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ADM NI STRATI VE ACTI ONS AVAI LABLE ON ELECTRONI C BULLETI N BOARD

An administrative actions bulletin board was established in
February to assist PHS agencies and extramural institutions in

i npl enenting adm nistrative actions inposed on individuals for
scientific m sconduct or violations of FDA regul ati ons governi ng
research.

The new el ectronic bulletin board provides current information on
PHS adm ni strative actions. Each entry for scientific m sconduct
i ncludes the name of the individual, the name of the institution
where the m sconduct was investigated, the type of m sconduct
found, the admi nistrative actions inposed, and the starting and
endi ng dates for the adm nistrative actions. Relevant
information on FDA violations is also provided.

The information included in the bulletin board is neant to be
used by PHS program scientific review, conmttee nmanagenent,
grant and contract officials as well as adm nistrators at PHS
applicant institutions to assist in the enforcenent of PHS

adm ni strative actions. The new bulletin board was devel oped in
col l aboration with the Division of Research Gants, NH

Access to the bulletin board can be obtained through a nodem

Nl Hnet, or Internet. The information can be viewed and/or

downl oaded. Specific instructions on accessing and downl oadi ng
information on the bulletin board were published in the NIH CGuide
for Gants and Contracts, Volunme 24, Nunber 7, on February 24,
1995. Technical questions on accessing the bulletin board should
be directed to Ms. Jo Ann Wngard of the NI H Division of Research
Grants by phone at (301) 435-0922 or by Email at

cj a@lr gpo. drg. ni h. gov. ***

GUI DELI NES DEVELOPED ON WWHI STLEBLOWER PROTECTI ON

ORI has drafted advisory guidelines to assist institutions in
responding to retaliation conplaints fromgood faith

whi st ebl owers. The existing PHS regul ati on requires
institutions to "undertake diligent efforts to protect the
positions and reputations of those persons who, in good faith,
make allegations.” [42 C.F.R 50.103(d)(13)] However, the

exi sting regul ati on does not provide a procedure for responding
to retaliation conplaints.

The NIH Revitalization Act of 1993 mandated the devel opnent of a
regul ati on on whistleblower protection that will contain
procedures for handling retaliation conplaints. However, since
it will take sonme tinme before any proposed regul ati on becones
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effective, ORl devel oped these guidelines to assist institutions
in complying with the existing regul ation.

ORI is not mandating the adoption of the whistlebl ower
guidelines. An institution may adopt other procedures that would
adequately conply with the current regulation. However, if an
institution adheres to the guidelines in handling a conplaint,

ORI will consider it in conpliance with the existing regulation.

At press tine, the draft guidelines were being reviewed by 40
extranmural institutions, the PHS, and the Comm ssion on Research
Integrity. ORI is also seeking comments from whistl ebl owers.

Copi es are available fromthe D vision of Policy and Education at
(301) 443-5300. ***

ORI ANNUAL REPORT PUBLI SHED FOR 1994

Ni ne of the el even respondents found guilty of scientific

m sconduct in 1994 were debarred fromreceiving Federal research
funds for periods ranging fromthree to five years. Allegations
of fabrication and/or falsification provided the basis for 24 of
the 26 investigations closed in 1994 and 10 of the 11 findi ngs of
m sconduct .

Only one of the 26 investigations involved an allegation of
"ot her practices"” and it was conbined with plagiarism That
i nvestigation found no m sconduct.

ORI cl osed 50 cases in 1994, the highest nunber conpleted in a
single year, and reduced its backl og, cases opened from 1989 to
1992, by 69 percent.

In the only hearing decision issued in 1994, the Departnental
Appeal s Board affirned the finding of scientific m sconduct and
the adm nistrative actions inposed on the respondent.

These are sonme of the facts presented in the ORI Annual Report
1994 along with summaries and descriptive statistics on cl osed
i nvestigations, information on |egal issues, institutional
conpliance reviews, retaliation conplaints, the PHS research
integrity program and policy and procedural devel opnent.

