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Departnment of Health and Human Services, Public Health Service,
O fice of Research Integrity, Rockwall Il Building, Suite 700,
5515 Security Lane, Rockville, Maryland 20852, (301) 443-3400

Dear Col | eague:

Wth this letter, | ampleased to share with you both the first
issue of the ORI Newsletter and the announcenent of Dr. Lyle
Bivens to lead the Ofice of Research Integrity (ORl). In June

1992, the U S. Public Health Service created the Ofice of
Research Integrity in an effort to el evate, augnent, and revise
its activities and policies related to scientific integrity. W
feel that a great deal has been acconplished in the intervening
period. Mjor devel opnents include: enhancenent of ORI
investigations staff; codification of investigative procedures in
a three-volune ORI manual ; devel opnent of a formal proposal to
revise research integrity policies in a way that will clarify the
definition of scientific m sconduct, increase accountability of
institutions for followp to allegations, and streanline

i nvestigations by both universities and the governnent;

i npl enentati on of an adjudi cated appeal s process for scientists
who di sagree with ORI determ nations; expansion of the Advisory
Comm ttee on Research Integrity; and introduction of an
initiative on education and outreach. In addition, substantial
progress has been made on the existing caseload. During the |ast
six months of 1992, final decisions and notices went out to
approxi mately 15 respondents accused of scientific m sconduct,
including certain of the nost visible cases.

The ORI Newsletter offers an inportant vehicle to contribute to

t he education and outreach effort. It will be published
gquarterly and distributed free to organi zations and individuals
with an interest in the field of research integrity. It is not

copyri ghted, and we hope you will maxim ze exposure to the

newsl etter within your organization by freely duplicating and
distributing it to appropriate offices, departnents, commttees,
and | aboratories. |If you have any comments or suggestions for
the newsletter, please send themto Dr. Lawence J. Rhoades,

Di vision of Policy and Education, Ofice of Research Integrity,
U.S. Public Health Service, 5515 Security Lane, Suite 700,
Rockville, MD 20852. Your comments will be greatly appreciated,
and will help us nmake the newsletter useful and informative to

t he broadest possi bl e audi ence.

Sincerely, J. Mchael MG nnis, MD.
Deputy Assistant Secretary for Health
and Assi stant Surgeon Ceneral

Encl osure



TO ORl Newsletter Readers
FROM Acting Director, Ofice of Research Integrity

W in the Ofice of Research Integrity are pleased to provide you
with a copy of this first edition of the ORI Newsletter. As its
columms indicate, the Public Health Service (PHS) is in the
process of a mmajor restructuring of its efforts to handle

al | egations of research m sconduct, consolidating responsibility
in asingle office wwthin the Ofice of the Assistant Secretary
for Heal th.

Several policy changes are al so underway, including revision of
the definition of research m sconduct, streanlining of the
process for pursuing allegations of m sconduct, creation of an
appeal s process for all individuals found to have commtted

m sconduct, and anmending the criteria and stage for listing
individuals in the PHS ALERT system |In addition, the changes in
progress are intended to place a greater enphasis on the
prevention of research m sconduct through the pronotion of
research integrity.

It is our hope that the ORI Newsletter will help facilitate the
communi cation that is so vital to joint pursuit of these issues
by researchers, awardee and applicant institutions, scientific
and professional societies, and the PHS. W wel cone conments as
we seek ways to inprove our collaborative efforts to protect and
pronote research integrity for the sake of science and the
Anmerican public.

