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COWMM SSI ON ON RESEARCH | NTEGRI TY MEMBERS APPO NTED

Donna Shal al a, the Secretary of the Departnent of Health and
Human Services (HHS), recently appointed the nenbers to the newy
chartered Conm ssion on Research Integrity.

The Conmm ssion, mandated by the NIH Revitalization Act of 1993,
is to make recommendati ons to HHS and Congress on how t he PHS
shoul d deal with research m sconduct in federally-funded
research.

The Conmi ssion is conposed of twelve nmenbers representing

sci ence, academ c admi nistration, |aw, and ethics. Several
menbers have direct experience in conducting investigations of
research m sconduct .

Meetings of the Comm ssion will be open to the public, and w ||
usually be held in the Washington, D.C. area. The first mneeting
has not yet been scheduled, but is Iikely to be in |ate spring or
early sumrer of this year.

The menbers are:

Kenneth John Ryan, M D., who will chair the Conm ssion. He is
the Di stingui shed Kate Macy Ladd Professor in the Departnent of
bstetrics, Gynecol ogy and Reproductive Bi ol ogy, Harvard Medi cal
School. He is a past Menber of the President's Comrittee on
Mental Retardation. He has been Chairman of the National

Comm ssion for the Protection of Human Subjects in Bi onedi cal and
Behavi oral Research; Chairman of the Ethics Conmttee, Anerican
Col | ege of Cbstetrics and Gynecol ogy; and Chairman of the
Scientific Issues Human Transpl antati on Research Panel. He was
Presi dent of the American Gynecol ogi cal and Cbstetrical Society
from 1990 to 1991.

Carol Ann Kenp Aschenbrener, MD., is Chancellor of the Medica
Center, University of Nebraska, Omaha, NE, and Professor of

Pat hol ogy at the University of Nebraska, NE

Eugene H. Cota-Robles, Ph.D., is Professor Eneritus, Biology, at
the University of California, Santa Cruz, CA

Thomas M chael Devine, J.D., is Legal Director of the Governnent
Accountability Project, Washington, DC

Linda L. Emanuel, MD., Ph.D., is Assistant Director of the

Di vision of Medical Ethics, Harvard Medical School; and Faculty
Associate in the Programin Ethics and the Professions at Harvard
Uni versity, Canbridge, MA

C. Kristina @Qunsalus, J.D., is Associate Vice Chancellor for
Research and Research Standards O ficer at the University of
II'linois at U bana-Chanpaign, IL

Karl J. Httelman, Ph.D., is Associate Vice Chancellor for



Academic Affairs at the University of California at San

Franci sco, CA

Drummond Rennie, MD., is Adjunct Professor of Medicine, at the
Institute for Health Policy Studies, at the University of
California at San Francisco, CA and Deputy Editor (Wst) of the
Journal of the American Medical Association, Chicago, IL
Priscilla Ann Schaffer, Ph.D., is Professor in the Departnent of
M crobi ol ogy and Mol ecul ar CGenetics at the Dana-Farber Cancer
Institute, Harvard Medical School, Boston, MNA.

S. Andrew Schaffer, LL.B., is Vice President, General Counsel
and Secretary of the University, New York University, New York,
NY.

Judith P. Swazey, Ph.D., is President, The Acadia Institute, and
Executive Director, Medicine in the Public Interest, Bar Harbor
ME.

Carol yn Dickson Witfield, Ph.D., is Associate Professor in the
Depart ment of Biochem stry and Ml ecul ar Bi ol ogy, Howard

Uni versity, Washington, D.C

* k%

DAB AFFI RM5 ORI RECOVMENDED DEBARVENT AGAI NST HI SERODT

The O fice of Research Integrity's findings of scientific

m sconduct agai nst John C. Hiserodt, MD., Ph.D., have been
affirmed by the Departnental Appeals Board (DAB) of the
Department of Health and Human Services. As a result of an

i ntensive investigation, Dr. Hi serodt, a forner assistant

prof essor and researcher at the Pittsburgh Cancer Institute, was
found to have deliberately falsified critical data and fabricated
experinmental results in several figures and tables in two grant
applications submtted to the National Institutes of Health

(NIH).