A copy of the 1994 report nmay be obtained fromthe Division of
Policy and Education, ORI. Copies of the 1993 and the 1991-92
reports are also available. ***
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EDI TORS LI ST AUTHORSHI P CRI TERI A

Aut horship nust be acquired the ol d-fashioned way; it nust be
earned, not bestowed, according to the Uniform Requirenents for
Manuscripts Submtted to Bionedical Journals devel oped by the

I nternational Comm ttee of Medical Journal Editors and foll owed
by over 500 journals.

Aut horship may be earned only by substantially contributing to:

"a) the conception and design, or analysis and interpretation of
data; and to, b) drafting the article or revising it critically
for inmportant intellectual content; and on c) final approval of

the version to be published. Conditions a), b), and c) nust al

be net."

Aut hor shi p shoul d not be bestowed for:

o participation solely in the acquisition of funding or
the collection of data, or the

° general supervision of the research group

The Uniform Requirenments further assert that "each author shoul d
have participated sufficiently in the work to take public
responsibility for the content” and "any part of an article
critical to its main conclusion nust be the responsibility of at
| east one author."

A suppl enental statenment fromthe International Conmttee of

Medi cal Journal Editors stipulated that "the order of authorship
shoul d be a joint decision of the coauthors.” However, authors
may want to explain the order in a footnote because the
"different ways" in which authorship is assigned makes it
difficult to accurately interpret the significance of the order
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CASE SUMVARY RESI DENT FALSI FI ED RESULTS

James T. Kurtzman, MD., University of California at San

Franci sco. An investigation conducted by the University found
that Dr. Kurtzman, a former Resident/Fellow in the Departnent of
bstetrics, Gynecol ogy, and Reproductive Sciences, falsified
results of research on the kinetics of nitric oxide synthase in
cell s and honobgenat es of human myonetrial tissue in pregnant
wonen. Dr. Kurtzman admitted that he had altered data in eight
experiments that he performed during Decenber 1993 and January
1994. Dr. Kurtzman reported that he had conducted the enzyne
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assays and entered the data into a conputer-based spreadsheet,
but then changed the data to generate graphs that woul d reproduce
the type of results that he had submtted earlier to the Journa
of Cinical Investigation. The paper was not published. Dr.
Kurtzman executed a Vol untary Exclusion and Settl ement Agreenent
in which he has agreed not to apply for Federal grant or contract
funds and will not serve on PHS advisory conmttees, boards or
peer review groups for a three-year period beginning March 18,
1995. The voluntary exclusion, however, shall not apply to Dr.
Kurtzman's future training or practice of clinical nedicine

whet her as a resident, fellow, or licensed practitioner, as the
case may be, unless that practice involves federally funded
research or the direct receipt of an award for federally funded
research training.

CASE SUMVARY  CLI Nl C COORDI NATOR FALSI FI ED AND FABRI CATED DATA

Vivian N. Tanner, Ceveland dinic Foundation. ORl conducted an
investigation into possible scientific msconduct on the part of
Vivian N. Tanner while she was a clinic coordinator for the

Col | aborative Ccul ar Mel anona Study (COVS) at the C evel and
Clinic Foundation (CCF). ORI concluded that Ms. Tanner commtted
scientific msconduct by falsifying and fabricating clinical

trial data on research data fornms related to a nmulticenter study
on the treatnent of choroidal nelanonma, a rare form of eye
cancer. Due to these falsifications and fabrications, inaccurate
clinical data were entered into the clinical trial database.
These acts were commtted over a period of several years, were
material, and, therefore, were potentially detrinmental to the
study. The CCF COMS project received PHS support from 1985 to

t he present through subcontract funds froma National Eye
Institute cooperative agreenent award to the COMS Coordi nating
Center, The WI nmer Ophthal nol ogi cal Institute, The Johns Hopki ns
Medical Institutions, Baltinmore, Maryland. Because the COVS is
an ongoi ng study, no publications were affected by the falsfified
or fabricated data, and no clinical treatnent has been based on
the results of the study. M. Tanner has been debarred for three
years begi nning February 21, 1995, ***

COWMM SSI ON DELI BERATI ONS TURN TO RECOMVENDATI ONS AND REPORT

The Conmmi ssion on Research Integrity will focus its next three
neeti ngs on the devel opnent of its recommendati ons and report.