Lyle W Bivens, Ph.D

PHS REORGANI ZES EFFORT TO HANDLE RESEARCH M SCONDUCT

Under a reorgani zation announced in June 1992, the O fice of
Research Integrity (ORI) is now responsible for pronoting
research integrity and investigating m sconduct in research
supported by the Public Health Service (PHS)

The ORI is a consolidation of the Ofice of Scientific Integrity
(OSl) at the National Institutes of Health (NIH) and the Ofice
of Scientific Integrity Review (OSIR) in the Ofice of the

Assi stant Secretary for Health (OASH). The ORI is in OASH and
the Director reports directly to the Assistant Secretary for
Health. [In conjunction with this reorganization, ORI now offers
scientists found to have conmtted scientific m sconduct an
opportunity to request an adm nistrative hearing by a Research
Integrity Adjudications Panel under the auspices of the
Departnment of Health and Human Servi ces (HHS) Appeal s Board.

The ORI is conposed of the Ofice of the Director, the Division
of Policy and Education (DPE), the Division of Research
| nvestigations (DRI), and the Division of Legal Counsel (DLC)



DLC is staffed by the Ofice of the General Counsel, HHS.
Lyle W Bivens, Ph.D., is Acting Director, ORI

Law ence J. Rhoades, Ph.D., is Acting Director, DPE. This
Division is responsible for devel opi ng policies, procedures,

rul es and regul ati ons, generating education and prevention
activities, providing support for the PHS Advisory Commttee on
Research Integrity, responding to Privacy Act and Freedom of

I nformati on Act requests, and managi ng t he Assurances Program
John Butl er heads the Assurances Program

Clyde A. Watkins, Ph.D., is Acting Director, DRI. This Division
is responsible for review ng investigations conducted by grantee
institutions, conducting extranural investigations when
necessary, and investigating allegations of m sconduct in PHS

i ntranmural prograns.

Chris B. Pascal, Esq., is Chief, DLC. This Division provides
| egal advice on ORI activities and represents ORI in during
adm ni strative hearings conducted by the Research Integrity
Adj udi cati on Panel s.

PHS ESTABLI SHES | NTERI M PROCEDURES FOR HEARI NG PROCESS

Under interimprocedures established by the Public Health Service
(PHS), an individual against whomthe Ofice of Research
Integrity (ORl) nmakes a finding of scientific m sconduct may now
request a hearing before the Departnental Appeals Board.

An opportunity for a hearing is available, and applies to cases
not closed as of May 29, 1992. A case is closed when the PHS has
communi cated its final decision on m sconduct findings and

adm ni strative actions to the respondent. The opportunity for a
hearing was announced in the Federal Register on Novenber 6,

1992.

During a hearing, the respondent will have an opportunity to be
represented by counsel, to question any evidence and w tnesses
presented by PHS, and to present evidence and w tnesses in
rebuttal to the findings and proposed adm ni strative actions.

The Panel decision will be the final decision on findings and PHS
adm ni strative actions and the recommended final decision on
debar ment .

To activate the hearing process, a respondent nust submt a
witten request for a hearing within 30 days of receipt of the
ORI notice of findings and proposed adm ni strative actions.

The witten request nust be sent to the Research Integrity
Adj udi cati ons Panel, Departnental Appeals Board, Room 637-D,
Hunphrey Buil ding, 200 | ndependence Avenue, S.W, WAshi ngton,
DC 20201



ANNUAL REPORT FORM REVI SED

The Annual Report of Activities (PHS Form 6349) now required of
institutions will no |longer request information on m sconduct
occurring in research not supported by the PHS.

The 1992 annual report formwll be mailed to institutions in
January 1993. Subm ssion deadline to ORI/DPE is March 1, 1993.

ADVI SORY COW TTEE | MPACTS RESEARCH | NTEGRI TY PROGRAM

Since its first neeting in July 1991, the PHS Advisory Committee
on Research Integrity has made maj or contributions to the
reorgani zati on of the PHS research integrity program

The Advisory Conmittee focused on revising the definition of

m sconduct in science, offering hearings, protecting
conplainants, instituting a statute of limtations period on
undertaking investigations, limting the ALERT systemto

i ndi viduals found to have conm tted m sconduct in science, and
other issues. Wth the acceptance of these recommendations, the
Advi sory Conmttee will give sonme of its attention to fostering
research integrity.