In reporting research results on antigen recognition by natural
killer (NK) cells, Dr. Hi serodt falsely reported the discovery of
a purportedly unique protein with a nol ecul ar wei ght of 48

kil odal tons by altering photographs of autoradi ograns. He
falsely reported that this protein has been found on the surface
of human NK cells, falsely reported the methodol ogy and nmaterial s
used in several experinments, and deliberately failed to include
rel evant information on the results of a gene sequence subm tted
in response to questions raised by NIH grant reviewers about his
experinmental findings. He also deliberately fabricated a

| aborat ory not ebook presented to officials at the University of
Pittsburgh, the grantee institution, in an attenpt to conceal his
actions and to persuade the officials to continue to support the
appl i cati ons.

The DAB affirmed the adm nistrative actions against Dr. Hiserodt,
whi ch include a prohibition fromserving on Public Health Service
(PHS) advisory comm ttees, boards, or peer review groups



noni tori ng PHS-sponsored research for seven years, the required
correction of a published article, and a five-year debarnment from
recei pt of any Federal funding. Dr. H serodt's subsequent notion
for reconsideration of the debarnent was denied by the Deputy

Assi stant Secretary for Grants and Acqui sition Managenent.

The ORI argued to the DAB that had Dr. Hi serodt succeeded in his
deception, he would have obtai ned nore than $1, 000,000 of public
funds. In affirmng the ORI m sconduct findings, the DAB stated
that Dr. Hi serodt violated fundanmental standards of conduct and
t hat the governnent had an obligation to award its limted
Federal research nonies only to those individuals it determ nes

will use those funds responsibly. In reaching this
determ nation, the DAB stated that Dr. Hiserodt's actions
constituted scientific m sconduct under the 1989 regulations. In

addition, the DAB found that those actions occurring prior to the
effective date of the regulations were scientific m sconduct
under the applicable and w del y-recogni zed professional standard
whi ch predated the regulations. It noted that both prior to and
subsequent to the adoption of the 1989 regul ati ons, applicants
for research funds have had a duty to honestly and truthfully
report the experinmental results on which they prem se their
applications. The DAB stated that Dr. Hi serodt "engaged in an
unrem tting pattern of behavior evidencing indifference to the
truth.”

Dr. Hiserodt's contention that there was no PHS jurisdiction
because both applications were unfunded was al so rejected by the
DAB. The DAB noted that the broad purpose of the scientific

m sconduct statute is to protect the integrity of the grant
prograns and that the event which triggered the authority to
investigate was the filing of the applications. Additionally,

Dr. Hiserodt's actions fell within the debarnent regul ations
because his conduct denonstrated a | ack of present

responsibility. The DAB found that ORI has jurisdiction over the
fabri cated not ebook because it was an integral conponent of Dr.

Hi serodt's attenpt to persuade NIH to fund the grant

applications, since he had prepared it to convince the University
of Pittsburgh that allegations of scientific m sconduct against

hi m were unfounded. The fabrication of the notebook was al so
relevant to the question of Dr. Hiserodt's integrity with respect
to whether he is presently responsible to receive Federal funds.
Debarnent, the DAB stated, is not a punishnent but a renmedy which
is designed to protect federally-funded prograns fromindividuals
who have shown by their conduct that they are not trustworthy to
deal with program funds. Thus, Dr. Hiserodt's argunment that the
term of debarnent shoul d be shortened because he had been
"effectively debarred” during the investigation was rejected.