The neetings will be held at the Washington Dulles Airport
Marriott on June 26-27; the Bel nont House near Baltinore on July
30- August 1, and at the Washington Dulles Airport Marriott on
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Septenber 18-19. The final report is expected to be available in
the fall of this year.

The Conmi ssion concluded its data collection with regional
neetings at the University of Al abama-Birm nghamon May 4-5, at
Harvard Medi cal School on April 10-11, at De Paul University in
Chi cago on March 9-10, and at the University of California-San
Franci sco on February 9-10.

Al'l neetings are open to the public and announced in the Federal
Register. Information on the neetings nmay be obtai ned by
contacting Henrietta Hyatt-Knorr at (301) 443-5300 or through

I nternet at hhyatt @ash. ssw. dhhs. gov. ***

MEDI CAL SCHOCL POLI Cl ES REFLECT REGULATI ON;
DEFI CI ENCI ES NOTED

A review of the adm nistrative processes established by 32
medi cal schools for responding to allegations of scientific

m sconduct found that nore than 90 percent of the institutions
have incorporated the basic process outlined in the Federal
regulation into their policies and procedures.

The deficiencies found in the adm nistrative processes are
related to the applicability of the process to all persons

i nvol ved in PHS-supported research, the conposition of
commttees, the rights of the respondent to comment on the
inquiry and investigative reports, the protection of

whi st ebl owers, notifications to ORI, and the mai ntenance of
docunent ati on

The provisions of the Federal regulation that are incorporated

into the adm ni strative processes of nore than 90 percent of the
sanpl ed nedi cal schools are:

° an inpartial process for receiving allegations,

L confidential treatnent afforded to affected
i ndi vi dual s,

o conpletion of an inquiry within 60 days,
® preparation of an inquiry report,
° initiation of an investigation wthin 30 days of the

conpl etion of an inquiry reconmendi ng an investigation,
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o notification to ORI that an investigation will be conducted,

o sel ection of appropriate experts to conduct a thorough
i nvestigation,

o conpletion of the investigation within 120 days,

o diligent efforts to restore reputation of persons agai nst
whom al | egati ons are not confirned, and

° i mposi tion of sanctions on individual against whom
al l egations are confirned.

The nost notable deficiency found in the adm nistrative processes
is the failure to explicitly state that the process covers al

i ndi vidual s involved in research supported by PHS funds. The

maj ority of nedical schools explicitly state that their policies
and procedures apply to faculty (75 percent) and staff (56.2
percent). Oher categories of individuals supported by PHS
research funds are rarely cited specifically: post-doctoral
students (12.5 percent), graduate students (15.6 percent), and
techni cians (3.12 percent).

Anot her notable deficiency is the failure to recognize that
several provisions apply to both inquiries and investigations.
Al t hough 91 percent of the medical schools cite the need for
expertise to conduct an investigation, only 81 percent cite a
conpar abl e need for conducting an inquiry. Affected individuals
are afforded an opportunity to comment on the investigative
report (88 percent) nore frequently than they are afforded an
opportunity to comment on the inquiry report (72 percent). The
need to take precautions against real or apparent conflicts of
interest is inadequately cited for inquiries and investigations
(81 percent).

