common law theories of breach of contract, payment by
mistake, unjust enrichment, and fraud.

6. Conditioned upon Smith & Nephew’s full payment of the Settlement
Amount and the amounts specified in Paragraphs 3 and 4 above, Relator, for
himself’herself and for his/her heirs, successors, attorneys, agents, and assigns, fully and

| finally releases Smith & Nephew, together with its current and former officers, directors,
employees, affiliates, parent corporations, direct and indirect subsidiaries, brother or
sister corporations, and divisions and subdivisions, and the successors or assigns of any
of them, from (a) all claims that Relator has asserted, could have asserfed or may assert in
the future relating to sales of any produets by Smith & Nephew to any Government
customer; (b) all ¢claims Relator has asserted, could have asserted or may assert in the
future in or related to the Civil Action; (¢) all claims Relator has asserted, could have
asserted or may assert in the future related to Relator’s employment by Smith & Nephew;
(d) all claims Relator has asserted, could have asserted or may assert in the future under
31 U.S.C. § 3730(d) for expenses, attorney’s fees and/or costs related to the Civil Action;

(e) all claims Relator has asserted, could have asserted or may assert in the future under
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31 U.8.C. § 3730(h) for expenses, attorney’s fees and/or costs related to the Civil Action;

and (f) any civil monetary claim the Relator has on behalf of the United States for the

Covered Conduct under the False Claims Act, 31 U.S.C. §§ 3729-3733.

7. Notwithstanding the releases given in paragraph 5 of this Agreement, or

any other term of this Agreemeni:, the following claims of the United States are

specifically reserved and are not released:

a.

bl

Any liability arising under Title 26, U.S. Code (Internal Revenue
Cade);

Any criminal Hability;

Except as explicitly stated in the Agreement, any administrative
liability, including the suspension and debarment rights of any
federal agency;

Any liability to the United States (or its agencies) for any conduct
other than the Covered Conduct;

Any liability based upon obligations created by this Agreement;
Any liability for express or implied warranty claims or other
claims for defective or deficient preducts or services, including
quality of goods and services;

Any liability for failure to deliver goods or services due; ~

Any liability for personal injury or property damage or for other
consequential damages arising from the vaered Conduct; and
Any liability of individuals other than these identified in

paragraph 5, above,
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3. Relator and his heirs, successors, attorneys, agents, and assigns shall not
object to this Agreement but agree and confirm that this Agreement is fair, adequate, and
reasonable under all the circumstances, pursuant to 31 U.S.C. § 3730(c)(2)(B).
Conditioned upon Relator’s receipt of the payment described in Paragraph 2, Relator and
his heirs, successors, attorneys, agents, and assigns fully and finally release, waive, and
forever discharge the United States, its agencies, officers, agents, employees, and
servants, from any claims arising from the filing of the Civil Action or under 31 U.S.C. §
3730, and from any claims to a share of the proceeds of this Agreement and/or the Civil
Action.

5, Relator, for himself, and for his heirs, successors, attorneys, agents, and
assigns, releases Smith & Nephew, and its officers, agents, and employees, from any
liability to Relator arising from the filing of the Civil Action, or under 31 U.5.C. §
3730(d) for expenses or attorney’s fees and costs.

10, Smith & Nephew waives and shall not assert any defenses it may have {o
any eriminal prosecution or administrative action relating fo the Covered Conduct that
may be based in whole or 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 administrative action. Nothing in this paragraph or any other
provision of this Agreement constitutes an agreement by the United States concerning the
characterization of the Settlement Amount for purposes of the Internal Revenue laws,

Title 26 of the United States Code,
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11.  Smith & Nephew fully and finally releases the United States, its agencies,
officers, agents, employees, and servants, from any claims (including attorney’s fees,
costs, and expenses of every kind and however denominated) that Smith & Nephew has
asserted, could have asserted, or may assert in the future against the United States, its
agencies, officers, agents, employees, and servants, related to the Covered Conduct and
the United States’ investigation and prosecution thereof,

12. a. Unallowable Costs Defined: All costs (as defined in the Federal
Acquisition Regulation, 48 C.F.R. § 31.205-47) incurred by or on behalf of Smith &
Nephew, and its present or former officers, directors, employees, shareholders, and
agents in connection with:

(1) the matters covered by this Agreement;

(2) the United States’ audit(s) and civil investigation(s) of the
matters covered by this Agreement;

(3) Smith & Nephew’s investigation, defense, and corrective
actions undertaken in response to the United States’
audii(s} and civil investigation(s) in connection with the
mattets covered by this Agreement (including attorney’s
fees);

{9 the negotiation and performance of this Agreément;

() the payment Smith & Nephew makes to the United States
pursuant to this Agreement and any payments that Smith &
Nephew may make to Relator, including costs and

attorneys fees,
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are unallowable costs for government contracting purposes (hereinafter referred to as
Unallowable Costs).

