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UNITED STATES DISTRICT COURT 
DISTRICT OF ~t"SSACHTJSETTS 

THE UNITED STATES OF AMERICA 
eX reI. I<ASS IE WESn10RELAND, 

Pla i n tiff, 

v . 

AMGEN, INC .; INTERNATI ONAL 
NEPHROLOGY NETWORK r e n a med 
INTEGRATED NEPHROLOGY NETWORK, 
a d/b/a of DIALYSI S Pl]RCHAS I NG 
ALLI ANCE , INC . ; and ... SD 
HEALTHCARE, 

Defendants. 

YOUNG, D.J. 

I. INTRODUCTION 

CI VI L ACTION 
NO . 06 - 10972 - WGY 

September 1.13, 20 11 

Re l ator Kassi e I'les tmoreland ( "the Re l ator") brings this qui 

tam action aga inst J\m~J en! Inc . (" . .'\rng e n" ) , Internat.iona l 

Nephr o l o9Y Nst_ '\'!ork ("INN fI
), and ASD Hea Ithcare ("AS D"} 

(col l ec t ively, "the Defenda nt. s " ) for viol at i o ns o f the fecleral 

False Cl a ims Act, 3 1 U.S . C. §§ 3729-33 . I n hero Fourt h Amended 

Compla int , the Relater a lleSjes t.hat. the Defendants knowinSjly 

caUi3ed hea lth coou e providers to make fa lse r e presen t a t i ons 

ma t eri a l to the payment o f Medic a r'e c l a i ms and con spired to get 
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fa l se c l aims paid by Medicare , Specif ically, the Relator a llege s 

tha t, in vio l a tio n of t he f edera l Anti - Ki ckback Stat.ut.e , t. h e 

De fendants encouraged p:r(wi ders to s ubmit cla i ms f o r paymen t by 

Medic':::t1.'e for the val ue of t he ex ces s product f o r "over f ill j II 

contained in t.he vials of thei r drug Aranesp but no t incl uded in 

Aranesp' s avera96 s ale s pri ce (\\AS P" ) . This Co urt has uphe l d t he 

Re lator ' s al legat i ons as s u ff i cient to stat e a claim Ullde r the 

Fa lse Cla i ms Act, 

The re are now a number o f other motio ns pending d ec i sion by 

the Court. Firs t, t he De fendants move f or part 1011 judgment on 

the p lead ings und er Fed era l Rule o f Civil Procedu r e 12 (c ) , It i s 

undisputed that heal t h care provider s , in signinq manda tory 

Medicare Enrollment Form eMS-855 (" t he Pr ovide r Agreement. "), 

a91:'ee t o comply '.'li th the .>mti - Kickback Statute as a precond i tion 

of Medi care payme nt, The Defendants, h owever, argue (1) t ha t the 

cl ause i n the Provider Agre ement. xo equir i ng a ce rtificat ion o f 

compl i a nc e wi t h the Anti-Ki c kback St.atut. e is contl'ary to the 

f'led icare s toatut.es a nd regulat i ons, which do no t e st.ablish Ant.i­

KickbaCk Statute compl ianc e as a precondit i e n o f paymen t. , and 

(2 ) tha t t he adoption by t h e Centers f or t<ledicare a nd f'ledicaid 

,:;el'vices [" Cf'1S"} o f t.he versi o n of the Provider' Agreement. that 

inc ludes the c ertifica ti on claus e vias proc edul'a lly improp er and 

outs ide the s cope of its a ut hori ty . The Relato r, i n opposi tion 

to the Defendants' mot i on , argues (1 ) that the Ant i- Kickbac k 
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Statut e it.sel f est. abli shes comp l iance as a precondition o f 

rVledica r e p ayment, and (2) tha t t he cert.ifi catio n o f compl.ia nce in 

t h e Pr ovi der Agreement is a valid agency i nt.e r pretation o f the 

regulat ion s . The Unit ed Stat es, while not a party t o the a ct i on , 

has fil ed a st.at ement of interest s upport inq th e Relator' s 

po sit. i on . 

Second , t he Re l a t o r a nd Amgen br ing cross- mot i o ns for 

partia l s ummary j udgment a s t o Count IV of the Fo urth Ame nded 

Comp l a int, ,·,hi ch alleges that Alllgen a rt. if i cially infla t ed 

Ar a n esp's ASP by f a i l i ng t o i n c l ude overf il l as a "pri ce 

concesS i Oll ," ill v i olatio n of t he Fa l se Cla i ms Act, 31 U. S.C. 