Conmittee nmenbers are Nicholas H Steneck, Ph.D., Director,

Hi storical Center for the Health Sciences, University of

M chi gan, Chair; Stuart Bondurant, M D. Dean, University of North
Carol i na Medi cal School; Roger Bulger, MD., President,
Associ ati on of Academ c Health Centers; Estelle A  Fishbein,
Esq., Vice President and Ceneral Counsel, The Johns Hopkins

Uni versity; Paul J. Friedman, M D., Dean of Academ c Affairs
School of Medicine, University of California, San D ego; Karl A
Piez, Ph.D., Professor of Biochem stry and Ml ecul ar Bi ol ogy,
Jefferson Medical College, Thomas Jefferson University; Frances
Degen Horowitz, Ph.D., President, G aduate School and University
Center, Gty University of New York; Thomas E. Ml one, Ph.D.
Vice President for Bionedical Research, Association of Anmerican
Medi cal Col | eges; Drummond Rennie, MD., Deputy Editor (West),
Journal of American Medical Association, and Adjunct Professor,
Institute for Health Policy Studies, University of California,
San Franci sco; and El eanor G Shore, MD., Dean for Faculty
Affairs, Harvard Medical School. One vacancy is being filled
followi ng the resignation of Daniel Callahan, Ph.D., D rector,
The Hastings Center, and two new nenbers are being added.

Dr. Steneck urged the scientific conmunity to bring its concerns
and suggestions to the attention of the commttee: "Although
soneti nes seen as opposing forces, PHS and academ c scientists
clearly have a shared common interest in fostering the greatest
possible integrity in health-science research. The Advisory
Comm ttee on Research Integrity is commtted to seeing that this
shared interest is achieved."”



DI SCLOSURE RULI NG BEI NG APPEALED

The Departnent of Justice is appealing a D.C. District Court
decision that would require ORI to disclose the nanmes of al

i ndi vi dual s accused of scientific m sconduct even those found not
to have conm tted m sconduct.

The decision was nmade in a suit filed by Dr. Charles MCutchen,
NIl H, under the Freedom of Information Act, that al so requested
di scl osure of the names of conplainants. ORI does not
voluntarily rel ease the nanes of individuals found not to have
comm tted m sconduct or the names of conpl ai nants.

The court ruled that ORI nust disclose the identities of

i ndi vidual s accused of scientific m sconduct because the
accused's privacy interest is professional, not personal, and
there is a strong public interest in disclosure of such nanes,
i.e., there is a substantial public interest in oversight of the
scientific integrity investigation process. However, the court
deni ed access to conpl ai nants' nanes finding that conplainants
have a substantial interest in maintaining their privacy and
there is little public need for the information.

ORI recomrended that the Department of Justice appeal the court's
ruling. Several academ c associations have indicated they are
interested in filing amci curiae briefs in the case.

PHS ALERT SYSTEM LI STI NG CHANGED

The Public Health Service now |lists an individual in the PHS
ALERT systemonly after an investigation concludes that the
i ndi vi dual engaged in research m sconduct in proposing,
conducting, or reporting PHS-supported research.

Under this new procedure, an individual is listed in the PHS
ALERT system when the O fice of Research Integrity (ORl) receives
an investigative report froman institution containing a finding
of m sconduct in PHS-supported research or when an investigation
conducted by ORI finds m sconduct.

CASE REPCRT: REVI EW ARTI CLES PLAGQ ARI ZED | N BOOK CHAPTER

Editor's Note: This newsletter will regularly feature reports on
cl osed cases to broadly dissem nate descriptive data on incidents
of alleged research m sconduct. The reports will cover cases in
whi ch m sconduct or no m sconduct was found. Cases wll be

sel ected based on their informational value to institutions and
scientists.

An al | egation of plagiarismwas brought against a full professor
by a junior colleague in the Departnment. The inquiry panel

concl uded that there was sufficient evidence to warrant an

i nvestigation.



