CAUSE NO. D - (2 1340 :;ﬁ .
THE STATE OF TEXAS, §  INTHE DISTRICT COURT OF
Plaintiff, ' §
VS. ' . . § _ DALLAS COUNTY, TEXAS,
. - :
GLAXOSMITHKLINE LLC, §
Defendant. § JUDICIAL DISTRICT

FINAL JUDGMENT AND AGREED PERMANENT INJUNCTION

Plaintiff, the State of Texas, acting by and through Attorney General Greg Abbott,
(“State”) has filed an action for a permanent injunction and other relief in this matter pursuaﬁt to
the TEXAS DECEPTIVE TRADE PRACTICES-—CONSUMER PROTECTION ACT, TEX.

BUS. & COM. CODE §§17.41 et seq. (“DTPA”) alleging that Defendant GlaxoSmithKline LLC

(hereinatter “GlaxoSmithKline”) committed violations of the aforementioned Act. Plaintiff, by

its counsel, and GlaxoSmithKline, by its counsel, have agreed to the entry of this Final Judgment

and Agreed Permanent Injunction (“Judgment”) by the Court without trial or adjudication of any

issue of fact or law, and ‘without finding or admission of wrongdoing or liability of any kind. -

IT 1S HEREBY ORDERED THAT:
| | L FI’NDI'NGS !
1.1 This Court has jurisdiction over the subject matter of this lawsuit and over all
Parties puréuént to Tex. Bus. & Com. Code § 17.47(b). |
1.2 The terms of this Judgm‘erit shall be governed by the laws of the State of Texas,

1.3 ‘Entry of this Judgment is in the public interest and reflects a negotiated agreement

among the Parties.
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14 GlaxoSmlthKllne at all times relevant hereto engaged in trade and commerce
affectlng eonsumers WJthlIt the meanlng of the Tex Bus & Com Code §17 41 et seq., in the
JState'of ..Texas 1nclud1ng, but.not 11m1ted to, Dallas County:

o 1.5 Venue of this lawsult hes in Dallas County, Texas pursuant to Tex Bus & Com
Code § 17 47(b) as GlaxoSmlthKhne LLC has done busmess in Texas by promotmg and
marketing Avandla,' A\{andamet_, and Avandaryl.

1,6 The Attorneys Generalyconducted an investigation regarding the Covered
Conduct_, The Parties have agreed to reskoe_all issues raised by and concerns related to the
Covered Conduet under the Tex. Bus. & Corn. Code §17.41 et seq. by ente_ring into ' this

Judgment.

1.7 This Judgment reflects a negotiated agreement entered into by the Parties as lheir

~0wn_fr_ee and veluntar)‘/"act, and with full knowledge and understanding of the nature of the

pt‘() edmgs and:the obligations and duties imposed by this Judgrnent. Defendant is entering into

£ th‘is“;‘.‘,;‘;d“gnient solely for the purpose of settlement, and nothing contained herein may be taken as

~or construed to be an admission or concession of any violation of law or regulation, or of any

othern‘latter of fact or Jaw; or of anylliabi_lity or wrongdoing,all'of which Defendant expressly

| denies. Through. this Judgment, Defendant does not admit any violation of law, and does not

admit any wrongdoing that was or could have been alleged'bgy any of the signatory‘ Atteme'y's
(‘}eneral' before the date of ;‘the Judgment. Ne part of this'J'udg'fnent, includ.i-ng its statements and
commitments, shall constitute evidence of any liability, fault, or wrongdéing 'by‘ Defendant. This
Judgment does not constitute an admission by Defendant that the Covered Conduct violated nr
could violate the DTPA. It ia the intent of the Partiee that this Judgment shall not be admissible
or binding in.any ethe_r matter, including, but not iimited to, any investigation or litigation, other

than in connection with 'the“ enforcement of this Judgment. No part of this Judgment shall create
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private cause of actlon or convert any right to any third party for v1olation of any tederal or
state statute or law, except that an Attorney General may ﬁle an action to enforce the terms of
this Judgment, Nothlng contained herein prevents or prohibits the use of this Judgment for
purposes of enforeement by the Texas Attorney General |

