
SETTLEMENT AGREEMENT 

LReeltals 

1. Parties. The Parties to tbis Settlement Agreement (Agreement) are the 
United States Department ofHealth and Human Services (HHS), acting through the 
Oftlce ofiDspector General (OIO). and Sandoz Inc. (hereafter "Sandoz" or 
"Respondent"). 

2. Descrjpticm of the Medicaid Drug Robate Promm and Civil Monetmy 
Pmalties, The Medialid Drug Rebate Program, coclitied at 42 U.S.C. § 1396r-8, requires 
pharmaceutical drug manufacturers to enter into and have in effect a national rebate 
agreement with the Secu:tary ofiDIS in order for Medicaid payments to be available for 
a pharmaceutical manufacturer's covered drugs. Manufacturers with such agreements are 
required to submit certain drug priciug information to HHS, including quarterly Average 
Sales Price (ASP) and sales volume data. 42 U.S.C. § 1396r-8(b)(3XA); 42 U.S.C. 
139Sw-3a; H! 42 C.F.R. §§ 414.804,414.806. 

Under 42 U.S.C. § 1396r-8(bX3XC), the Secretary ofHHS is authorized to impose 
a civil money penalty of$100,000 for each item of false information which is knowingly 
provided to IBIS. Further. 42 U.S.C. § 139Sw-3a(d)(4) provides for civil monetary 
peualties of$1 0,000 per day for a manufacturer that has made a misrepresentation in the 
reporting of the manufacturer's average sales price for a drug or biological. 

3. Factual Background and Covered Conduct. The OIG contends that Sandoz 
failed to submit accurate ASP data to CMS for each quarter from Janull)' 2010 through 
March 2012. The submission of inaccurate ASP data described in this paragraph is 
hereinafter referred to as the "Covered Conduct." The OIG ccmtcmds tbat the Covered 
Conduct violated 42 U.S.C. § 1396r-B(bX3). OIG contends tbat, based on the Covered 
Conduct, the 010 may impose civil monetary penalties agaiDst Respondent under 42 
U.S.C. §§ 1396r-8(bX3XC) and 139Sw-3a(d)(4). 

4. No Adminion nor Concession. This Agreement is neither an admission of 
Uability by Respondent nor a concession by the 010 tbat its claims are not well-founded. 

S. Intendon of Parties to Etfect Settlement. In order to avoid the uncertainty 
and expense of litigation, the Parties agree to resolve this matter according to the Terms 
and Conditions below. 

6. 'Rffeptive Date. This Agreement shall become effective <i.e., final and 
binding) upon the elate of signature by the last signatory and upon payment of the 
Settlement Amount as descn'bed in Paragraph 7 (Etfective Date). 
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1-. --~t. Respondeat.- to·pay·tbe-OIG·-Sl2;640~000 
..... Aatouilt)~ 'l1da ~1Dtsball:be.JIIIIdt·'\fia.wiie,1r8Dst.-to·:tbe~Uaited·States 
Depadmcal~ofHealtlt·and·:Human SerriceaiiCCOJdius·to writtcD iaellucdOJIS·pmvide4·by 
010~ hspoadellt::sballmako tuU paymeat:no liter thaD teD bUsiDess d8ya :atblr. 
.......... tbe:AgNeal~Dt. 

8. Certification. On or before tho Effective Date of this Agreement, Sandoz 
shall provide the 010 with· a certification (at Appendix A, which is incorporated by 
reference), regarding its Government Pricing Compliance Program. 

9. BIJp• llJ Q& In CODSidenldOD-ofthe obliptiODS ofltespondellt·under 
t1ds Aaraem• ad tbe Ceditication in. Appendix A, and·conditioned upon-Respondeat's 
tbiJ.IIld-1imely p81Dlellt·oftho Settlemeat AmOllllt·as set forth iD Parapaph·7,. tho 010 
181euea•~ from . ., claims • causes ofactiOJl it may·havo under 42 u.s~c. ·§§ 
1396r-8(1JX3) and·l39Sw·3a(d)(4)f0rthe Covered·Conduct. The OIG ancl-HHS clo not 
waive ay ri&IDJ obliptiODst-or:causcs of acdaD other thaD those specifically refcued to 
in 1bia:Pamarap!L Tbia release is appliclable only to the Responclent and any successcn· iD 
iatlrcslto ~ ·and:iacludes without limitatitm Sandoz· and its paradS, 
subsidiaries. aad.:aftlliates,_ aad··is not8PJ1licable ia·aay manner to ·my ·other ·individual. 
padllenbip, COipOI8tioD, or entity. 

