ORI NEWSLETTER

Volunme 3, No. 4, Ofice of Research Integrity, U S. Public Health
Service, Septenber 1995

Pl ease Duplicate and Circulate this Newsletter to Ofices,
Departments, Conmittees, and Labs. Thank You.
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COVPLAI NANT WNS QUI TAM SU T
ON THEFT OF | NTELLECTUAL PROPERTY

The University of Al abama at Bi rm ngham (UAB) and four of its
scientists have been ordered by a Federal judge to pay nore than
$1.9 mllion for committing "malicious acts of fraud" against the
conpl ai nant by claimng her work as their own, according to news
reports. The university plans to appeal the decision.

The lawsuit, filed under the False Cainms Act, focused on

di ssertation research on cytonegal o-virus conducted by Dr. Panel a
Berge at UAB while she was a graduate student at Cornel
University. In her suit, Dr. Berge clained that the defendants
had stolen her intellectual property by reporting her research as
their owm. The defendants, Sergio Stagno, Robert Pass and
Charles Alford, all professors of pediatrics, and Dr. Karen

Fowl er, a researcher, argued that the research they reported was
based on their own work.

Two inquiries were reportedly conducted by UAB into the
al l egation, but no m sconduct was found. Dr. Berge contacted OR
once, but did not file a formal allegation.

As a result of the jury verdict, the university was ordered to
pay $I.65 mllion, triple the anount of the fal se claimof
$550, 000, of which Dr. Berge nay be entitled to up to 30 percent
because the Federal Government did not join in the suit,
according to Science. In addition, the four scientists were
ordered to pay Dr. Berge, an epidem ol ogist, $265,000 in
conpensatory and punitive damages. Under the qui tam provisions
of the Act, private citizens may initiate a suit on the
Governnment' s behal f.

This is the third case involving scientific msconduct that has
resulted in large awards or settlenents. 1In 1994, another qu
tam case filed against the University of U ah, the University of
California at San Di ego, and John L. N nnemann, Ph.D., by

J. Thomas Condie was settled for nearly $1.6 mllion. The case
i nvol ved al |l egations of falsification and m srepresentation of
research in grant applications and publications. The Federal
Governnment joined M. Condie in this suit.

In 1993, a lawsuit involving allegations of plagiarismand
retaliation filed against Dr. Marion Perlnutter, Dr. Richard
Adel man, and the University of Mchigan by Dr. Carolyn Phinney, a
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research psychol ogist, resulted in a $1.2 mllion award.
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WHI STLEBLOWNERS REPORT
CONSEQUENCES OF WHI STLEBLOW NG

Wi stl eblowers in scientific m sconduct cases are highly likely
to experience one or nore negative consequences as a result of
t heir whistlebl owi ng, but nost perceived those consequences to
have had a neutral inpact on their careers, professional
activities, and personal |ives.

This is one of the findings of a survey conducted by the Research
Triangle Institute for ORI of 68 whistleblowers involved in
cl osed PHS mi sconduct in science cases.

Si xty-ni ne percent of the whistleblowers reported experiencing at
| east one negative outconme; 31% experienced none. Twenty-five
percent reported serious consequences such as | oss of position or
deni al of tenure, pronotions, or salary increases.

About 62% of the whistleblowers perceived their whistleblowng to
have had a neutral inpact on their careers, professional
activities, and personal |ives; about 28% perceived a negative

i npact; and 10% perceived a m xed (positive and negative) inpact.

Al t hough few whistl ebl owers perceived positive consequences, 68%
woul d nake anot her allegation, 12% probably woul d, 10% were
uncertain, and 10% woul d not.

O her negative consequences noted by whistlebl owers include
reduction in research support or travel funds; counter-

al l egations; delays in review ng nmanuscri pts or processing grant
applications; and ostraci sm

Wi stl ebl owers attributed the negative consequences to
institutional officials, respondents, colleagues, and

prof essional societies. The nost serious consequences were nost
frequently attributed to institutional officials. Wistleblowers
experi enced these consequences while the institution was
responding to their allegations and after the inquiry or

i nvestigati on was conpl et ed.