'1,8» This Judgment does not create a waiver or limit Defendant S legal rights -

r_emedies, or defenses in any other action | by _the Texas,Attomey Gen_eral, and does not waive or
limitDefendant’s right to detend itself from, or make arguments 1n any other rnatter, clairn, or
suit, including, but not l.imited to, any investigation or- litigation relating to the existence, subject
matter, or terms of this Judgment. Nothing in this Judginent shall waive_,release, or otherwise

affect any claims, defenses, or other positions Defendant may assert in connection with any

~investigations; claims, or other matters the Attorney General is not releasing hereunder,

Notwithstanding the foregoing, the Texas Attorney General may file an action to enforce the

terms of this Judgment.

1.9 "Fhis Judgment does not constitute an approval by the Texas Attorney General of

. Defendant’s business practices, and Defendant shall make no representation or claim to the

contrary: -

1.10  This Judgment sets forth the entire agreement between the Parties hereto and

~ gupersedes all prior agreements or understandings, whether written or oral; between the Parties

and/or their respective tounsel, with respect to the Covered Conduct.
1.11  This Court retains jurisdiction over this Judgment and the Parties hereto for the
ourpose of enforcing and mo mg this Judgment and for the purpose of granting such

1A

additional relief as may be necessary and appropriate.

1.12 - This Judgment may be executed in counterparts, each of which shall be deemed to

constitute an original counterpart hereof, and all of which shall together constitute one and the
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same Judgment One or more counterparts of this Judgment may be delwered by facsrmile or
electronic transmlsqion w1th the intent that it, or they, shall constitute an. original counterpart-
hereof.' | |
o l'.ﬂl 3 This Judg‘rnent-'relate‘s solely to the Covered‘ Con‘duot'
1. l4 This Judgment (or any portion thereof) shall in no way be construed to prohibit
Defendant from maklng representations w1th respect to any GSK Diabetes Product that are
| permitted under ‘Federal law or labeling for the drug under the most current draft or final
standard promulgated by the. FDA or the most current draﬁ or final FDA Guidance_for lndust_ry,,i
or perrnitt,ed or required under any Investigational. New Drug Application, Ney\k : Drug
Anplication,"Supplemental New Drug Avpplication, or Abbreviated Ne:y_v_.‘Drug Application
anpro'ved by FDA, so long as the representation, taken in its en_tirety,‘ is not false,’misleading or
deceptive. N | |
e 4 lS l\othmg in this Judgment shall require Defendant to:
(a)” take any action that is prohlbited by the Food, Drug and Cosmetic Act, 21 US.C.
‘ §301 et Seq_. (“FDCA”) or any regulation promulgated thereunder, or ‘by FDA; or
(b) fail to take‘any action that is required by the FDCA or any regulation promulgated
thereunder,' or by the FDA; |
or shall preclude Defendant from providing Health Care EeonomictlnfOrmation to’.a‘f_o"rmul‘ary*- '
~ committee or similar entity or its m'embers‘ in the course of the committee or entity carrying out
its responsibilities for the selection of drugs for managed care or other similar organization
pursuant to the standards of FDAMA Section 114, if. the information’ directly relates to an
aoproved indication of 2 GSK Diabetes Product, and if based_on competent and reliable scientiﬁc

evidence,

State of Texas v. GlaxoSmithKline LLC
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II. - DEFINITIONS
‘The following definitions shall be uSgd in construing this Judgfﬁent-: |
o 21 “Appliqa.b_le,Cliﬁicél k’Trvi‘abl‘s” shall mean those clini‘calltrival_s.irequire’d by the FDA -
Amendm“e'nts Act of 2‘0!6_)7,(Pgblic Law No, 11 o;‘35).> - | X |
L 2.2 “‘Attcf_ney G¢ﬁ§ral»” shall mean t:he,vTe'xa»‘s Attofncy General. |
| 2.3 .f‘Avandia?" shall mear_i_ and inélude, all forrﬁulv:ati'oﬁs‘(‘if résiglitazone, a diabetcs
drugin the class of thiaquidinediones (“TZDs™), that GSK sells ér sold under the brand name

Avandia, Avandamet, and: Avandaryl.