Pl ease call Gail G bbons, ORI Investigative Counsel, at (301)

443- 3466, for nore information on this case. Copies of the ORI
| nvestigati on Report and the DAB decision may be requested from
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FORMER STUDENT COWM TTED M SCONDUCT

An inquiry conducted by Cornell University Medical College found
that Dr. Keith A Caruso, while a nmedical student in the
Department of Psychiatry, altered, fabricated, and destroyed
primary | aboratory data while | earning techniques for insulin
receptor binding on erythrocytes at the Col unbia Coll ege of
Physi ci ans and Surgeons; this work was supported by grants from
the National Institute of Mental Health. Dr. Caruso admtted to
these acts of alteration, falsification and destruction of
primary data. ORI has accepted the university's findings, and
the admi nistrative actions previously inposed by Cornell
University. Dr. Caruso has signed an agreenment with ORI not to
appeal the finding of scientific msconduct. This agreenent was
made final on April 6, 1994. ORI has determ ned that the
university's admni strative actions were sufficient, and has not
i nposed any further Public Health Service actions. The
fabricated data did not appear in any scientific publications.

* % *

M SCONDUCT CASE PRODUCES CHANGES IN MONI TORI NG OF CLI NI CAL TRI ALS

The National Cancer Institute (NCI) has changed its procedures
for monitoring clinical trials and taken significant actions

agai nst the National Surgical Adjuvant Breast and Bowel Project
(NSABP) at the University of Pittsburgh as a result of its
experience in a scientific m sconduct case involving Dr. Roger

Poi sson at St. Luc's Hospital in Montreal. Dr. Poisson was found
to have conmtted scientific msconduct by ORI in a report dated
March 1993.

Dr. Samuel Broder, Director, NC, announced the changes and
actions during a hearing in April before the Subcommttee on
Oversight and Investigations, House Commttee on Energy and
Commerce, chaired by Representative John D. Dingell, to "bolster
t he confidence of the Congress, the public, and the nedical
community in our clinical trials program”

During the hearing, |awmakers, activists, and patients chastised
the NCI and NSABP officials for their handling of the case,
particularly the long delay in publishing a reanalysis of the
data that showed that a | unpectony followed by radiation
treatment is a safe alternative to a mastectony.

The ORI was criticized for not adequately publicizing its finding
of scientific msconduct in this case. Dr. Lyle W Bivens,
Director, ORI, told the Subcommttee that ORI wll| issue a press
rel ease when scientific msconduct is found in clinical trials.



In his opening statenent, Representative Dingell said, "Many in
the scientific comunity have resisted outside scrutiny, and

ot hers have sought to mnimze the problem But, as we see
today, scientific msconduct is a very real problemthat requires
an aggressive response by the scientific community and the

Federal governnment. The case before us is a vivid rem nder of
how poor the response of the scientific comunity can be, and how
serious the consequences may be when the scientific community and
Federal governnent fall down on the job."

M. Dingell continued, "One of the reasons we are here today is
that no one followed the direction of the Director of the NC

Top NCI officials ignored the Director's instructions, and
Pittsburgh ignored the directions of its funding institution. In
fact, top NCl officials have conplained to the Subconmttee staff
that they could not even get Dr. Fisher [head of NSABP] to return
t heir phone calls, let alone take any direction fromthe NCI."

M. Dingell concluded, "This illustrates a central problem
identified in nunerous Subcomm ttee investigations of scientific
m sconduct: who is in charge--the NIH funding institutions or the
prom nent investigators? NH s capability and willingness to
manage and oversee federally-funded research continues to be the
key question.™

In his testinony, Dr. Broder clearly indicated that NClI has taken
charge of its clinical trials: "W have created a new unit, the
Clinical Trials Mnitoring Branch, to nonitor conpliance in our
Cooperative Goups, and we will take swift and uninhibited action
in the event of |ack of conpliance. New procedures are in place
to report and track audits, and we are initiating a system of

NCl -directed site visits to validate the cooperative group audit
findings, with sites selected at random W are devel oping a new
internal NCI operations manual for situations involving fraud and
scientific msconduct. This new manual will be in place within
days. The neasures al so include automatic notification of
journals when falsified data have been published and informng

ot her financial sponsors of projects affected by scientific

m sconduct . "