Wi st | ebl owers percei ved negative career effects nore frequently
on their reputations, pronotions, research, incone, job mobility,
and col | aborations. Negative effects on professional activities
were perceived nore frequently on research, collegial relations,

comm ttee nenberships, and the chairing of sessions at
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prof essional nmeetings. 1In their personal |ives, the negative
effects were perceived nore frequently on their nmental health,
finances, physical health, and spouse. Positive effects were
nost frequently perceived on self-esteemand self-identity.
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I NSTI TUTI ONS REPORT
M SCONDUCT ACTI VI Tl ES

Seventy-nine institutions were responding to allegations of
scientific msconduct in 1994, according to the Annual Report on
Possi bl e Research M sconduct that each institution nust file with
ORI to remain eligible for PHS research funding.

Fifty institutions received new all egations of scientific

m sconduct in 1994. Forty-two institutions were continuing to
process allegations nade in 1993. Thirteen of the institutions
were responding to allegations made in 1993 and 1994.

In their annual reports, institutions report the receipt of an
al l egation of scientific m sconduct, the type of m sconduct, and
t he conduct of an inquiry and/or investigation. Reportable
activities are limted to all eged m sconduct involving

PHS- supported research, research training, or other
research-rel ated activities. Annual reports were filed by 3021
institutions for 1994.

O the 50 institutions reporting new allegations in 1994, 39 were
institutions of higher education; five were research

organi zati ons; one was an independent hospital; two were other
heal t h, human resources, or environnmental service organizations;
and three were small busi nesses.

Si xty-four new cases were opened by the 50 institutions in 1994.
The nunber of new cases opened by these institutions ranged from
one to four. These cases involved 89 allegations, including 23
of fabrication, 29 of falsification, 10 of plagiarismand 27 of
ot her practices. Twenty-three cases involved nmultiple

al | egati ons.

The 79 institutions that reported activity on their annual
reports conducted 88 inquiries and 55 investigations in 1994
including 56 inquiries and 20 investigations stemm ng from new

al l egations. The nunber of inquiries conducted by an institution
ranged fromzero to eight. The nunber of investigations
conducted by an institution ranged fromzero to four.

*kk k%



Vol. 3 No. 3 ORI Newsl etter Sept enber 1995

REPORT OF THE 1993 PLAG ARl SM
CONFERENCE PUBLI SHED

A 250-page report is available on conmputer diskette of the 1993
Conference on Plagiarismand Theft of |deas, sponsored by the ORI
and the American Association for the Advancenent of Science.

This two-day public conference was held in June 1993 at the
National Institutes of Health. It focused on the institutional
handl i ng of allegations of plagiarismand their societal context.
The twel ve speakers included professors or adm nistrators from
research universities, journal editors, and officials of

prof essi onal associations. The 150 attendees incl uded

whi stleblowers, integrity officers, scientists, and

adm nistrators fromacross the United States. They partici pated
in active discussions of the issues.

Contact Karen CGorirossi at ORI, 5515 Security Lane, Suite 700,
Rockvill e, NMD 20852 (phone 301 443-5330 and fax 301 594-0039).
Specify the format preference for your diskette type: WrdPerfect
5.1 or 6.1 or ASCII.
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Cl RCU T COURTS DENY APPEALS

The Third Crcuit Court of Appeals upheld the decision of the
District Court for the Western District of Pennsylvania granting
the governnent's notion for sunmary judgenent, thereby dism ssing
the conplaint of Dr. John C. Hi serodt, for declaratory and
injunctive relief fromthe ORI investigation and finding, and
adm ni strative actions. Hiserodt v. Shalala, No. 95-3504, slip.
op. (3rd Cr. July 5, 1995).

The Fourth GCircuit Court of Appeals affirned the decision of the
District Court in Maryland requiring Dr. Prince Kumar Arora, N H,
to pay the Federal Government conpensatory and punitive damages
of $5,450.20, plus costs of the civil suit, for intentionally
destroyi ng governnment -owned cells used in research. United
States v. Arora, No. 94-2387, slip. op. (4th Gr. My 25, 1995).
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| NSTI TUTI ONS TAKE STEPS
TO RESTORE REPUTATI ONS

Institutions rely heavily on the confidentiality of their

adm ni strative process for handling allegations of scientific
m sconduct to protect the reputation of accused i ndividuals.
They al so take additional steps to restore the reputation of

4
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exonerated individuals, according to their 1994 Annual Report on
Possi bl e Research M sconduct.