The provisions related to the protection of respondents and

whi st ebl owers were differentially included. Mre nedical
schools cite the provision requiring a diligent effort to restore
the reputation of an individual against whomthe allegation was
unsubstantiated (91 percent) than cite the provision requiring a
diligent effort to protect the reputation and position of good
faith whistleblowers (72 percent).

The |l east cited provisions pertained to notification to ORI, the
protection of Federal funds, and retention of docunentation.
Only 66 percent of the nedical schools require subm ssion of an
investigative report to ORI in 120 days. OQher provisions with
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low citation rates were notification within 24 hours of possible
crimnal violations (75 percent), pronptly advising ORl about
devel opnents that may affect funding for the respondent (69
percent), taking appropriate interimactions to protect Federal
funds (69 percent), submtting a report on the premature
termnation of an inquiry or investigation (59 percent) and
requesting an extension of tine to conplete an investigation (53
percent). The retention of docunentation of an inquiry for at

| east three years is cited by 59 percent of the medical schools.
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LETTER TO THE EDI TOR
UCSF | nvesti gators' Handbook Avail able on Internet

During discussions that occurred at a workshop on research

m sconduct recently, | was struck by the need anbng many
institutions for witten materials to pronote good research
practices. Wiile nost |arge, research-intensive institutions
seemto have devel oped and distributed materials tailored to

t heir individual needs, many snaller institutions may |ack the
resources, experience, or expertise to produce de novo their own
detailed materials. Here at the University of California, San
Franci sco (UCSF), we have just conpl eted revising our

| nvesti gators' Handbook.* It is a conpilation of UCSF policies
and practices related principally to pre-award research

adm nistration, but it includes matters related to research
integrity. To the degree that some of this material is generally
applicable in pronoting good research practices, it my be of
interest to institutions of any size.

The follow ng topics related to good research practices and the
mai nt enance and protection of research integrity are addressed:
(1) Relations with Industry, including disclosure of financial

i nterests and managenent of intellectual property; (2) Meeting
Regul at ory Requirenents for Conducting Research, including

bi osafety, the use of human and ani mal subjects, chem cal safety,
radi ati on safety, and the use of radioactive drugs; and (3)
Research Integrity, including integrity in science, scientific

m sconduct, whi stlebl ower policy, data ownership and nanagenent,
aut horship responsibilities, and freedom of information.

Readers will find the UCSF |Investigators' Handbook on the
Internet, and are wel come to use those parts of it they find
useful. It can be found by pointing a WWVbrowser to
http://ww. |ibrary.ucsf.edu/ih/. Consistent with the principles
of academ c integrity, UCSF woul d appreciate acknow edgenent, as
appropriate, by those who choose to use materials fromthe
Handbook. Conments and suggestions are al so wel conme, and may be

7
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sent to the address cited in the on-line Handbook.

Karl J. Hittel man, Ph.D

Associ ate Vice Chancell or

Academ ¢ Affairs, UCSF, and

Menmber, Conmmi ssion on Research Integrity
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TWO TEXTBOOKS AVAI LABLE ON SCI ENTI FI C | NTECRI TY

Scientific Integrity: An Introductory Text with Cases* is a new
t ext book published by the Anerican Society for M crobiol ogy,
which was witten by Francis L. Macrina, Ph.D., Chair, Departnent
of M crobiol ogy and I munol ogy, Virginia Comonweal th University.

The text provides a full range of areas in the field of
scientific integrity, and each chapter ends with 10-20 case
studies for use in classroomdiscussion or witing assignnents.
The text covers the practical, regulatory, and ethical issues
related to the use of both animals and humans in bi onedi cal
research, and includes the conplete text of Helsinki II.

Copi es may be ordered by calling the Anerican Society for
M crobi ol ogy, 1-800-546-2416.

Research Ethics: Cases and Materials* is a new textbook that
provi des teaching materials focussed on ethical issues in
resear ch.

Edited by Robin Levin Penslar, the topics covered in this book
i nclude theory and pedagogy, cases in the natural sciences, cases
in the behavioral sciences, and cases in the humanities.