Addressing actions taken agai nst NSABP, Dr. Broder stated, "W
are trying to learn fromthis experience to ensure that our
response to episodes of fraud in clinical trials is pronpt and
effective. Thus, recently NCI personnel have taken possession of
NSABP' s conputer data-file; analyzed and di ssem nated the
results; and initiated a governnent-run, on-site audit of
clinical research conducted by NSABP. |In doing so, NCI has
clearly confirmed the principle that the granting agency can
demand, distribute, and disclose a grantee's data in response to
pressing public health needs. Fraud will by definition always
constitute such a need. W will not ever again hesitate to
exercise this authority whenever necessary.”
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Dr. Broder continued, "W have | earned a great deal about the
process and pitfalls of dealing with scientific m sconduct. W
clearly understand the principle that we cannot allow a grantee's
form dabl e reputation, history of prior acconplishnents, or
service in science to stand in the way of pronpt, corrective
action and oversight. W cannot, and wll not ever again, defer
or appear to defer to the tinmetable of a grantee in reporting
fraud and fabrication to the public. W have taken steps to nake
this the explicit policy of the NCI." Dr. Fisher has been

repl aced as head of NSABP at the request of NCI

Dr. Broder reported, "The G oup has been placed on probation and
has until the end of June 1994 to initiate prograns to bring its
audi ting and reporting procedures into conpliance. Accrual to
clinical trials has been tenporarily suspended until these
deficiencies are corrected and a quality auditing systemis in
pl ace. The terns of award of the NSABP grant have been nodified
to require inmediate re-publication of any trials affected by
fraud. Simlar grant nodifications are being made for all of
NCI's Cinical Trials Cooperative Groups. Qur own NCl-run audits
of various hospitals and academ c centers affiliated with NSABP
continues. W are attenpting to recover funds expended at the
fraudul ent data site. W consider the entire data-set from St.
Luc to be a total loss to the American taxpayer."

* % %

ORI COVPLETES NEEDLEMAN | NVESTI GATI ON OVERSI GHT

The ORI has accepted the University of Pittsburgh finding that

Dr. Herbert Needleman's reports on the effects of |ow levels of
lead on the intellectual abilities of children did not constitute
m sconduct in science as defined in the Federal regulation.
However, both the university and ORI found nunerous problens,
errors, and inaccuracies in Dr. Needleman's reports and
presentations of his research.

Because of the nunmber and magni tude of these problens, ORI
notified NIH (the fundi ng agency), the Centers for D sease
Control and Prevention (involved in | ead poisoning issues), and
the Environnmental Protection Agency (set |ead standards based in
part on Needl eman's data).

In addition to notifying the agencies involved, OR concurred
with the university's proposed actions, in particular, that Dr.
Needl eman correct the scientific literature and all ow researchers
access to the data that support his reports so that they may be

i ndependent |y assessed.

ORI also nmade its oversight report of the university's

i nvestigation available to the public upon request. Although
this is unusual in a case of no m sconduct, the investigation had
al ready becone a public matter. Because the research affected



significant public issues, ORl strongly believes that the public
has a right to know the results of the investigation.

* % %

AAMC TEACHI NG HANDBOOK AVAI LABLE

The Associ ation of Anmerican Medical Colleges (AAMC) has j ust
publ i shed a new resource in research ethics titled Teaching the
Responsi bl e Conduct of Research Through a Case Study Approach: A
Handbook for Instructors. This book is oriented to those
directing courses on this topic and provides sone basic materials
t hat shoul d prove useful when either initiating or augnenting
such prograns.

At the core of the handbook are a series of case scenarios

organi zed topically. The cases present various dilemmas and are
acconpani ed by questions designed to facilitate discussion of
data sel ection, authorship and attribution standards, peer
review, sharing research materials and information, m sconduct
and conflicts of interest in research, the use of animl and
human subj ects, and the ethical inplications of genetic research.

Each topical section concludes with an annotated |ist of
references and audi ovisual materials that will give students and
instructors appropriate background information for evaluating the
cases. The handbook al so includes a chapter on the case-based
approach to teaching, which discusses sone of the goals and
techni ques associated with this nethod of instruction. 1In the
appendi ces, readers will find a survey for evaluating the cases,
a table of sanple institutional approaches to teaching research
ethics, and a consolidated bibliography.