The investigative commttee found the respondent had used | arge
portions of several review articles, w thout source

acknow edgenent, in the preparation of an invited book chapter.
The respondent was not a co-author of some of the review articles
fromwhich portions were plagiarized. The respondent argued that
his role in comm ssioning the reviews and editing the journal
issue in which they appeared justified his use of the materi al

wi thout citation of the original authors.

The conm ttee concluded, and ORI concurred, that the respondent
had commtted plagiarismand, therefore, scientific m sconduct.
Adm ni strative actions taken by PHS were (1) prohibiting the
respondent from serving on PHS advisory conmttees, (2) requiring
the respondent to certify to his institution and the PHS that he
has properly acknow edged the work of others in any application
he submts to PHS, and (3) notifying the PHS advisory council or
board of the admnistrative actions in force when an application
submtted by the respondent is presented for funding. Al
actions are in effect for three years. |ndependently, the

uni versity applied additional sanctions, including revocation of
t he respondent’'s tenure.

ORI OFFERS ASSI STANCE TO SMALL ORGANI ZATI ONS

Since 1990, PHS has offered a voluntary policy statenent, as an
amendnent to the Initial Assurance form for very "small"

organi zations (typically fewer than 20 enpl oyees involved in
research or research adm nistration) because these organizations
are often unable to conduct inquiries or investigations

t hensel ves wi t hout encountering real or apparent conflicts of

i nterest.

The voluntary policy statenent indicates that the organization
will transmt to the ORI all scientific msconduct allegations
received, so that the ORI may assist in the conduct of al
inquiries and investigations involving PHS-rel ated research at
t hat organi zation. The organization also agrees, under the
signature of a responsible official, to informall of its

enpl oyees involved in PHS-rel ated research of this policy.

| f your organization is small and you wi sh to consider such a
policy statement to anend your Initial Assurance, please contact
t he Assurances Program Division of Policy and Education, ORI

ORI ALLOTTED MORE PERSONNEL

Addi ti onal personnel resources have been assigned to the Ofice
of Research Integrity (ORI) to inplenent the reorgani zation of
the Public Health Service effort to investigate research

m sconduct and pronote research integrity.

The increased staff will provide nore investigators to handle the
revi ew and conduct of investigations, nore |lawers to assist with
i nvestigations and the inplenentation of the hearing process, and



staffing for the newy created Ofice of the Director, ORI
Recruitnment actions are underway to fill these positions.

PUBLI CATI ONS

Qui delines for the Conduct of Research within the Public Health
Service - States general principles for supervision of trainees,
dat a managenent, publication practices, authorship, privileged

i nformati on obtained through peer review, and the special

requi renents of clinical and epidem ol ogi c research. Free.

O fice of Research Integrity, US. Public Health Service, 5515
Security Lane, Suite 700, Rockville, MD 20852.

Dat a Managenent in Bi omedi cal Research: Report of a Workshop
April 1990 - Explores data ownership, retention, and sharing.
Free. Ofice of Research Integrity, U S. Public Health Service,
5515 Security Lane, Suite 700, Rockville, MD 20852.

M sconduct in Science - Recurring |Issues, Fresh Perspectives -
Conf erence executive summary that addresses definition of

m sconduct, m sconduct investigations, and risks, rights, and
responsibilities of whistleblowrs. Photo copies avail able.

Cost $4.00, includes postage and handling. Alex Fow er,
Directorate for Science and Policy Progranms, Anerican Association
for the Advancenent of Science, 1333 H Street, N. W, Washington,
DC 20005.

Honor in Science - Practical advice to individuals beginning
careers in scientific research. Single copy: $2.50.
Publications Ofice, Sigm Xi, The Scientific Research Society,
P. O Box 13975, Research Triangle Park, NC 27709.