Copi es may be ordered from R chard G| bert, Indiana University
Press, 601 North Morton Street, Bloom ngton, |IN 47404; Tel ephone
(812) 855-5429; FAX: (812) 855-7931 or E-nuil

rgil ber @ndi ana. edu. ***

‘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.***

Nl H CREATES COMM TTEE ON SCI ENTI FI C CONDUCT
A Commttee on Scientific Conduct and Ethics (CSCE) will be

established by the Ofice of Intranural Research, NIH, to handle
cases invol ving m sconduct in science and other ethical issues.
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In addition to the proposed conmttee, the Ofice of Intranural
Research has created a "Science Ethics Forunt in its binonthly
publication, The NI H Catal yst.

According to an article in the Novenber - Decenber 1994 issue of
The NIH Catalyst, the CSCE will include nenbers fromeach N H
institute, center and division to ensure a broad representation
of scientific disciplines.

Each al |l egati on of m sconduct in science or dispute concerning
aut horshi p or publication practices, record keeping, sharing of
mat eri al s and data, and nmentoring and supervision wll be
addressed by a subcomm ttee of CSCE. Sonme cases may be settled
through arbitration, the article said.

Besi des responding to allegations and disputes, the committee is
expected to devel op procedures for protecting the rights of
conpl ai nants and respondents in scientific m sconduct cases. The
conmttee may al so review the Guidelines for the Conduct of
Research in the Intramural Research Programat N H and the

I nstructions for Assessing Allegations and Conducting Inquiries
in Cases of Scientific Msconduct in PHS Intramural Prograns.
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EURCPE, AUSTRALI A ADDRESS SCI ENTI FI C DI SHONESTY

Efforts to address scientific dishonesty are underway in Europe
and Australia according to the 1993 Annual Report of the Danish
Conmittee on Scientific D shonesty (DCSD).

The DCSD was appoi nted in Novenber 1992 to handle all allegations
of scientific dishonesty in Denmark. In 1993, the Conmttee
handl ed 15 cases, none of which resulted in a finding of
scientific dishonesty. However, the cases did reveal "the

exi stence of serious conflicts in certain research environnents,"
the need for a neutral body to clear "researchers of basel ess
accusations"” and the necessity of devel oping "standards and norns
for good scientific conduct."”

In Norway, a conmttee appointed by the Council for Medical
Research in 1992 has prepared a briefing that discusses the
concept of scientific dishonesty, preventive neasures, and a
per manent procedure for investigating allegations of scientific
di shonesty. The briefing is under review.

A conference on research fraud held in October 1993 by the
Swedi sh Medi cal Research Council concluded that a Swedi sh
initiative was needed.
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Gui delines on research practice prepared by the Finnish National
Research Ethics Committee were accepted by all universities and
maj or research institutions in Finland in March 1994.

In 1990, the European Medical Research Council, a subdivision of
t he European Sci ence Foundation, cited scientific dishonesty as a
nati onal problemrequiring national solutions. |In June 1992, the

Counci | established a Panel on Medical Ethics, which in May 1993,
recommended the establishnent of good practice guidelines for use
in menber countries.

In Australia, the National Health and Medi cal Research Council in
1990 published guidelines for good scientific practices that
applicant institutions are required to follow. The Council has
al so published guidelines for dealing with charges of scientific
di shonesty. ***

PASCAL AND MACFARLANE NAMED TO RESEARCH | NVESTI GATI ON POSTS

ORI integrated the |legal and scientific perspectives into

i nvestigations of scientific m sconduct by namng a | awer and a
nmedi cal doctor to top adm nistrative posts in the Division of
Research I nvesti gati ons.

Chris B. Pascal, J.D., Chief, Research Integrity Branch, Ofice
of the General Counsel, was nanmed Director, DRI, and Dorothy K
Macfarl ane, MD., Senior Medical Oficer, DRI, was nanmed Deputy
Director, DRI.