§ 3 729 (a ) (1) !Al . In h e r memora ndum in suppo r t of her mo t i o n, th e 

Re la t. or argues t.h at., because Aranesp's AS P ';ias a:rt. ificia l ly 

i nf lated, c laims s ubm i t- t. ed by prov ide r s based on this ASP were 

f alse and fraudul ent. as ma tter of 1 01" !. Amgen asserts tha t 

feder'al rule s and re9ulat ions ma ke c l ear that Dverfill is no t to 

be i n c l uded in a drug's ASP and that t here i s n o evidence that 

Am'3en i nt.end ed t o subm it an inaccurate ASP for l~ranesp. 

Th ird , INN and ASD move fo r part.ial summary j udgm ent. on t he 

theDIY that they are s hielded f rom liabil i t.y by the Anti - Ki ckb a c k 

s ta t u te ' s "safe harbor" p r ov i sions f o r group p urc hasing 

o~'gani zations ('tGPOs 1' ) I 42 U.S.C. § 1320a-7b(b) (3) (C) I and 

discounts , i d. § 1320a - 7b(b) (3) (A) . The Relator brings a c r'oss ­

mot i o n for p a rt ial s umma ry j ud9ment , argui ng t.hat. t h e GPO safe 
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ha rbor i s i napp l i cabl e t o INN due to its fa ilu r e t.o comply wi t h 

t.he fo rmal i ti es :, e t forth in t he f ede ra l regulat.ion s and du e t. o 

its imp ermiss i b l y clo s e r elationships ,'li th Amgen a nd ASD. l'iith 

I:e spec t. to AS D a nd t.he d iscount s af e ha r bor, t. h e Rel a t or argue s 

that. t. h e "pas s t hrough" of a n a dminis tra t.i ve f e e paid by Amgen to 

I NN t.o ASD , wh o u t.iliz ed t.h e f unds t.o provide di s count. s t o 

providers, ,.}as unla ·.ifu l a nd i nd icat ive o f th e consp i racy t o 

de f raud t1edi care in wh ich the De f enda nt. s a ll egedly 11<1Ve e ngage d. 

A. Procedural Posture 

In ,Tun e 2 Q06 , t.he Relat.o r fi led t.h i s qu i t. a m a ction ag<1 UlSt 

Am'jen , I NN , ASD , and t wo other c orp Clrat e d ef e nd ant s unde r' t.he 

feder'a l Pa Is e Cla i ms Ac t and various re l ated s t ate l.,ll·iS o n behalf 

of t h e Un it. ed St.ates, f i ft.een s t a t es , a nd t he Dis t r i c t. of 

Co l umb i a. Re l ato r 's Compl., ECF NO . 1. I n Sept e mber 2 00 9, t Il e 

Un i ted States not i f ied t he Court that i t was no t i nt erv en i n9 i n 

the ac t i o n at that. t. ime. U.S. No t. ice Non- Intervent.i on , ECF No. 

71. Th e s t.at.es and the Distric t of Co lumbia (collectively, the 

"S t.a tes" ) interve ned by f il ing a separa t e f'lu lti - St.at e Complai n t 

i n Octobe r 200 9, wh i c h t.hey amended i n December 2009. t·1u lti­

Stat. e Co mpI. I nt.ervent ion, ECP No . 8S ; t'lul ti - St ate First Am. 

Comp l . , ECF No . 112. Subsequ ent l y, s ever a l sta t es vol untari ly 

dismissed, including Delawar-e, Fl ::J r-ida, LouiSiana, Nevada , New 

Ha mpshi r e , a nd Te xa s . Notices Volunt.ary Di smissal , 8C F Nos. 12 0 , 

123 , 148 , 15 3 , 156 , 16 3 . 
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Th e Relator f i l e d h er Th i rd Ame nded Comp l a int i ll December 

2009 , bringing c l aims on beha lf o f h e rs e lf , the Uni ted St at es , 

Georgia f a nd Ne'i'l Me x i co. Relator':3 Th ird Am . Co mp l . r E C.:' F No . 

113 . Th e De f e ndants s ubseque nt l y mov e d t o d i s miss Cou n t s I - VI of 

the Thi rd Amended Compla i nt a nd til e e nt irety o f the ~Julti -Stat e 

Fi rs t Ame n d e d Compl a i n t . ll. lllg e n 's l"1o t. Di smiss Re l a t. o r·' s Th ird 

Am . c ompI. , EC F No . 139 ; Amge n 's 1'10t. . Di sm i s s I'i u l t i - St a t e Fi rs t 

Am. Comp I., ECF No . 142; INN & At:D' s t·lot. Di s mi ss Re l a t o r' s Thi r d 