Federal regulations require institutions applying for or
receiving PHS funds to "afford the affected individual
confidential treatnent to the maxi num extent possible" and
undertake "diligent efforts, as appropriate, to restore the
reput ati ons of persons alleged to have engaged in m sconduct when
al l egations are not confirnmed."

I n one case, according to the institution, the exonerated

i ndi vidual was relocated in a different environnent with
institutional funding for an 18-nonth period. |In another case,
the institution reported that the individual was counsel ed by the
dean and associ ate dean for research. In a third case, the
institution provided defense in civil litigation.

Two steps frequently taken by institutions were to send
information of "not found guilty of m sconduct” to all parties

i nvol ved includi ng conpl ai nant, respondent, w tnesses, panel
menbers, departnment chair, national or state agency, and to cl ean
t he personnel files of all docunents regarding the allegations.

The information is usually contained in letters fromthe
president, dean, or other high-level admnnistrator. Besides
those involved in the process, letters may be sent to senior
adm ni strators, professional societies, the hone institution or
all individuals to whom the person was interested in having the
information dissemnated. In a highly publicized case, the
presi dent, provost, and integrity officer issued public letters
that were printed in the university newspaper
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I NI TI AL ASSURANCE FORM DELETED;
ANNUAL REPORTS CONTI NUE

The PHS Grant Application Form 398 has been revised so that
institutions submt their Initial Assurance Regardi ng M sconduct
in Science by signing the face page of the application rather
than by submtting PHS form 6315 to the ORI. By signing the new
application form an institution declares that it has conplied
with all the requirements codified at 42 CF. R Part 50, Subpart
A, including establishing and follow ng an adm nistrative process
for responding to allegations of scientific msconduct that

i nvol ve PHS-supported research

However, institutions are still required to submt PHS Form 6349
"Annual Report on Possible Research M sconduct” to ORI. The

5
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Annual Report requests data on m sconduct allegations, inquiries,
and investigations handled in the previous year and ot her
activities required by the Federal regulation. ORl sends Form
6349 each January to all institutions that have an active
assurance on file. That formnust be conpleted and returned to
ORI for the institution to remain eligible to receive PHS
research funds.

Simlar revisions were nade |ast year to the Small Business
| nnovation Research (SBIR) and Smal| Busi ness Technol ogy Transfer
(STTR) Program grant applications (PHS Form 6246).

New application fornms and instructions may be requested fromthe
Gants Information Ofice at (301) 435-0714.
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SCI ENCE CONDUCT GOES ON- LI NE

Sci ence magazine initiated an electronic project called "Science
Conduct On-line." The interactive project includes ethical
scenari os posted by a panel of five experts in scientific
conduct. Readers can react to those scenarios and the panel
responds on-line. This project can be reached on the Wrld Wde
Web t hrough the Science nagazi ne hone page
(http://ww. aaas. or g/ sci ence/ sci ence. html) under the section
"Beyond the Printed Page."
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COW SSI ON REPORT
SLATED FOR DECEMBER

The Comm ssion on Research Integrity expects to transmt its
final report containing its recommendati ons on the handling of

al l egations of scientific m sconduct and the pronotion of
research integrity to the Secretary of Health and Human Servi ces
and Congress i n Decenber

Anong the recomendati ons the Conm ssion is considering are a new
definition of scientific m sconduct, a nodification to the

exi sting assurance on scientific msconduct that would require
institutions to establish educational prograns on the responsible
conduct of research for all individuals supported by PHS research
funding, a bill of rights and responsibilities for

whi st | ebl owers, and procedures for inproving the processing of
scientific m sconduct allegations.

The Conm ssion devel oped its recomendations during its June and
|ate July nmeetings. A final draft of the report was reviewed by
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the Comm ssion during its |last neeting on Septenber 18-19 at the
Washi ngton Dulles Airport Marriott. The Comm ssion's charter
expi res Novenber 4, 1995.