The appoi ntnents of M. Pascal and Dr. Macfarlane gives the DR
managenent team expertise in law, clinical research and basic
research. Both branch chiefs within DRI hold Ph. Ds.

M. Pascal served as Chief Counsel, ORI, since the office was
established in May 1992. He al so served as | egal advisor to the
former Ofice of Scientific Integrity Review (OSIR) from 1989-
1992 when OSIR was nerged with the former O fice of Scientific
Integrity (OSI) to formORI.

M. Pascal spent nost of his Federal service (1977-1992) with the
Al cohol, Drug Abuse, and Mental Health Adm nistration (ADAVHA).
As Chi ef Counsel for ADAVHA he participated in investigations of
scientific m sconduct.

M. Pascal holds a | aw degree from Duke University (1974) and a

bachel or's degree from Auburn University (1971). He also did
postdoctoral work in psychol ogy and | aw at Duke University.
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Dr. Macfarlane served as Acting Director, DRI, for 19 nonths
(August 1993 to February 1995) before assum ng her new position.
She joined OSI in February 1992 as Senior Medical Oficer.

Dr. Macfarlane worked for the National Cancer Institute for 15
years before joining OSI. Anong the positions she held were
Assi stant Program Director, Cinical Oncol ogy Program 1977-78;
Executive Secretary, Cancer Cinical Investigation Review

Comm ttee, 1979-83; Program Director, Community Oncol ogy and
Rehabi litation Program 1983-84; and Head, Quality Assurance and
Compl i ance Section, Regulatory Affairs Branch, Cancer Therapy
Eval uati on Program 1985-92. She al so served as a research
assistant in the Departnent of Biology at Georgetown University
from 1967-72.

Dr. Macfarlane holds a nedical degree from University of Maryl and
(1976) and a bachelor's degree from Chestnut H Il Coll ege,
Phi | adel phia (1967).***

ACTI NG CH EF COUNSEL NAMED FOR ORI

Marcus H. Christ, Jr., has been appointed Acting Chief, Research
Integrity Branch, O fice of the General Counsel. He replaces
Chris B. Pascal, who was appointed Director, DRI

M. Christ joined ORI in 1992 fromthe Health Care Fi nancing
Division of the HHS O fice of the CGeneral Counsel where he was a
l[itigator. He received his | aw degree from Pepperdi ne
University; his bachelor's degree is fromthe University of

Ari zona. ***

RESOURCE MATERI ALS*
Teachi ng the Responsi bl e Conduct of Research Through a Case Study
Approach: A Handbook for Instructors. AAMC Publications Sal es,
2450 N St., N.W, Washington, DC 20037. Phone (202) 828-0416.

On Being A Scientist: Responsible Conduct in Research. Updated
in 1995. National Acadeny Press. Phone: (800) 624-6242.

Honor in Science. Sigma Xi, The Scientific Research Society.
Phone (800) 243-6534. ***

‘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.***
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ORI PUBLI CATI ONS ON OASH BULLETI N BOARD

Copies of this newsletter and other ORI publications are
avai | abl e through the O fice of the Assistant Secretary for
Health's Electronic Bulletin Board System

Access is available by dialing (202) 690-5423 for up to 14. 4.

Four outside the DC area, dial (800) 841-4593. The system
requires the caller's comuni cati on package settings to be: n (no
parity), 8 (8 data bits), 1 (1 stop bit) and full duplex. The
system contains text files conpressed by PKZIP. For techni cal
assi stance, call Ted Foor (202) 401-8646.***

‘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

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
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 to facilitate pursuit of a
common interest in handling allegations of m sconduct and
pronoting integrity in PHS-supported research

Pl ease Duplicate and Circulate this Newsletter to Ofices,
Departnments, Conmittees, and Labs. Thank You.

This newsl etter may be reproduced w thout perm ssion.
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