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NCI Pteas Oflkc 
(301)4~641 

Statamellt on Fraudulent Data on Bl~ Cancer Tm:=:.:!t Studlt's: 
'llJe 0rIpIa1 COM"''''' St.a•• 

treatment croup mab, the sdentisu ovcraeeIne (he trialt f.ftrI 'tiff oIlbe NatiOl'l&l ~ Jnltiwio 

TwnalyJed the data. nle Te-analysis wa$ done withoU1 &'''1Y or tile data sUpplied by tho investigator 

. accused of tra~ and that re-analytis uajllg daIa ctdu.dvely fIom other lnaUwdona participating in 

tho &fOllp reaffirt1'103 the original 1'Q'UltI. For one by study) those rcsulti abowed that lumpcctDmy 
i 

. with radiation was as cffO::livc Il!J Masrt'CfOmy in trea1int early s...,e breGlSL \lIU'IOIIf. 

The results of thjl confinnatory fer11JIalyss will be: dJssemin~ widely. 

The Office of.Research JnfegJitYt lb6 Food and DrJg AdminiSlrItiun. and 1bl National 

IDsU~utes oC Health have CQI11plered invttligatlons and talcDn 1.oUOf\S. 'Ibc iIrvatlptor DO lOllger 

parlteipatcs in the breast (l81lter stUdies. and Ii bam:d rn)h. rt!Cetvlng t'edarIl research funds. The 

National Cancer Instit1:ltc has referred !.he: Dli1llcr to tbe arorn:{lliaTc aeencie& CO I'eAXJWt' fund~ from 

tbe affeered institution. 

The Natiurml cancer Instilute hal taken the additiOt'lal step of ~mission1ng a third. 

independent, analyaia of the datil wassure me validity of stuC;y results. This analysis is expected .10 

coptirm that the studies' conelusions were nO( Ifra:::tcd by remoWil nf fIlA frauduleru dllUl. 
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o.ne of the key studies compared )umpectomy and tac:!i!.C):l LO mastedOmy. At least five 

other larae. h\dependent breast cancer trc:atment studies, con.it:.::::::d by in<k:pelnclenL groups, ' 

confirmed the reault:s of this study. Thcso studies arc nut o;.'!~!:;:;tw with the. stUt!y in which 

fraudulent recorda were obWned. 

No change is recommended in breast cancer trcatmcr.t C?:ions available to American women. 

The current knowledge about die comparability of maMeCtDmy ':!nus lwnpcctnmy p1us radiation 

n:sts on a solid foundation of work from man)' i~~gators a.'l~ f.be,single Ic.po.rts of ORe .investip'- . 
.:. 

tor at one insUtution do not alter any of the conduaons of IKr:f wtreat breast cancer. 

Attached is a su~mary from the Na~onat Surgical Adjtv:l.'ll Breast and Bowel Project which 

consists of S,OOO physicians who conduct trialJ at 4i4 institutions throughout North America. 

'" 


,.' 
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FAX t«J. 41~3'2431S4 P.02HEA1.11I sot£HOES HE" BUR 

HATIONAL SURGICAL ADJUVANT PROJECT 
FOIl flm:AST AN" VOWa.. CANCERS' 

QGrel :;.;;:!1"IOftCl. &c.D.Rp.mard Flsl1lV, M.D. 
gli'l!~:t::I" 8IHtltl,UOI! Center Prolocrt CI1a1rmaR 

·:·~"Act: lane Dutn~ 
(Il) 

. "12l~:-26O'1 Cw)
Fu 4121624-3194­

FOR ~V.TB ltELEASB 

-
NSADPSTATJ.MKNT J.J.GARDlN(j. UR. JIOlSSONlSIQ8'!r.aCB VIOLAnoNS 

PrrTSBUR.GR. Much 13-FoDowil'll tllo dctccUOtl of a 4ata It.reIvluit)', tb; Na.tfonal Sur&lg41 

AQjuwnt Brea5l and BaRt Projecf (NSABP) eonducted I thoroap 7 month inlemal 

InYeltapdOn of Dr. ROlcr PoiNOn"l'ts~h ~livid03 to delennine if U.Im was cvidcnc:c of 

, . 
pbYIb;iw' wllo ~ In NSABP ttiaJs at 484 major mEd~ centers and community 

hospltala thfoushout North America. 

In Pebnul.c7 199t, lnl lban a w~k aNr t.bCl NSABP hid deturm!r.~ Ih8.t Il'lere WiJ !CiOltirlC 

mi5Ml'lduet. Nat.i.oDal C~8t IN&ilUl. (NeIl a\dhorltk:s 'Wen: BOliiie.:! by the NSABP of thclr 

eUegations'ap.imL Dr. P\J1.i.&un. KG "NU Immedialely luspendt.tlfroi'ti OfttennB I1QW pallenta OnIO 

slUdies.. 

Tha NCI' R;fCt'ftd !.IU.a case to IlIG redenl Office Of SCBttifle !n~ry (ORl) and their 

illVolUgatlon tclOlc plaal dUlillU Ihe next two years. Until the c.ompl~n of the lnvesllpUon, 

NSAnP1n,V4,.f,tiptora WBt'C> ptobibiKd fJ'Om ~)y .pllbU~ c.liscuSSJollS or !de:n.tifte publication related 

30140:::4945 

P6/(b)(6)

http:Pebnul.c7
http:PrrTSBUR.GR
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~ tI1is luue. As part at the OR.I iavestlpfiOR, Q"-Y caso was fWd!~ IftIIl tho NSABP'.1nUlal 
, , . 

WhIle the InvestlBatSon Will undetWt.Y. NSABP adrnfllllmtloa C011.d~~ .. tJw~ reaul.)'ala 
, 

of III protoeols In Which Dr. Polaoll had pudcipaled. Wben all of Dr. Po1I8OA'1 Gala WID 

IIkeA oat, ..s.aal,a:.; indica" tbara.MlIIO cha.AF Izl tIlo1.Gdh1p ofaay publbhod ~ ,:::: ,:' :":'" 

'c1Inlca1 trial. the NSABP', ~atiOD of~'~8was mviewctUr1 NC1 aadatidw~ " . , :':',',/': , 

i;oofinncd lhat 'naae or the conc1uskm of lite trlaIs bad been aftecteG. A cle£&Iled mpon was 

also prer.ented by theNSABP to NlH oOlcJall. 'The landmark l'l~m7 study _ reualyzed 

and findill2J: affirmed d'III lumpeotoDly fa aa elfective and ll"PftiprWa creI'lClDfAlt tot 1ma.1t 

cancer. WomealDvol.,ad mID NSAUP·SlUdies alld treated as a result aftbb research CUI 

lie asaured af the a~ or 1belr Uum.lpy. 

When the NSADP recei\'ed tE. final 0lU Je(IOlt in late April 1M. till! OR! infcrrmatioa embarao 

was lifted. Beeause of ~ duration of tho om Investigation, the NSABP caaied oat multipJD 

reanalyses, au of which conti.mn:d to shaw that the condU$iQn.\ .of the ~als are valid. SbOttl)', 

IL dcw:Uec1. SO-pap CONprehastva mpoR will be mada available to NSABP memberl md a 

cocunentllry paper wfll " IUbmltald for .JMIm' ttMew. It aho"ldbe r&oemphuiltd that if the 
, 

teaults of any Uw. had been afrectc:d, these findings would haVI! been made. public imrnedi.atel)'. 

1## 