For additional information on the Comm ssion contact Henrietta
Hyatt-Knorr at (301) 443-5300 or through Internet at
hhyat t @ash. ssw. dhhs. gov.
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ORI PUBLI CATI ONS ON | NTERNET

form

A variety of materials are available from ORI printed
ld Wde Wb

in
conput er diskette, or ORI's new hone page on the Wr
of the Internet by pointing a WA browser to
http://phs. os. dhhs. gov/ phs/ori/ori_honme.htm. To r
of the list of materials available fromORl, call (
fax (301) 443-5351.

equest a copy
301) 443-5300;
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CASE SUMVARI ES

Goria Cayton, RN, Ed.D., Medical College of Georgia. OR
reviewed an investigation report fromthe Medical College of
Ceorgia into possible scientific msconduct by Dr. Clayton, a
prof essor of adult nursing. OR found that Dr. C ayton
fabricated the existence of subjects and associ ated data under a
subcontract with the Gerontol ogy Center at the University of
Ceorgia for research on adaptation and nental health of the

ol dest ol d, supported by the National Institute of Mental Health.
Dr. Clayton, who has admitted this fabrication, has accepted the
ORI findings and agreed to a Vol untary Excl usion Agreenent.

Under the Agreenent, Dr. Clayton is not eligible to apply for or
recei ve any Federal grant or contract funds or to serve on any
PHS advi sory conmittee, board or peer review committee for a

t hree-year period begi nning May 25, 1995. In addition,

Dr. Clayton has agreed to cooperate with the University of
Ceorgia and the Medical College of CGeorgia in the subm ssion of
letters of correction to appropriate journals for publications
shown to contain the fabricated data.

Denise R Conrad, University of lowa. ORI reviewed an

i nvestigation conducted by the University of lowa into possible
scientific msconduct on the part of Ms. Conrad, fornmerly a
research assistant in the Departnment of Preventive Mdicine,
Col l ege of Medicine. ORI found that Ms. Conrad comm tted
scientific msconduct by fabricating or falsifying data on
guestionnaires in a case control study of residential radon and
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| ung cancer supported by PHS. M. Conrad has accepted the ORI
findings and agreed to a Voluntary Excl usi on Agreenent under
which Ms. Conrad is not eligible to apply for or receive any
Federal grant or contract funds for a three-year period beginning
April 10, 1995. The fabricated or falsified data did not appear
in any publication.

Cat herine Coyle, I1SCLAB, Inc. An investigation conducted by the
| SOLAB found that Ms. Coyle, a former |aboratory technician,
falsified and m sreported the results of assays for fetal
henogl obi n data generated for the multicenter study of
hydroxyurea in sickle cell anem a at Johns Hopkins University
supported by PHS under a cooperative agreenment. M. Coyle
admtted that she m srepresented data submtted to the clinica
study. There were no publications involved. M. Coyle executed
a Voluntary Exclusion and Settlenent Agreenent in which she has
agreed not to apply for Federal grant or contract funds and w |l
not serve on PHS advisory committees, boards or peer review
groups for a three-year period beginning March 27, 1995.

Bar bara Jones, St. Mary's Hospital, Mntreal. OR conducted an
investigation into possible scientific msconduct by Ms. Jones
while she was a data coordinator at St. Mary's Hospital. OR
concl uded that Ms. Jones conmitted scientific msconduct by
falsifying and fabricating the dates of tests or exam nations
required prior to study entry for two wonen entered on the Breast
Cancer Prevention Trial (BCPT). The BCPT is coordinated by the
Nat i onal Surgical Adjuvant Breast and Bowel Project (NSABP) and
supported by the National Cancer Institute and the Nati onal
Heart, Lung, and Blood Institute. Because the BCPT is still in
progress, no conclusions or results have been published and no
clinical recomrendati ons have been based on the results of the
st udy.

Ms. Jones did not contest the ORI findings or administrative
actions which require that, for three years begi nning June 8,
1995, any institution which proposes Ms. Jones' participation in
PHS- supported research nust submt a supervisory plan designed to
ensure the scientific integrity of her contribution. M. Jones
is also prohibited fromserving in any advisory capacity to the
PHS for three years.