3

2.4 “Covered Conduct” shall vmean‘Promotional_practicés’, and dissemination of

information by GSK regarding Avandia in the United States.

2.5 “Defendant” shall mean GlaxoSmithKline LLC.
%246 - “Effective Date” shall mean the date on -which a copy of this Judgment, duly
“execufed: by_,Dsfendarﬁtxand by the signatory Attorney General, is approved by and becomes a

";J_ud gment of the Court,

“24  “GlaxoSmithKline LLC” or “GSK” shall mean GlaxoSmithiKline LLC, all of its

past. and present officers, directors, sharcholders, employees, -subsidiaries, divisions,

predecessors, successors, assignees, and transferees.

2.8 = “GSK Diabetes Product” shall mean any- pharmaceutical product-approved. by the
Food and Drungd‘rhinistratién for the improvement of glycemic control for patients with Type 2
diabetes and that GSK Promotes, or for which it directs the Promotion.

2.9 “Health Care Economic Information” shall mean data and other information
relating to the inputé and outcomes of health care fherapiés and s'erviées', including, but not

limited to, the price, cost-effectiveness, and quality of life implications of any GSK Diabetes

Pfoduct.:

State of Texas v. GlaxoSmithKline LLC
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. 2.‘..10 , “MuItistate' Working' Grouo” shall mean the Attorneys General and their _staff
repre-sentiing Al'abarna A‘laska Arizona' Arkansas, 'California Colorado, Connectieut, Delaware, :
the Dlstrlct of Columbia, Florida, Hawaul Idaho, IllanlS Towa, Kansas Maine, Maryland,
‘Massachusetts Michigan, Mlnnesota Missouri, Montana Nebraska Nevada, New. Jersey North
Carohna North Dakota, Ohlo ‘Oklahoma, Oregon, Pennsylvania, Rhode Island, South Dakota
Tennessee Texas Vermont Washmgton and Wlsconsm

2,11 - “Multistate Executlve Committee” shall mean the Attorneys General and their
staff representing ‘Arizona, Florida, lllinois, Maryland, Oregon, Pennsylvania, Tennessee,' and.
Texas.

212 “Parties” shaIl mean the State of Texas, acting by and throughthe Tekas’ Attorney
General and his Consumer F'Protection Division, and Defendant, |
0213 “Promoti.onalw” “‘Promoting” or “Promote” shall mean representations about a
G%K[)xabetes .Prodtlet Intended to influence sales of that product, including attempts to

. influence prescribing practices and utilization of a GSK Diabetes Product.

Ee2014 “Promotional Materials” shall mean any item used‘ to Ii’romOte any‘ GSK Diabetes
Product.

I, COMPLIANCE PROVISIONS
IT IS FURTHER ORDERED, ADJUDGED AND DECREED:

Promaetional Activities
3.1 Defendant shall not make, or cause to be made, any written or oral claim that is

false, misléading, or deceptive about any GSK Diabetes Product.

' Hawaii is being represented on this matter by its Office of Consumer Protection, an agency which is not part of the
state' Attorney General’s Office, but which is statutorily authorized to undertake consumer protection functions,
including legal representation of the State of Hawaii. For simplicity, the entire group will be referred to as the

“Attorneys General,” and such designation, as it includes Hawaii, refers to the Executive Director of the State of
Hawaii Office of Consumer Protection.