b. Future Treatment of Unallowable Costs: Unallowable Costs will
be separately determined and accounted for by Smith & Nephew, and Smith & Nephew
shall not charge such Unallowable Costs directly or indirectly to any contract with the
United States.

c. Treatment of Unallowable Costs Previously Submitted fdr
Payment: Within 90 days of the Effective Date of this Agreement, Smith & Nephew shall
identify and repay by adjustment to future claims for payment or otherwise any
Unallowable Costs included in payments previously sought by Smith & Nephew or any
of its subsidiaries or affiliates from the United States. Smith & Nephew agrees that the
United States, at a minimum, shall be entitled to recoup from Smith & Nephew any
overpayment plus applicable interest and penalties as a result of the inclusion of such
Unallowable Costs on previously-submitted requests for payment. The United States,
including the Department of Justice and/or the affected agencies, reserves its rights to
audit, examine, or re-examine Smith & Nephew’s books and records and te disagree with
any calculations submitied by Smith & Nephew or any of its subsidiaries or affiliates
regarding any Unallowable Costs included in payments previously sought by Smith &
Nephew, or the effect of any such Unallowable Costs on the amount of such payments,

13.  This Agreement is intended to be for the benefit of the Parties only.
14. Upon receipt of the payment described in Paragraph 1, above, the Parties
shall promptly sign and file in the Civil Action the Joint Stipulation of Dismissal of the

Civil Action, in the form attached hereto as Attachment A, pursuant to Rule 41{a)(1).
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15.  Each Party shall bear its own legal and other costs incurred in connection
with this matter, including the preparation and performance of this Agreement,

16. Each party and signatory to this Agreement represents that it freely and
voluntarily enters in to this Agreement without any degree of duress or compulsion.

17.  This Agreement is governed by the laws of the United States. The
exclusive jurisdiction and venue for any dispute relating to this Agreement is the United
States District Court for the Western District of Tennessee. For purposes of construing
this Agreement, this Agreement shall be deemed to have been drafted by all Parties to
this Agreement and shall not, therefore, be construed against any Party for that réason in
any subsequent disp.ute.

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

19,  The undersigned counse] represent and warrant that they are fully
authorized to execute this Agreement on behalf of the persons and entities indicated
below. |

20.  This Agreement may be executed in couniorparts, cach of which
constitutes an original and all of which constitute one and the same Agreement.

21. This Agreement is binding on Smith & Nephew’s successors, transferees,
heirs, and assigns.

22, This Agreement is binding on Relator’s successors, transferees, heirs, and
assigns.

23.  All parties consent to the United States’ disclosure of this Agreement, and

information about this Agreement, 1o the public.
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24, 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 UNITED STATES OF AMERICA

patep: _ /2 sy, ﬁmq,/ LGl

Pavid T. Cohen
Senior Trial Counsel

United States Department of Justice

pATED: §7/22/ /7 kx //m,—/\»—r—\/

""Stuart Canale
Assistant United States Attorney
Western District of Tennessee

SMITH & NEPHEW, INC.

DATED:; BY:
Jean W, Mercer
Assistant Secretary
Smith & Nephew, Inc.
DATED: BY:

Peter Keisler
Raobert J, Conlan
Sidley & Austin LLP
Counsel for Smith & Nephew, Inc.

PagelD
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24.  This Agreement is effective on the date of signaiure of the last signatory to
the Agrecment (Effective Date of this Agreement). Facsimiles of signatures shall

constitute acceptable, binding signatures for purposes of this Agreement.

THE UNITED STATES OF AMERICA

DATED: BY;
David T. Cohen
Senior Trial Counsel
Commercial Litigation Branch
Civil Division
United States Department of Justice
DATED: BY:

Stuart Canale
Assistant United States Attorney
Western District of Tennessee

SMITH & NEPHEW, INC,
. A N

»f“'“"\'\ ‘:! -"%’ /
DATED: &/ 2.-/¥ BY: \y/f_;f,{,{ ,fi’f,j//gﬁé,{mwﬁm_
Jean XV} Merce '
Asgjst :

DATED: é//‘(,/ 4 gy, 5 L
' f Peter Keisle
Robert J. Conlan
Sidley & Austin LLP

Counsel for Smith & Nephew, Inc.

PagelD
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SAMUEL COX. 11
M
DATED: 9/’2-1‘ /ZOH‘BY ,

\Sarmﬂ'Cu:\ N

ot 2119 114 v

Counsel for Samu il
(Tl e
Jowo| e
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Exhibit 1
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Attachment A

DRAFT

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF TENNESSEE

WESTERN DIVISION
UNITED STATES OF AMERICA ex rel.
SAMUEL ADAM COX, 111,
Plaintifi-Relator,
vS. Case No. 08-cv-2832-JTF-tmp

SMITH & NEPHEW, INC.,

Defendant.