Responsi bl e Science: Ensuring the Integrity of the Research
Process, Volune 1 - Reports a two-year study by the National
Acadeny of Sciences that conprehensively reviewed the factors
that influence the integrity of the research process. Paperback
copy: $24.95 plus $4.00 shipping and handling. National Acadeny
Press, 2101 Constitution Avenue, N. W, Wshington, DC 20418.

Good Sci ence and Responsible Scientists: Meeting the Chall enge of
Fraud and M sconduct in Science - Al bert H Teich and Mark S.
Frankel for the AAAS- ABA National Conference of Lawers and
Scientists. Single copies are free. Directorate for Science and
Policy Prograns, Anmerican Association for the Advancenent of
Science, 1333 H Street, N. W, Washi ngton, DC 20005.

ORI ESTABLI SHES LI Al SON GROUP

The O fice of Research Integrity (ORI) has established an intra-
Departnmental Research Integrity Liaison Goup (RLG to solicit
advi ce from each PHS agency on policies, procedures, prograns,
pl ans, and issues related to research integrity and research

m sconduct. The RILG also will review recommendations fromthe
PHS Advi sory Commi ttee on Research Integrity.



Chaired by the Director, ORI, nenbers of RILG include Richard
J.Geene, MD., Director, Center for Mdical Effectiveness
Research, Agency for Health Care Policy and Research; Caire V.
Broone, M D., Associate Director for Science, Centers for D sease
Control; Mary K. Pendergast, Senior Advisor to the Conm ssioner,
Food and Drug Adm nistration; WIliam Freeman, M D., Chairnman
National IHS Institution Review Board, Indian Health Servi ce;
Lyman Van Nostrand, Deputy Associate Adm nistrator for Planning,
Eval uati on, and Legislation, Health Resources and Services

Adm ni stration; Mchele W Applegate, Associate Adm nistrator for
Extramural Prograns, Substance Abuse and Mental Health Services
Adm ni stration; John W Diggs, Ph.D., Deputy Director for
Extramural Research, National Institutes of Health; Richard J.

Ri seberg, Esqg., Chief Counsel, Public Health Service, Ofice of
CGeneral Counsel, Departnent of Health and Human Services; and
Roger McCl ung, Associate Director (Health), Ofice of the Deputy
Assi stant Secretary for Legislation (Health).

MVEETI NGS

February 25-26 - Ethics, Values, and the Prom se of Science.
Sigma Xi Forum Westin St. Francis Hotel, San Francisco.
Contact: Lynn G esmann at (800) 243-6534.

February 27-28 - PHS Advisory Committee on Research Integrity.
San Francisco. Westin St. Francis Hotel, San Francisco.
Contact: Henrietta Hyatt-Knorr at (301) 443-5300.

April 1-2 - Conference on Teaching Ethics to Sci ence Students.
Sponsored by Public Responsibility in Medicine and Research.
Park Pl aza Hotel, Boston. Contact: Joan Rachlin at (617) 423-
4112.

June 21-22 - Conference on Plagiarismand Theft of Intellectual
Property. Cosponsored by ORI and AAAS. Lister Hill Auditorium
National Institutes of Health, Bethesda. Contact: Dr. Alan
Price at (301) 443-5330.

PROSPECTUS

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

Communi cati ons shoul d be addressed to ORI Newsletter, Ofice of
Research Integrity, U S. Public Health Service, 5515 Security
Lane, Suite 700, Rockville, MD 20852. Phone: (301) 443-5300.

This newsl etter may be reproduced w thout perm ssion.



THE OFFI CE OF RESEARCH | NTEGRITY (ORI') ADDRESS | S:

O fice of Research Integrity
U.S. Public Health Service
5515 Security Lane, Suite 700
Rockvi |l e, Maryl and 20852

THE PHONE NUMBERS ARE:

Ofice of the Director (301) 443-3400
Executive Ofice (301) 443-4210
Di vision of Policy and Education (301) 443-5300
Assur ances Program (301) 443-5377
Di vision of Research Investigations (301) 443-5330

Di vision of Legal Counsel/OGC (301) 443-3466