Since 1990, all institutions receiving NIH training grants have
been required to provide sone formof organized instruction in

t he responsi bl e conduct of research. This handbook shoul d prove
particularly useful for individuals charged with oversight of

t hose progranms. The NI H, which provided support for the

devel opment of this resource, will be distributing single copies
of the handbook to all institutional training programdirectors.

Copi es may be ordered by contacting AAMC Publ i cations Sal es, 2450
N St., N.W, Washington, D.C. 20037, (202) 828-0416.

* % %

| NTRAMURAL PROCEDURES, | NSTRUCTI ONS | SSUED

In April, ORI issued explicit instructions on how to conduct an
inquiry wthin the PHS. These instructions are designed for use
by PHS officials who have operational responsibility for
conducting or overseeing the conduct of an inquiry. This
step-by-step guide is designed to assist the intranural official
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in the detailed steps involved in an appropriate inquiry.

At the sanme time, ORI issued general procedures for PHS agencies
to foll ow when handling allegations of possible scientific

m sconduct in intranmural research prograns. These procedures
establish a uniform approach to dealing with m sconduct issues
and should facilitate efficient and effective handling of

m sconduct issues in PHS.

The procedures and explicit instructions for conducting

intramural inquiries also fornmed the basis for a workshop for PHS
personnel. The workshop was designed to reinforce the witten
instructions and to ensure that those who have responsibility for
assessing allegations and conducting inquiries are fully aware of
t he requirenents.

In the workshop, the ORI provided detail ed guidance for assessing
al l egations and conducting inquiries in alleged cases of

m sconduct within the intranural program The foll ow ng issues
wer e di scussed:

Al l egations: The chain of reporting and prelimnary assessnent
of allegations.

Inquiries: Notification of those involved in the allegation;
pronpt sequestration of data and evidence; appointnment of a

formal inquiry commttee that precludes possible conflict of
i nterest; docunentation and feedback on interviews; and

devel opment and review of the inquiry commttee's report.

ORI intramural investigations: How ORI conducts an investigation
and the possible role of intramural staff; notification of an

i npendi ng i nvestigation; and findings of an investigation and
possi bl e adm ni strative actions.

Hearings: The availability of hearings through the Departnental
Appeal s Board and debarnent hearings; publication of final report
summari es; and notification of conplainants.

Protection of reputations: Efforts to restore the reputations of
respondents when no scientific msconduct was found as wel| as
protection of whistleblowers, wtnesses, etc.

The wor kshop provi ded a step-by-step approach for assessing an

al l egation of scientific m sconduct, conducting an inquiry, and
appl ying adm ni strative actions. By sponsoring such workshops,
the ORI hopes to train individuals in each research agency to

t ake appropriate action when scientific msconduct is alleged and
to make the intranural scientific comunity aware of the
seriousness and potential consequences of scientific m sconduct.

* % *



EXTRAMURAL GUI DES BEI NG DEVELOPED

Wor k has begun on devel opi ng "How To" guides that will provide
institutions with practical guidance on how to handl e the nuts
and bolts of an inquiry or an investigation. ORI recognizes that
there is a considerable difference between readi ng Federal |aw
and regul ations and handling real problemsituations. This

gui dance will be in the formof technical assistance and wl|
contain strictly non-regul atory suggestions to help institutional
officials who | ack practical knowl edge and experience in dealing
with scientific m sconduct.

* % %

PUBLI CATI ONS

"Perspectives on Research M sconduct” is the subject of the

May/ June special issue of the Journal of H gher Education.

Edited by John M Braxton, Vanderbilt University. To order
copi es of special issue, contact Margaret Starbuck, Chio State
University Press, 1070 Carmack Rd., Col unmbus, OH 43210-1002; Tel:
(614) 292- 3666.

"Ethical Problens in Academ c Research” is an article describing
surveys of graduate students and faculty that raise inportant
guestions about the ethical environnment of graduate education and
research by Judith P. Swazey, Melissa S. Anderson, and Karen
Seashore Lewis. |In Anerican Scientist Novenber-Decenber 1993,
Vol . 81 (6), 542-553.