State of Texas v. GlaxoSmithKline LLC
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3.2, Defendant shall not represent that 'any GSK' Diabetes Product - has any
sponsofShip, approuul; eharaeteristicS», ingredientS, .uses,‘ benefitS, quantities, or qualities that it -
does not have. | | . B |
The followmg subsections shall be etfectlve fora penod of the ‘greater of either elght years frorn
the Effectlve Date of thlb Judgment or five. years from approval by the FDA of a GSK Dlabetes

Product other than Avandla

3'3 Defendant shall only Promote GSK Diabetes Products for uses permitted under
the FDA-approved labehng or the FDCA.
3,4 Defendant shall not represent ina promotional context that an investigational new
' GSK Diabetes Product is safe or effective for the purposes foi winch it is under inyestigation or
- otherwise promote the drug ‘This provision is not intended to restrict the full exchvange of
se,i-entiﬁciinfonnation in 'non-'promotiona,l settings concerning the drug, including dissemination
et 'sc.i-o;ntiﬁc findings in'seientiﬁc or lay media. Rather, its intent is to restrict promotional claims
“rof batety or effe"ct'iveness‘of the drug for a use for which it is under investigation and 1o prec‘lu.de
‘ commercializétion of the drug before it is approved for commercial distribution.

3.5 Defendant shall not make in a promotlonal context a representatlon or Suggestion B
not.approved or perrnitted for use in the labeling or under the FDCA that a GSK Diabetes
Product is better, more effective, useful in a broader range of conditions or patlents,‘ safer, has .
fewer, or less .incidence of, or less serious side effects or contraindications than has been
demonstrated by substantial evidence, or substantial clinical experience (as described in
paragrapb (e))(i)(b) and (c) of 21 C.] F.R. § 202.1), whether or not such representations are
made by comparison with other drugs or treatments, and whether or not such a representation or

suggestion is made directly or through usé of published or unpublished literature, quotations, or
other references.

State of Texas v. GlaxoSmithKline LLC
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3.6

~Defendant shall not Promote any GSK .Diabetes Product by use of Promotional

Materials that:

Al

contain a drug comparison that represents or suggests that a drug is safer or more

efféCtivé fthan' én,othcr drug in sOmé particular when it has not been. dembnstrated

"to be safer or more effective in such particular by Sgbstantial evidence or

substantial clinical experience;

contain favorable information or opinions about a drug previously regarded as

“valid but which have been rendered invalid by contrary and more credible recent

information, or contain literature references or quotations that are significantly
more favorable to th'e'drug than has been demonstrated by substantial evidence or
substantial clinical experience;

contain a representation or suggestion that a drug is safer that it has been

A demonétrated 10 be by substantial evidence or substantial clinical experience, by

. selective presentation of information from published articles or other references -

that ‘repcv)rt no sidé effects or minimal side effects with tﬁé drug or otherwise
Sélects iﬁfo'rmatioh from any source in'a way thét'makes a drugﬂiappea;r to be s>afer
than has been demonstrated; |

contain favorable data or conclusions from ridn‘cﬁnical studies of a ‘c‘lrugi} such as
in lab'o'rat'ory animals or in vitro, in a way that suggesis they have clinical
significaﬁce when in fact no such clinical signiﬁéa’nce hés been demdn‘strated;

use erro'neouslly a statistical finding of “no signiﬁcaut difference” to claim clinical
eq.ui'vale'nce'or to deny or conceal the potential existence of a real .clihical

differenc‘e‘;

present required information relating to side effects or contraindications by means

State of Texas v. GlexoSmithKline LLC
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ok

ot a general term tor a group in place of disclosing each specific side effect and

'contraindicatlon unless the use of such general term conforms to the provrsrons of

paragraph (e)(3)(111) of 21 C F R § 202 1;
present 1nformatlon from a study ina way that 1mphes that the study represents ,

larger or more general experience w1th the drug than 1t actually does or

use statistics on numbers of patients or counts of tavorable results or 51de effects

derived from pooling data from various 1nsrgn1ﬁcant or dlsS1m11ar studies in a way

- that 'suggests either that such statistics are valid if they are not or that they are

derived from large or significant studies supporting favorable conclusions when
such is not the case.