10. .t\greemcllt Itt Raleased Pgtia Respoacleat. shall not ccmtcst 1be 
SealemelltAiaouat-under·tlds.AgreemeDL ~waWesallproceduralrilhts 
araatcc~·-= the Civil Monetary Penaltia Law (42 u~s.c. § 1320..7a) 8llCI ndated 
"Platicat ·(42. C.PJt Part 1.003). llld:HHS· claims colleclioa,zegulattODS (45 C.P.R. Part 
30). iDcJudiq, but~aot-liaiited:-to, notice, hearia& and ·appeal.·witb mspect·to .... 
SealellliDt··Amount. 

11. Racmdion.ofC"iPb Notwitbstancliaa-~any·termof1bis~ 
speoi8cally nsemcl aad excluded ·hal the scopo 8DCI terma oftbis Apement as to 8DY 
eadty·OJ J*IOD· (lncludbla•Responclent).are 1Jte· followiaa: · 

L AJty crimlnaJ, cWil. oradmiaislrative claims ·arisiD& UllderT'Jtle 26 
u.s. Code (I1Itlnlal Reveaue Code); 

b. Any criadDal·liabDity; 

c. Except as explicitly stated in this Agreement, any admiuistrative 
liability, including mandatory exclusion fi:om Federal health care programs; and 
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cL Ally llabilitr to 1boUDitedStates (OJ! its apacla)for aay, OODduct 
o1ber·tbaatlltCoventd:CCJad1Jct.; 

12. Bipdfng OJl·:SpccpaOII; This·Apreaaelltls· biJldlna OD .RespondeDt aad·.i1s· 
SUCCISSDII, hebs, traDsferees, 8Dd usips 

13. '-1L Baob Paaty todda Apeemlllt shall bear its CJWD.Iapl·&Dd·other 
COlis illcurftd·ia· CC8eeliaa with 1bis matter, IDclucliDa tho p1eparati011 aad petfomuulce 
ofthis~ 

14. MoA+titinlRIIeases. 11da AaNemeDt ia·iateadecl to be for the beae8t 
ofthePadits·oaly··IJld·;by.tJds·ilastlumeatthePudesdoaotJeleaselll)'·claimsapiDSt· 
Ill)' other.,... .• eatity. 

15. lflist otAIIMmaJl. nis Aareemeat CODStituta the COJDplete 8plllllllt 
betweea.the l'llti• Jelatina to the Covered Coaducl All material repr•IDtBticms, -and promises·ofthe Patti• are COJltaiaed solely in· this~ Ally 
modtilcatloato 1hls Apeemcat shall be set· tbllh in writlq IIUI siped.by all the PutieL 
Respoadeat·repJeSeDts thattbis A ....... is· catered into with advice of COIIDSII81ld 
laHPNlttdae otdlo 8VIIl1s descrihed .... Respondeat·.t\Jrtber represcDts that this 
.Aartemeat· is··vohm1arily catered· info in order to avoid Htipticm. without aay clepee of 
duress or COJDpUisiOD. 

16. Diaclosum ofAgrMppt, Respoadeat CODSGDts to OIG's clisclosuat ofdds 
~·ad iaformatiOD about dds Apement·to the public. 

17. Bxccqtiop in Cmugrpat!s. 11ds Ap:ement may be cxecutecl iD 
COUilterpaltl ad· by fi1ceimiJe, each ofwhicb·ccmstitutas Ill CJri&iDal, 8Dd·all· ofwhicb 
sblll CMStillde ·oae 8lld the same AlftMIDCid. 
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ON BEHALF OF SANDOZ INC. 

~ 
MARKUS HARTMANN 
Vice President & North American General Counsel 
Sandoz Inc. 