Terence S. Herman, M D., Harvard Medical School. ORI reviewed an
i nvestigation conducted by Harvard Medi cal School into possible
scientific msconduct on the part of Dr. Herman while he was an
enpl oyee of that institution. ORI concurred with the factual
findings as set forth in the institution's report, and finds that
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Dr. Herman comm tted scientific m sconduct by falsely reporting
in a published article that research had been conducted accordi ng
to a stated protocol when, in fact, Dr. Herman knew at the tine
that the protocol for tunor neasurenents had not been carried out
exactly as described. The research was supported by grant awards
fromthe National Cancer Institute and the National Center for
Research Resources, N H

Dr. Herman accepted the m sconduct finding as part of a Voluntary
Settl enment Agreenment under which, for three years begi nning March
30, 1995, any institution which submts an application for PHS
support for a clinical research project on which his
participation is proposed or which uses himin any capacity on
PHS supported clinical research nust concurrently submt a plan
for supervision of his duties. The supervisory plan nust be
designed to ensure the scientific integrity of Dr. Herman's
research contribution. Dr. Herman also is prohibited from
serving on any PHS advisory conmmttee, board, and/or peer review
commttee for a period of three years. He has agreed to submt a
letter to the International Journal of Radiation Oncol ogy,

Bi ol ogy, Physics requesting retraction of that portion of the
article dealing with tunor response (Herman, et al., A Phase I|-1I1
Trial of Cisplatin, Hypertherma and Radiation in patients with
Local | y Advanced Malignancies. Int. J. Radiation Oncol ogy Biol.
Phys. 17:1273-1278; 1989).

Farooq A. Siddiqui, Ph.D., Roswell Park Cancer Institute. ORI
conpl eted an investigation into possible scientific m sconduct on
the part of Dr. Siddiqui while he was an enpl oyee of Roswel| Park
Cancer Institute. ORI finds that Dr. Siddiqui conmtted
scientific msconduct by mi srepresenting data in a published
article. The research was supported by a grant award fromthe
Nati onal Cancer Institute, NH

Dr. Siddiqui agreed not to appeal the m sconduct finding as part
of a Voluntary Settl enent Agreenment under which, for two years
begi nning May 23, 1995, he will not apply as a principal or
coprincipal investigator in any grants and cooperative agreenents
or as a principal or coprincipal in any contract or subcontract
with the United States Governnment. Dr. Siddiqui also is

prohi bited from serving on any PHS advi sory conm ttee, board,
and/ or peer review conmttee for a period of two years. Al so,
for a two-year period, the institution where he is enployed w |
supervi se his performance of work on any covered transaction
including a periodic review of primary data, and certify the
accuracy of any such data used in any PHS grant application,
contract proposal, or which is otherwise publicly reported. He
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has agreed to submt a letter to the journal Biochem ca et

Bi ophysica Acta (BBA) to retract the article entitled
"Purification and | munol ogi cal Characterization of DNA

Pol ynmer ase- al pha from Human Acute Lynphobl astic Leukem a Cells"
(BBA, 745:154-161, 1983).

James Urban, MD., Ph.D., California Institute of Technol ogy.

ORI found that Dr. Urban engaged in scientific m sconduct. This
finding is based on an investigation by the California Institute
of Technology (CIT) which concluded that Dr. Urban conmmitted
serious errors in judgnment and serious scientific m sconduct by
fabricating research data in two scientific papers that were
published in the journal Cell. The first paper is J. Urban,

V. Kumar, D. Kono, C. Gonez, S. Horvath, J. Cayton, D. Ando

E. Sercarz, and L. Hood, "Restricted Use of T Cell Receptor V
Genes on Murine Autoi mmune Encephal onyelitis Raises Possibilities
for Antibody Therapy," Cell 54: 577-592 (1988). The second paper
at issue is J. L. Uban, S. J. Horvath and L. Hood, "Autoinmmune T
Cells: Imune Recognition of Norrmal and Variant Peptide Epitopes
and Pepti de-based Therapy,"” Cell 59: 257-271 (1989).

Specifically, the CIT report states that Dr. Urban admtted that
he fabricated two control |anes reported in Figure 5 of the Cel
54 paper. Wth respect to the Cell 59 paper, the CIT report
states that Dr. Urban admtted that he circul ated draft copies of
t he manuscript that contained fabricated data in order to

ci rcunvent both the internal and external review processes.