When presenting’ inforrnation about"a clinical study regarding GSK Diabetes

‘Products in any Promotional ‘Materials,. Detendant shal] not do ‘any of the fo lowing  for
ok .i'nlor‘rniation ‘_that ,mayybe_material to a health care provider prescribing decision:

. present favorable information or conclusions from a study that is inadequate in

design, scope, or conduct to furnish signiﬁcant support. for such information or

" ¢conclusions;

use ,the concept of statistical significance to support a claim that’has not been
demonstrated to have clinical significance or validity, or fails to reveal.the range
of variations around the quoted average results; or -

use statistical analyses and techniques on a retrospective basis to discover and cite
ﬁndmgs not soundly supported by the 'study, or to suggest screntlfic validity and _

rigor for data from studies the design or protocol of which are not amenable to

formal statistical evaluations.

Clinical Research

State of Texas v. GlaxoSmirhkline LLC
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The following subsections shall be effective for :eight years frem theEffeetive zDiate of thisb
Judgment, B | | |
3.8 Defendant shall report ‘researc_h m aﬁ accu;ate,»obj‘ectiVeend belghc-ed rharmer as
follows andas r_equired by applicable law: | | |
A. | Te the extent permitted by the National Library of Medicine and as required. by
| the FDA'Amefldments Act of 2007 (Public Law No. 110-85), D'efendant shqll
register GSK-spoﬁsored Applicable Clinical Trials beginning after the Effective
Date with the applicableregistry and submit results of GSK-sponsored Applicable
Clinical Trials completed after the Effective Date to the registry and results data
bank as- required by the FDA Amendrrientsv Act and any 'accorvnpany‘ing
regulations that may be promulgated pursuant to that Act.

23,9~ When submitti_-ng a manuscript on the results of a clinical study regarding any

.. LGSK Diabetes Product for publication, Defendant shall:

A, -Adhere to the ICMIE Uniform Requirements for Manuscripts Submitied to

Biomedical Journals; Writing and Editing for Biomedical Publications, including
éuthorship criteria, unless the applicable journal or congress to 'w'hieh the
publicatien is submitted has more stringent requirements, in which case the
j’ournal or ¢congress criteria for authorship will be followed; and
B. Acknowledge Defendant’s role as a funding source of the study which is the
subject of the manuscript,
3,10 For any GSK Diabetes Product, Defendant shall also post on GSK’s clinical study
registry any observational studies or meta-analyses conducted by GSK that are designed to
inform the effeetiVe, ’safe, and/or appropriate use of any GSK Diabetes Product,

3,11 - Summaries of the results of GSK-sponsored interventional clinical trials of

State of Texas v. GlaxoSmithKline LLC
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medicinal products that are. approved for the- 1mprovement of glycemlc control in Type 2
d1abet1cs w111 be- posted on a publrcly avallable reglstry w1th1n 8 months of the study prlmary

completlon date Such sumrnanes w111 be posted on elther NIH’ reglster at

WWW., chmcaltrlals .gov-or on GSK’s cllmcal study reglster w1th mformatlon ﬁelds con51stent
w1th the NIH regrster r‘ B | | o |
IV’.,V | DISBURSEMENT OF PAYMENTS PAYMENT TO THE STATES
4.1 | W1th1n 30 days of the Effective Date of th1s Judgment Defendant shall pay $9O
" million to be divided and paid by Defendant drrectly to each Attorney General of the Multistate
Working Group in an amount to be designated by and in the sole discretion of the Multistate
Executive Committee. The State of Texas shall receiVe Six Million‘Two Hundred Six Thousand -
Thi‘rty:-N-ine Dollars ‘and Twenty-Six Cents ($6,206,039.26) from GlaxoSmithKline with Four
‘Millien One Hundr‘edifTrhirty-Seven Thousand Three Hundred Fifty-Nine Dollars and Fifty-One
iy ,,(j,l?"en‘ts_},-(,_"Bct;l37,359.5‘1’) to the General Revenue Fund of the State of Texas and T»wo Mi»llion
‘_.,_,mm vk 1ght T housand Slx  Hundred Seventnytne -Doll‘arsv and Sev’enty-‘Fi‘vve "Cents
4 (»$;2’-0.68;‘67~9.7_5) _as attorneys’ fees and investrgative costs under the Texas Government Code
Section 402.006(c). The Parties acknowledge'that the payment described herein is not a 'ﬁne or’
~ penalty, or payment in lieu thereof.
V. | REPRESENTATIONS AND WARRANTIES.
50 GlaxoSmith'Kline acknowledges that jt is ‘a proper party to th‘is Judgment,
GlaxoSmithKline further warrants and représents that the individual signing this Judgment on
behalf of GlaxoSmithKline is doing so in his or her official capacity and is fully authorized by
GlaxoSmithKline to enter into this Judgment and to legally bind GlaxoSmithKline to all of the