ONATHANL.D~ENHAUS 
Partner 
Hogan Lovclls US, LLP 
Counsel for Sandoz Inc. 
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ON BEHALF OF THE OFFICE OF INSPECTOR GENERAL 
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES 

ROBERT K. DECONTI 

Assistant Inspector General for Legal Affairs 
Office of Inspector General 
United States Department of Health and Human Services 

~~ 1-L 
GEETA W . KAVETI ~ 
Senior Counsel 
Office of Counsel to the Inspector General 

N ICOLE CAUCCI 

Senior Counsel 
Office of Counsel to the Inspector General 
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APPENDIX A 

GOVERNM·ENT PRICING COMPLIANCE PROGRAM CERTIFICATION 

L PREAMBLE 

Sandoz, Inc. has established a voluntary Government Pricing Compliance Program 
(GP Compliance Program). The GP Compliance Program includes a GP Compliance 
Director and GP Compliance Committee. The GP Compliance Program also includes a 
Code of Conduct and written policies requiring, among other thing, written GP 
methodologies, a GP-specific training program, a Disclosure Program that allows for 
confidential disclosure and investigation of potential compliance violations and 
disciplinary procedures, and an auditing and monitoring program. 

The following definitions govern the scope of this Certification. 

1. "Government Pricing Programs" refers to the Medicaid Drug Rebate 
Program (codified at 42 U.S.C. § 1396r-8), the Medicare Program (42 
U.S.C. §§ 1395-1395hhh), state price reporting programs, and the 340B 
Drug Pricing Program, codified at 42 U.S.C. § 256b (the 340B 
Program). 

2. "Government Pricing Functions" refers to the collection, calculation, 
verification, or reporting of infonnation for purposes of the Government 
Pricing Programs. Persons engaged in these functions include 
individuals whose job responsibilities include the calculation and 
reporting of Average Sales Price (ASP), Average Manufacturer Price 
(AMP), Best Price (BP), the 340B Program ceiling price, Average 
Wholesale Price (A WP) (if applicable), non-Federal Average 
Manufacturer Price, and all other information calculated and reported by 
Sandoz and used in connection with Federal health care programs. 

3. "Government Pricing Personnel" include any owners, managers, 
directors, employees, contractors, subcontractors or other persons who 
are engaged in or have responsibilities relating to the Government 
Pricing Functions described above. 
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D. CEBTDICATION 

The certifier is currently the Vice President. Chief Ethics and Compliance Ofticer 
for Sandoz, Inc. and has personal knowledge of the facts stated herein. The following 
describes the Government Pricing compliance program (Program) at Sandoz, Inc. The 
Program includes: 

l. A·GovemmClt-Pricing~Compliaace Dhwtor. (Compliaace Dilector)who·is 
respo.nsihle for OYeiSIIiDa the Pmamm· wJUcli.mcludes·policies. plOCOClunDs, aad·prac1ices 
desiJMd~to easure complianco with Goveramtmt Priciq anct. ROportiq mquilemeDta. 
11ao CompUanco·DUaror,reporcs clireatly·to·the~Cidef.Etllics ·aad,CompJianoe· Ofticerof · 
Saacfoz, Inc. 1be Compliance Director makes periodic (montbly) repotts repnlina· 
compJiallce lllltttm to·tJte.Qovallllltlllt:Pricial Complfallce Committee. 

2. A OoverJIDlfllt Pricma·Compliaace Committee tbat is chailecl·by the Vice 
Preaidtat. Head PJiciq.·COJdracll aad Business ADalytlct and 1bat is made up of 
members ·ofscmior manapm.ODt necessary to support the CompJiaace Director in 
fhlftlliJII.·bislher respo.asibilities Ulldct. the Propam .eu., SODior executives of 
clepaaODeDtl with· -Niatecl to tbe·Gov.....,.tPricia& Punctions, iDcludbla· 
tbe Vice Plesideats aad:Heads or delepta· ofCompliaDce, FiDaace, Lepl. Priciq 8llCI 
MarketADalytics, Marketiag· 8lld Sales, Supply Chain and Development). 