Based on the work reported in American Scientist, an opinion

pi ece entitled "The Ethical Training of G aduate Students

Requi res Serious and Continuing Attention"” by Judith Swazey,
Karen Lewi s, and Melissa Anderson was published in The Chronicle
of Higher Education in the March 9, 1994 issue, pages Bl-2.

"The Contributions of Authors to Miltiauthored Bi onedi cal
Research Papers" reports on a study by David Shapiro, Nei

Wenger, and Martin Shapiro which was designed to determ ne the
contributions of each author to nultiauthored bionedical research
papers. JAMA, February 9, 1994, Vol. 271 (6), pages 438-442.

" Aut hor shi p! Aut horshi p! Guests, CGhosts, Gafters, and the

Two- Sided Coin," is an editorial by Drummond Renni e and Annette
Fl anagin related to the above article, Vol. 271 (6), pages
469-471.

"Teachi ng the Responsi bl e Conduct of Research Through a Case
Study Approach: A Handbook for Instructors”™ [Also see article on
page 5 in this newsletter.] Copies may be ordered by contacting
AAMC Publications Sales, 2450 N St., N W, Washington, D.C

20037, (202) 828-0416.

* % %
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SYLLABUS EXCHANGE PROJECT

The National Reference Center for Bioethics Literature at the
Kennedy Institute of Ethics has established the Syllabus Exchange
Project as part of its curriculum devel opnent clearinghouse. The
Syl | abus Exchange Project serves as a neans to exchange

i nformation regardi ng bioethics course and workshop design and
content. For further information, contact Mary Carrington
Coutts, Reference Librarian, National Reference Center for

Bi oethics Literature, Kennedy Institute of Ethics, Georgetown

Uni versity, Washington, D.C. 20057; Tel: (800) MED ETHX or (202)
687-6779; Fax: (202) 687-6770.

* % %

ETHI CAL | SSUES VI DEOCTAPE AVAI LABLE

"Ethical Issues in Scientific Research” is an hour-Ilong videotape
program avail able fromthe Research Triangle Park Club of Sigma
Xi, The Scientific Research Society. It presents a panel of

di stingui shed scientists and adm nistrators fromindustries and
universities in and around Research Triangle Park, N.C. The
purpose of the tape is to alert viewers to the kinds of problens
whi ch sonetinmes arise, and encourage open discussions of the

i ssues involved. The scenarios include issues related to

aut horship of research articles, use of information obtained in
peer review for one's own research, data reporting and bi asi ng of
data, intellectual property, industrial data recording practices,
and the nedia's role in informng the public of new devel opnents
in research. Copies of the videotape nmay be obtained by
contacting Dr. Harvey Krasny at P. O Box 13416, RTP, NC
27709-3416. To purchase a copy or site license, call (800)
768-4336 or (803) 269-7744.

* % %

ORI TO NOTI FY JOURNAL EDI TCRS

ORI has begun to notify the editors of scientific journals
contai ning publications that m ght require correction or
retraction as a result of confirmed scientific m sconduct. Such
notification is nade at the tinme of publication of the Federal
Regi ster notice announcing the ORI findings and adm nistrative
actions. The notice and a copy of the ORI report on the case is
provided to the editor(s).

* % %

*Li st of Publications are neither exhaustive nor all inclusive.
Nor, should any of the itens |isted or described be even renotely
construed as being favored or endorsed by the Governnent.

* % %

Pl ease Duplicate and Circulate this Newsletter to Ofices,
Departments, Conmittees, and Labs. Thank You.
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O fice of Research Integrity
U.S. Public Health Service
5515 Security Lane, Suite 700
Rockvi |l e, Maryl and 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
Assur ances Program (301) 443-5300
FAX (301) 443-0042
Div. of Research Investigations (301) 443-5330
FAX (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 to facilitate pursuit of a
common interest in handling allegations of m sconduct and
pronoting integrity in PHS-supported research

* % %
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