terms and conditions of the Judgment. -

Strate of Texas v. GlaxoSmithKline LLC
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52 ' The Tex'as Attorney General warrants and represents that he is signing this
Judgment in his- ofﬂeial capacity, and that he is fullyy authorized' by Te)tas to enter into this
Judgment 1nc1ud1ng, but not llmlted to the authority to grant the release contamed in Section VL
of this Judgment and to legally bind his State to all of the terms and condltlons of this Judgment
L | VI.  RELEASE

’ 61 : By exe:cutio‘n_of this Judgment, the ‘State of Texas releases and forever discharges
Defendant and all -of itsii past and present officers, directors, Shareliolders, em.ployees,
-subsidiaries, div‘isions, predecesseors, successors, assignees, and transferees (collectively, the
“Released Parties”), from the folloWing: all civil' claims, causes of action, damages, restitution,
fines, costs, attorneys’ fees,»remedies-and/or-penalties that were or couid have been ‘asserted
against.the Released Parties by the Texas Attorney General under the Texas Decen’tive Trade
Pract'i:eeseCOns_umer Protection Act, or any amendments thereto, or b)i common law claims other
lhantlalms zisserted or that could be asserted under V6.2 concerning unfain deceptive, or
,.~»fraud‘u.]'ent trade practi‘ces’resulting from the Covered Conduct, up to and includingb the Effeetive
‘ Date otfzsthis'Judgment (collectively, the “Released Claims™).

6.2 Notwithstanding any term of this Judgment,'soeciﬁcally reserved and exciuded

from the Released Claims as to any entity or person, ineiuding Released Parties, are any and all
_.of the fol]owing: : | |

A, ‘Any criminal liability that any person or entity, including Released Parties, has or

‘may have to the State of Texas.

B.  Any civil or administrative liability that any person or entity, including Released

Parties, has or may have to the State of Texas under any statute, tegulation, or rule

not expressly covered by the release in Section 6.1 including, but not limited to,

any and all of the following claims;

State of Texas v. GlavoSmithKline LLC
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i). | Staté ér federal antitfust VioiatiOnS;
if) -I'{epdfting pract'ices,;inciudir‘lg “best vprice,” “ayerage wholesale pfice” or
- ‘fwholeéélé aéQuisition cost™;
i) Medicaid violations, including, but not limited to, federal Medicaid drug
. «i".fe'b.até statute violations, vMedicaid fraud or ébﬁsle,‘ va»nd/vor‘ kiCkbéck"‘violatior‘lsk
related to Texas’ Medicaid program;
iv) Siate false claims violations; and

V) Claims to enforce the terms and conditions of this Judgment.

o

Actions of state program payors or state agencics of the State of Texas arising
from the Covered Conduct, except for the release of civil penalties under the State -

-~ of Texas’ above-cited state consumer protection law.