3. Dedfcatect·clepartnaentai·.JiaiaoDs Jmowledpable·in.Oovemment Priciaa 
Policies for eacb relevaul:busioess tbnctioa .(iJlcludlil& WUacb, Malkedng and sates, 
Comanmication~Operations. Regulatory, and Pi'ocluct Maapmeat). The dopaa1mental 
ltalscms-1111 respoDSible tbr ensurin& their desip.., ·an»up's involvement and­
compliance with Oovenunent Pricia& Policies. The cltpalmeDtal JiaisoDS participate ill 
pveauaeatal·11aiaiaa ad periodic Dieetinp with tho CompHIIlCO Director. 

4. A Coda·.ofCondUct and US Supplement diat·iaclucles: (a) Sandoz's 
'*Dlllitment to comply witb aU Federal health. care propllll·llld·Oovemment Pricing: 
PJasram· nquirameafa., iDcludiDg its commitm• to prcp8IW aacl submit accurate cJaima 
couisteat witJl .. such requiremeats; (b) Sandoz's requiftmleat-that all of its ·perscmaei&N 
apec1ld to comply .wifbalJ.Jecleral healtll·Cini·PJ08ftllll1and··Gcwemment·Priciat 
Pqmm.ntqUiremiDts ad with the PoUoia and·wrilteD.JDIIhodoJoaies· descn,_. iD 
PampaJdt 5 below; (c) the teepliremeat,tba& all ofSIIldoz's·perscmnel are expeated.to 
NpOd te tile Compliaace Directot or CJdler;appoprilte illdividual desipated by Sandoz 
suspected violatioDa of ay Pedal bealtb can JDOIIUl-IDdlor Oovemmeat Pricins 
--~ or,ofSaadoz's owa Polioi• 8lld writtmmcrthoclolOJies;(d) the 
possibleCODSequeDces offililtlnt to.compJr witb~Pe.claalltealth C8N p!OII8JD and 
Gavamaeat•Prk:iDa~rro.am.~·aadiwitll Saad.oz's OWA·PoJicia sad: 
Pieoldlnlancl:tbe~fiiba·to:zepoJt.sucb',DODIGIIlpllaaco; aad'(e)'tlle rJabtofSiado.z's. 

7 



pea$0liMI:;to·,uae1JieDiscJOsln·Jropua.clesadbed·ia-Parapapb•-8··bolow,.aaci:Sia.cla1s­
COIIIJIIitmllltto'DOJWOtalildiOJlaad··to maintain;. 81·~ COJii1aatilility ...... 
lllOJlpaity.:witlt.nrsptot··to:suoh:cUaotosures. · Atl:GcwenuDcat:·Pficina;P~t••· 
HtlltdRMI:to~cadtt:·iD;wrJtiDa.dlat··haor.shehaa:receiY-.RIK\~ad:·willlabide. 
by 118 COde otCOJlduct .. llldiUS: Supplemtmt. 

s~ GovanaitDtPriOia&PoHcies reaardiDs~sandDz'scompU..witll-aU GP 
NqUiremllds.llld.Saadoz's.COJIIDiitm.oDt·to·appJOpriato·compliance.·resourves.·tnrinin& 
COlleCdve·aad;discipliam'y·actiODS. The Policies i1lcJude· specific fidoral pricias.policies 
(AMP, BP., ASP, Pederal Supply Scliedule, DOD-P AMP) aad·relevaDt S1ate·pc;Jicica. The 
PolloJ•·IICplbe.tlat,Sandoz·clraftt update ad maiataia writtea·GP metbodologios fllat, 
iactude. appropriate Dletliodologies. for all .oftbe federal. pRoiDa rcquircmeJ1ts aad·inoludo 
lplllfic·inf0Jma1ion,tepldiaa zeapcmsible.pardes..by.~Js, timely· completkm, aad·· 
docaaleDted miew. The Policia aad writta ap· metbodolosi• are B1l4 will be 
distributed to all:retevant· Sandoz Govenunent Priciq:pcncmnel. At least amnaal1y (and 
11101e hqueady, it'appmpriate). Sandoz ~~Mews and updates as necessary its Policies ad 
writteD GP methodologies aad, ifnrvisiODI aro·made, distributes tho relevant podiODS·Of 
aay mJsed Policies·aa4writtea.OP methodologies· to Govemm.ont Pncms,Petsonaol 
whose job ftutotioDs. relate·to·the mJsed· PoHcies 8llCI methoclologies. 