JOINT STIPULATION OF DISMISSAL

Pursuant to Federal Rule of Civil Procedure 41(a) and the False Claims Act, 31 U.8.C. §
3730(b)(1), the United States of America, Plaintiff-Relator Samuel Adam Cox, I, and
Defendant Smith & Nephew, Ine. (collectively, the “Parties™), through their undersigned
attorneys, hereby stipulate to the dismissal of the above-captioned action based on the terms of
the settlement agreement entered into among the parties and attached hereto as Exhibit A (the
“Agreement™). Accordingly, the Parties stipulate to the entry of the attached proposed Order
dismissing all claims in this action. The dismissal shall be with prejudice as to Plaintiff-Relator.
The dismissal shall be with prejudice as to the United States with respect to Covered Conduct as
defined in the Agreement, and otherwise without prejudice as to the United States.

Plaintiff-Relator stipulates that the Agreement is fair, adequate and reasonable, and he
agrees not to challenge the settlement pursuant to 31 U.S.C, § 3730(c)(2)(B). The United States,
the Plaintiff-Relator and the Defendant each shall bear their own costs, fees and expenses, except

as otherwise provided in the Agreement.
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The undersigned Parties, therefore, respectfully request that the Court enter the attached

proposed Order.

Respectfully Submitted,
WYATT, TARRANT & COMBS, LLP

BY:DRAFT

Glen G. Reid, [,

1715 Aarcn Brenner Dr., Suite 800
Memphis TN 38120-4367

(901) 537-1057

BY: DRAFT

Byron N. Brown IV

1715 Aaron Brenner Dr,, Suite 800
Memphis TN 38120-4367

(901) 537-1038

SIDLEY AUSTIN LLP

BY: DRAFT

Robert J. Conlan

1501 K Street, N.W.
Washington, DC 20005
(901) 537-1057

SANFORD HEISLER, LLP

BY: DRAFT

David Sanford, Esquire

D.C. Bar No. 457933

1666 Connecticut Avenue, N.W., Suite 300
Washington, D.C. 20009

(202) 499-5201

BY: DRAFT

H. Vincent McKnight, Jr., Esquire

D.C. Bar No. 293811

1666 Connecticut Avenue, N, W., Suite 300
Washington, 1.C. 20009

(202) 499-5211



Case 2:08-cv-02832-JTF-tmp Document 212-1 Filed 09/03/14 Page 43 of 46 PagelD
7397

LAW OFFICES OF GRANT MORRIS

BY: DRAFT

Grant Morris, Esquire

D.C. Bar No, 926253

1666 Ceonnecticut Avenue, N. W, Suite 300
Washington, D.C. 20009

(202) 499-5210

THE UNITED STATES OF AMERICA

BY: DRAFT

David T. Cohen

Senior Trial Counsel
Commercial Litigation Branch
Civil Division

United States Department of Justice
Commercial Litigation Branch
Post Office Box 261

Ben Franklin Station
Washington, 1D.C, 20044
(202) 307-0136

BY: DRAFT

Stuart J. Canale

Assistant United States Attorney
U.S. Attorney’s Office

Western District of Tennessee
800 Federal Building

167 N. Main Street

Memphis, TN 38103

(901) 544-4231
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CERTIEICATE OF SERVICE
The undersigned hereby certifies that on __, 2014, the foregoing was served on all

counsel of record via the Court’s ECF Filing System.

DRAFT
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DRAFT

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF TENNESSEE

WESTERN DIVISION
UNITED STATES OF AMERICA ex rel. )
SAMUEL ADAM COX, III, }
Plaintiff-Relator, g
vs. g Case No. 08-cy-2832-JTF-tmp
SMITH & NEPHEW, INC., %
Defendant. ;

[Proposed] ORDER

Pursuant to Federal Rule of Civil Procedure 41(a) and the False Claims Act, 31 U.5.C, §
3730(b)(1), the United States of America, Plaintiff-Relator Samuel Adam Cox, III, and
Defendant Smith & Nephew, Inc. (collectively, the “Parties™) have filed a Joint Stipulation of
Dismissal in accordance with the terms of a settlement agreement (“Agreement”™) entered into
among the Parties and attached to their Joint S:tipulation of Dismissal as Exhibit A,

Upon consideration of the Joint Stipulation, it is hereby ORDERED that:

1. All claims in this action are dismissed with prejudice as to Plaintiff-Relator.

2. All claims in this action for the Covered Conduct as defined in the Agreement
among the Parties are dismissed with prejudice as to the United States. All other claims in this
action are dismissed without prejudice as to the United States.

3. All Parties shall bear their own costs, fees and expenses, except as otherwise

provided in the Agreement.
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SO ORDERED.

Dated: , 2014

Hon. John T. Fowlkes, Jr.
United States District Judge