Any claims individual consumers have or may have under the State of Texas’
. consumer protection laws against any person <-)r‘entity, including Released Parties.
| VI CONFLICTS

%1 If, éubSedueht to,‘the Effective Date of this Judgment, the federal government or

any state, or any. fedefal or state agency, enacts or promulgates legislation or regulvati'ons with
respect to matters-governed by’ this Judgmént that create a conﬂict'with"any provision of the
. J'ﬁdgment and Defendant intends to comply with the newly enac‘téd legislation ofv-regulation,
Defendant shall notify t.he Attorneys General (or the Attorney General of the affected State) of
the samé. If the Attorney General agrees, he shall consent to a modification of such provision of
* the: Judgment to the extent necessary to eliminate such conflict. If the Attorney General
disagrees and the Par’t'ies‘ are not able to ‘reéolv‘e the disagreement, Defendant shall seek a
modiﬁcatidn fforﬁ an abpropriate court of any provision of this Ju'dgrnentv that presents a conflict

‘with any such federal or state law or regulation. "Changes in federal or state laws or regulations,

State of Texas v. GlaxoSmithKline LLC
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with resvpéct to the Iﬁatte‘ré governed by this Judgment, shall_ngt be "de,erned to creaté a conflict
“with'a ﬁrox}i‘sion of this Jﬁdgmént unless Dcf’endant canﬁot’ reaSOnably'cdmply W'ith'l‘)bth such
law or re_gulatiovn and the applic‘able provision of this Judgment. |
Ee VIIL DISPUTE RESOLUTION

8.1 F_Qf.‘ ,tlﬂe purposés of reSolving disputes with. réSp_ect.fto 'complyyi‘ahcie‘ with- this
Judgment, should any of the si gnatory Attdrheys General have a feaéon to believe that Defendant‘
has violated a provision of this Judgment subsequent to the Effective Date, then éuch Atforney
General shall notify Deféndénf in .wriﬁng of the specific objection, identify with particularity the
provisioris of this Judgmént that the practice éppears to violate, and give Defendant 30 déysxto :
respond to the notification. | |

82 :Upon receipt of written notice from any of the ‘Attorn‘eys General, Defendant shall
providesa# gbbd—faith Wr_itten respfonse to the Attorney General notification, containing either a
s‘tate'n‘jrcr‘xt-.,_‘é;xplaining,;whyj Deféndant believes it is in comialiance with the Judgment or a detailéd
explénétio,rvxv_of how ’fhe alleged violation occurred and statement explaining how and when
Defendant intends 'to”rern_edy the alleged violation. |

8.3 _Excépt és set ‘forth in Sections 8.5 and 8.6 below, the Attorﬁey General fnay not

take any action during the 30-day response period. Nothing shall prevent the Attorney Général
_fyom_:agreeing ih writing to\provide J‘Defendant..wivth additional time b’eyon_d- the 30 days to
respond to the notice.

8.4 The. Attorney- Generral may ndt take any action during which a modification
request is pending befoie a ‘covurt' pursuant to Section 7.1, except as provided for in'Secvtions 8.3

and 8.6 below. ..

8.5  Nothing in this Jﬁdgment shall be interpreted to limit Texas® Civil Investigative

Demand or investigative subpoena authority.

State of Texas v. GlaxoSmithKline LLC _
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8’.6" The Attorney General 'may' assert any claim' that Defendant has vi,ol'ated' this
Judgment ina separate civil action to enforce compliance with this Judgment or may seek any
other relief afforded by law but only after provrdmg Defendant an opportunity to respond to the
notiﬁcation and to remedy the alleged v1olation w1th1n the 30 day response period as describedr‘ ‘
above, or w1th1n any other period as agreed to by GSK and the Attorney General prov1ded ’
however that the Attorney General may take any action if the Attorney General belleves that,
because of the SpeCIﬁC practice a threat to the health or safety of the publlc requires 1mmed1ate
action. |

~1X.  COMPLIANCE WITH ALL LAWS

9.1 Except as expressly provided in this Judgment, nothing in this Judgment shall be"

construed as;

Relieving .Det’endant of its bobligation to comply with all applicable state laws.

i;regulattons or rules or granting permission to engage in any acts or praetiees
prohlbited by any law regulatlon or rule or

By Limitlng or expanding in any - way any right any state »represe‘nted by the
Multista’te Working Group may otherwise have to enforce anp_li_cable state law'or
obtain information, documents, or testimony from Defendant‘pursuant to any
applicable state law, regulation, or rule, or any right Defendant may otherwise -
have to oppose any subpoena, civil investigative demand, motion, or other
procedure issued, served, filed, or otherwise employed by the State pursuant to

any such state law, regulation, or rule,

State of Texas v, GlaxoSmithKline LLC
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X GENERAL PROVISIONS

10,1 No_thiﬁg in this Judgment is intended to modify .the Judgment, effective June 23,
2011, between the State.of'Texas and GlaxoSmithKliné LLC and SB Pharmcé Puerto Ri’co", Inc. .