Am. Comp1., EC F No . 1 38 ; I NN & ASD's t10t . Di s miss Mu lt i - Stat.e 

Fi rst Am. Compl., ECF No. 135 . Th e Court. d i s miss ed the r'lu l t. i­

St a t e F i rs t Ame nded Comp l a i n t a n d s o me of t h e Rela t o r ' s fede r al 

clai ms un d e r the f e deral False Cla ims Act' s f irst- to - f ile b ar· a n d 

t h e r e ma inde r of h er c l a i ms wi t h o u t p r ej ud i c e u nd e r Fe d e r a l Ru l e 

o f Ci v i l Pro c edu r e 1 2 (b) ( 6 ) . Un i t. ed Stat e s e x r e I. We s tmo rel and 

v . Amqen , Inc . , 70 7 F . Supp . 2d 123 ( D. Na ss . 2( 1 0 ) . The F i r s t 

Ci r c u i t has s i nce r e v e rsed t h e di s mi :3sa l o f t he Sta t es ' c l a i ms 

und e r the s t at.e Fa l s e Cl a i ms Act s o f Cali f o :n lia , Illin o is, 

Indi a na , ~lassachuse tts , Ne w ~l exico , and Ne ".i Yo r k , a nd a f f i rmed 

the dis mi ssa l o f th e S ta tes ' c l a i ms unde r Ge o rgia ' S Fa lse Cl a ims 

Act. . N e ",r Yo rk v . A mqen . I n c ., Nos . 1 0 - 1 62 9 , 1 0 - 1 6 30 , 1 0 -1 6 33 / 

1 0 - 163 4 , 1 0 -16 35 , 1 0 - 1 63 6 , 1 0- 1 9 5 4 , 1 0 - 1 955 , 20 11 ~~L 2 9 3 7 4 20 (1s t 

Cir . ,-July 22, 2 ( 1 1 ) . 

In l>1ay 2 0 1 0 , the Re l at o r· f iled h e r· Po urt.h Amende d Comp l a i n t. , 

a n d t h e Def e nd a n t. s a ga in mo v e d t. o d i s mi ss. Re l at. o r ' s Fou rt h Am . 



C:)mp l ., E C'F No . 238i l\mg en's r·1ots. Di sm i s:3 Re lator' s Four th Am . 

Comp I. , ECF Nos. 25 1, 25 3; I NN & ASD's I'lot. Dis mi'3s Re lat ox" s 

Fourth Am. CampI., ECF . No . 256 . On July 21, 2010, the Court 

denied t he Defendan ts' ~lotions t o Dis mi ss the Re lator's Four t h 

Amended c.:.:;mplaint . ~je e Unit. e d States ex reI. Wes tmore land v. 

Amqen, Inc., 738 F. Supp . 2d 267 (D. I~ass. 2010}. On Aug ust 4, 

20 1 0 , the Def e ndants answered the Relat er' s Fourt.h ".mended 

Comp la i nt.. Amgen ' s Ansi'! e r' Rela t. er ' s Fourth Am. Comp l., ECF No . 

285 ; I NN &. ASD' s }\ns\~er RelEtt.o r ' s Four t h Am. co mpl ., ECF No. 285 . 

INN and ASD aSE; e l ·ted the ir complia n ce with certain safe harbor 

prov i sions o f t he federa l )l.n t i- Ki ckback St atute a s the ir Ninth 

Aff irmat.ive Defense . INN ,',. AB D' s An s wer Re l a t.o r' ,3 Fourt.h Am. 

Co mpl. , Af firmat.ive De f enses ' 15 . 

On February 18 . 2011, INN a nd ASD f i led t.heir ['lot ion for 

Pa rt ia l Judgment on t he Pl e ad ings. I ,NN ~t.: AS D's ["let. Part ia 1 ~J. 

Pleadings, ECF No . 357 ; ['Iem . Supp. I NN & )l.SD's t·lo t. Par·tia l ,]. 

Pleadings , ECF No . 3 68. Amgen then moved t.o join INN a nd AGD' s 

mo t ion OIl ["la rch 1, 2011, a n d t h is Court a l l owed i t the f o llowing 

day . Amgen's Ivlet. \Joinder INN '& ASD' s Mot. Par t i al .J . Pl eading(=: , 

ECF No. 385 i f'.1e m. Supp. Amgen's r'lot . Jo i nder INN & AS~D' s r\'lc:t . 

Pa r tia l J. Pleadings, ECF No . 387 . On Ma rch 11 , 2011, t. h e 

Relator opposed the Defendants' jo int moti on. ~Iem. Opp 'n Defs . ' 

r'lot . Part i a l J . P l eadings, EC F No . 4 08 . The Co un. gran ted the 

Def endants leave t o f ile a j o i nt r eply br i e f, which they d id o n 
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