Dr. Urban has accepted the ORI findings and agreed to excl ude

hi msel f voluntarily, for a period of three years begi nning June
2, 1995, fromany contracting or subcontracting with any agency
of the United States Governnent and fromeligibility for, or

i nvol venent in grants and cooperative agreenents of the United
States CGovernnent as defined in 45 CF. R Part 76 and 48 C F.R
Subparts 9.4 and 309.4 (Debarment Regul ations). This voluntary
excl usion does not apply to Dr. Urban's current or future
practice of clinical medicine or training, whether as a resident,
fellow, or licensed practitioner, unless that practice involves
t he proposing, conducting, or reporting of bionmedical or

behavi oral research or research training. Dr. Urban al so agreed
to exclude hinmself voluntarily fromserving on any PHS advi sory
committees, boards, and/or peer review conmrittees for the sane

t hree-year period. ORI acknow edges that Dr. Urban cooperated
with the CT Investigation Commttee during its investigation of
al l egations of scientific msconduct and with ORI inits
resolution of this matter.

*k*kk k%
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NOTI CE PUBLI SHED TO RESTORE
REPUTATI ON OF RESEARCHER

For the first time, ORIl is publishing a notice of an
investigation that did not result in a m sconduct finding at the
request of the respondent to assist in the restoration of his
reput ati on.

ORI publishes sunmaries of investigations that did not result in
m sconduct findings in its Annual Report for instructional

pur poses, but they are edited to protect the privacy and
reputation of individuals.

ORI takes this unprecedented step because this investigation
involved a clinical trial and nedia coverage, particularly in the
Chi cago Tribune. The notice of findings has al so been published
in the Federal Register and the NIH Guide for Grants and
Contracts.

David Plotkin, MD., Menorial Cancer Research Foundation of
Southern California. ORI investigated allegations that clinical
trial data fornms submtted fromthe Menorial Cancer Research
Foundation of Southern California (MCRF), Los Angel es, contained
falsified and fabricated information. The data forns were
submtted to the Statistical O fice of the National Surgica

Adj uvant Breast and Bowel Project (NSABP) at the University of
Pittsburgh. The NSABP project at MCRF received funding fromthe
National Cancer Institute (NCl), with Dr. Plotkin as principa

i nvesti gator.

In md April 1994, the Chicago Tribune obtained a copy of an
April 1990 NSABP Audit Report that indicated there was a "serious
problem. . . with respect to the accuracy of the data reported
to the NSABP'" fromthe MCRF. A Chicago Tribune reporter revi ened
records on some subjects entered on NSABP trials at MCRF and
found apparent discrepancies between reported data and nedi cal
records. Mich of the questioned data was related to the B-06
clinical trial which conpared |unpectony (with or wthout

radi ati on therapy) to total mastectony for the treatnent of
breast cancer.

ORI reviewed records and data on 59 patients reported to NSABP
bet ween 1973 and 1994 and did not find falsification,
fabrication, or deliberate m srepresentation on the part of

Dr. Plotkin or his staff. ORI found that many of the

di screpancies originally identified by the NSABP and t he Chi cago
Tribune were the result of a review of inconplete records, honest
error on the part of one or nore of the participating parties, or

11
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differences in interpretations or judgnents of the facts.
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PUBLI CATI ONS

"Legal Protections for the Scientific M sconduct Wi stlebl oner™
Journal of Law, Medicine & Ethics, 23 (1995):88-95. Peter Poon,
Research Integrity Branch, OGC, reviews Federal and state

whi st | ebl ower protections, as well as the specific protections
for scientific m sconduct whistlebl owers.

‘Lists are neither exhaustive nor all inclusive. Nor, should any
of the itens listed or described be even renotely construed as
bei ng favored or endorsed by the Governnent.

U S. Departnment of Health and Human Services
Public Health Service

O fice of Research Integrity

5515 Security Lane, Suite 700

Rockvill e, Maryland 20852

Ofice of the Director............. (301) 443-3400
FAX . (301) 443-5351
Di vision of Policy and Education...(301) 443-5300
FAX . (301) 443-5351
Assurances Program ................ (301) 443-5300
FAX . (301) 443-0042
Div. of Research Investigations....(301) 443-5330
FAX. o (301) 443-0039
Research Integrity Branch/OGC. ... .. (301) 443-3466
FAX. . (301) 443-0041

ORI NEWSLETTER

The ORI Newsletter is published quarterly by the Ofice of
Research Integrity, U S. Public Health Service, and distributed
to applicant or awardee institutions and PHS agencies to
facilitate pursuit of a common interest in handling allegations
of m sconduct and pronoting integrity in PHS-supported research.

This newsl etter may be reproduced w thout perm ssion.
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