102 No‘thing.‘ in ‘tl.liS Judgﬁ)eht is intend‘edv to niodify’ the ‘S‘c'ttrlle'_me'n‘t _Agrveém‘e’nt-',
effective July 9, 2»012,"be't'we.,en the Svtat'eA of Tekas and GlaﬁOSmithKlirie LLC. |

10.3 No{hing wi‘vll»prevent the Attornéy General from agréeing m writing t'o provide
Defendant with additional time to perform any act required by the Judgment, The Attorney
General shall not ﬁnreéébnably withhold-ﬁis consent to the request for additional time.

104 All notiées under this Judgment shall be sent by overnight United Statés mail, The
documents shall be sent to the following addresses:
For GlaxoSmithKline LLC:
Barry H: Boise.

Pepper Hamilton LLP
- 3000 Two Logan Square

_ - Eighteenth and Arch Streets

Phnladnlphla PA 19103

For State of Texas

Patricia Stein

Assistant Attorney General
Consumer Protection Division
- 1412 Main St., Suite 810
Dallas TX 75202

105 ITIS FURTHER ORDERED THAT GlaxoSmithKline shall pay all costs of the

Court;

10.6  The clerk of the Court is authorized to issue such writs of execution or other

process necessary to collect and enforce this Judgment.

10.7 Al relief not granted herein is hereby denied.

State of Texas v, GlavoSmithKline LLC
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 IT 1SS0 ORDERED, ADJUDGED AND DECREED. NQ\/ LS 0| :2.)

()RIG]NAL SIGNED BY IUDGE
~ DISTRICT JUDGE

JOINTLY APPROVED AND
SUBMITTED FOR ENTRY:

" FOR PLAINTIFF, STATE OF TEXAS -

GREG ABBOTT
Attorney General

DANIEL T. HODGE
First Assistant Attorney General

JOHN SCOTT
Deputy Attomey General for Civﬂ ngatlon

TOMM‘Y PRUD’ HOMME
, Chnef Lonsumer Protection Division

i()Y G W}EIN_H;.:I YA
‘Maraging Attorney, Health Team

PATRICIA STEIN.

State Bar No. 24033222
NANETTE DINUNZIO

State Bar No. 24036484
Assistant Attorney General

- Consumer Protection Division -
1412 Main St., Ste. 810
Dallas, Texas 75202

(214) 969-7639 ext. 8816
(214)969-1715 fax

patricia. stem@texasattorneygeneral gov

Stote of Texasv. GlaxoSmithKline LLC
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FOR GLAXOSMITHKLINE LLC

By ol .
William

Company Secretary /-
GlaxoSmithKline LLC-

State of Texas v. GlaxoSmithKline LLC
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FOR'DEFENDANT GLAXOSMITHKLINE LLC

Bymmw | QJ

Nina M. Gussack

Barry H. Boise :
Pepper Hamilton LLP |
3000 Two Logan Square
Eighteenth and Arch Streets
Philadelphia, PA 19103

State of Texas v. GlaxoSmithKline LLC
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FOR DEFENDANT GLAXOSMITHKLINE LLC

By: N\-U}H/\/\N MW@«

Megan Alter Hiligeons

State Bar No. 24001645

Fulbright & Jaworski L.L.P.

98 San Jacinto Boulevard, Suite 1100
Austin, Texas 78701-4255

Phone; 512-536-4582

Facsimile: 512-536-4598
mhudgeons@fulbright.com
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