6. Aa 8DD\181.traiJUDa ptOpDD :that requiles Governloent·Pricin& Persmmel·to 
attead·anaual·compJiaace: tramiJII'tbat addresses Salldoz's~Code ofCODduct aad:fho· 
opemtioa:of·dto Proaramt iaciUclibs fedlral.price points, buadlin& and state·mportiD&.· 
Saadoz's: IQIJIUBI~tlabliaaJI8PIIIl also requiles additional speciftc GP :traiDiJlg on the 
foDowill&-topicr. (a) Class ofTiado; .(b)'Product Master; (c) Retums and TraDsactiOD 
T,pes; (d) applicable relmhlalcmeat·statutes, rogulatio&1. aad proaram requiromtlltt and· 
dkectives; and (e) 3408 .repol'lio& SaDdoz main1lilla· writtea·or.eleclroDic·NCOids that 
idtatifY the ·'DO ofSDDual-ttaiaiq povided, the elate( a) of the 11'8inin& 8lld the attcn.dceL 
P1110111 ptVYidia& the 1rainin&·ant kaowledpable about tho subject BNL Saadoz· mviewa 
the tndaiaa· COJiteDt on. art81Ulual basis ·aud. as· apJnOp1'iate; updates the trainias to mtcc:t 
chaaps ·m·OP zequkeJneats 8Ddtor any issues disco\wed cludag the intemal audi1s 
descdbed.ift. Parapaph, 1 below. 

7 ~ Aa audit Pft981D tbat will:asseaa sandoz's.GP pricing: foraJI.four federal· 
priCe types (AMP, 8P~ NoD-PAMP, anci,ASP) aacl:statolepOitiq (Texas) compUBDCe·iD 
tbrtMD-yearcyclts. Years land,2 of.the cycle will usoa-sampliDI.applQaCh to l'B1Idomly 
saaaple· all attribute~ of the GP System.fncludla&.Cius of.Tracte, Tr811SaC1ion Type. and 
TNIPIODt (i•e.. buadlbJ& smootbiD& illclu$0DSiaclusioDs) and~the tcstillJ includas·at· 
leut 120 sales aad pJico COilCIISiOJl transactiODS .8Jld:poduct master tftdina· .for at t.st· 30 
NDCs. In Y• 3 ofth.o. auditcycJe, Saadoz wilJ·pertoma tldl.........-of·tlte OP· 
spteJD>.iaoludfaa:a fbll·populatioa.paraUet:~calcul.adcm.· attri.b1ar..Jl'Oftliaa:and~aaalysis. 
Uttdll1be::aucfit;Jl'Oiftllll"cllsoriplioa, eacllauditiaciUdeaJa;CoJNcdveAcdoa,Plan1(CAP) 
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that is presented to the GP Compliance Committee and managed by the GP Compliance 
Director. 

8. A Disclosure Program that includes a mechanism to enable individuals to 
disclose, to the Compliance Director or some other penon who is not in the disclosing 
individual's chain of command, any identified issues or questions associated with 
Sandoz's policies, conduct, practices, or procedures with respect to a Federal health care 
program and/or a Government Pricing Program believed by the individual to be a 
potential violation of criminal, civil, or administrative law. Sandoz publicizes the 
existence of the disclosure mechanism to all personnel. The Disclosure Program 
emphasizes a nonretribution, nonretaliation policy and includes a reporting mechanism 
for anonymous conununications for which appropriate confidentiality is maintained. 
Disclosures related to Government Pricing are reviewed by the Compliance Director, 
who either investigates the disclosure or refers the disclosure to the relevant department 
or manager for follow up and any appropriate corrective action. Sandoz maintains 
disclosure logs, which include a record and summary of each disclosure received 
(whether anonymous or not), the status of Sandoz's internal review of the allegations, and 
any corrective action taken in response to the internal review. 

The undersigned signatory represents and warrants that he/she is authorized to 
execute this certification on behalf of Sandoz. 

I certify under penalty of perjury that Sandoz has implemented the OP Compliance 
Program described in this Appendix A. 

~onthistj__dayof ¥ttleh -.;Jo_t:J . 

~ 
Edward Stueck 
Vice President, 
Chief Ethics and Compliance Officer 
Sandoz Inc. 
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