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Nationgl Ihsﬁtutca of Health

FOR IMMEDIATE RELEASE
Munday, March 14, 1994

NCI Press Office
(301) 496-6641

StQteminnt o.n F;rﬁﬁéﬁlem Data on Bl'e#;t Cancer Trea:—:¢ Studies:
The Originet Conclutions Stand
§=§uuwh;g cvldam ihat fraudulent data had been submitted as part of large breast cancer
treatment group trials, the scientists ovmﬁz the triale sad etaff of the National Cancer Institute
re-analyzed the data, The Te-analysis was done without aay cf the data supplied by the investigator
_ acoused of fraud, and that re-analysis using data exclusively from other instiwtions participating in
the gmﬁp reaffirmed the original results. For one key study, those results showed that iumpectomy
“with raf!iaﬁon was as effective as ﬁrammy in treating carly stage breast cancer.
The results of this confinmatory re-analysis will be dizseminated widely.
The Office of Research Integrity, the Food end Druz Administration, and the National
Institutes of Health have complered investigations and taken actions. The investigator no longer
paﬂ%cipﬁm in the breast cancer studies, and is barred fn’xsa“ recelving federal research funds. The

National Cancer Institute has referred the maticr (o the aporopriate agencies 10 recaver funds from

the affected institution.
The National Cancer Instifute has taken the additional sicp of commissioning a third,
independont, analysis of the data (v assure e vatiify of stuGy results. This analysia is cxpected o

confirm that the studies’ conclusions were not affecicd by removal of the fraudulent data.

(more)
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Onc of the key studics compared lumpectomy and radics on (0 mastéctomy. At least five
other large, independent breast cancer treatment studies, cond:z:>d by indcpendent groups,
confirmed the results of this study. Thcse studies are nut cu2xsutad with the smdyin which
fraudulent records were obtained.
No change is recommended in breast cancer treatmer cg4ions available to American women

The current knowledge about the comperability of mastectomy ‘-2rsus lumpectomy plus radiation

rests on @ golid foundation of work from many investigatars and the single reports of one investiga-

tor a1 one institution do not alter any of the conclusions of bow (o treat breast cancer.
Attached is a summary from the National Surgical Adiuv2nt Breast and Bowel Project which

consists of 5,000 physicians who conduct trials at 484 instituticzs throughout North America.
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g NATIONAL SURGICAL ADJUYANT PROJECT
* FOIl BREAST ANO YOWEL CANCERS

Bemard Fisher, M.D. Carel F.olmond, B¢.D.

Project Chalrman : Direzior, Blegtatstical Conter
ZONTACT: sld
. P6/(b)(6) )
.4 = w)
Fux 41276243184
FOR 'WIMEDIATE RELEASE

NSABP STATEMENT REGARDING DR. POTSSON'S RZSZARCH VIOLATIONS

PITTSBURGH, March 13~Folowing tho detoction of & date irregslasity, the National Surgical
Adjuvant Brm and Bowel Project (NSABP) condocted a fhcroagh 7 month intermal
investigation of Dr. Roger Paisson’s résearch actividies to delermine if Uigge was evidence of
scientific tﬁi:;eonduct.g Dr. Poisson, of ét. Luc Hospital, Montrect, is one of more than 5,000
physicians who participaic in NSABP trials a1 484 major mediesl centers and community
hospltals throughout Nocth America.

In Pebruary 1981, less than a week afier the NSABP bed deturminsd tat (here was scientific
mirennduct, National Cancer Institute (NCI) anthorities were notifizcd by the NSABP of their

allcgations against Dr. Pulsson. e was immediately suspended fran: catering new patients onio
Studies. | ‘

The NCI 'referred this case 1o Uic Federal Office of Selautific Integrity (ORI) and thair
investigation ok place duritiy the next two years. Until the complction of the hvesugaﬁun,

NSARP investigators ware prohibiicd from any public discussions of scientific publication related

E—-San

3014024848 03-14~94 OK:S8pM P04 #es



http:Pebnul.c7
http:PrrTSBUR.GR

MAR-14-1994 21:1@ FROM DEP SEC HHS T0 94562878 P.85

oce . D:3014024945 MAR 14794  18:43 No.011 P.GS
DCCok-idea rUN 1U:UL HEALIN SUIEKUES RO MUK Pes U, 412003150 .03

— P

-

2
® thig issue. @mﬁmmmmﬂm,ewmwm&mwmmw:mu

allegations of misconduct agail'm Dr. Poisson wess confirmed

While the lnvestigation was underway, NSABP administration conducted o thorovgh reanslysls

of all prameh; in which Dr. Poisson had yuﬁupaxed When all of Dr. Poisson’s data wers o
taken oot thaoa asalyces indicated thero was 5o chasgs I the fiadings of say published NBARF . . .
clinical el The NSABPs r-examinaton ofthe dua was seviewd by NCI saitielms who o -
i.‘onﬁrmed Ih"‘nlma;. of the conclusions of the trials had been affected, A demled teport W

8160 presented by the NSABP to NIH Ms. The landmark lumpestomy study was reanalyzed

and findings affirmed that lumpectomy s an effective and apprsprists treatment for breast ‘
cancer, Womén tovolved in a0l NSABI';smdlw and treated &s 8 result of this research can a
be assured of the approprinteness of thelr therapy,

When the NSARP teceived the final ORI report in late Apil 1993, tha ORI information embargo
was lifled, Becausa of {he duration of the ORI investigation, the NSABP carried oot mwltipls
reanalyses, all of which contimued to shaw that the conclusions of the krials ars valid, Shorty,
4 dewdled, 50-page comprehensive regort will be mads availeble {0 NSABPF mebers and a
commentary paper will be submittad for peer review. It should be re-emphasized that if the
tesults of any txm hvad been affected, thess findings would hav: been made public immedistely.
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