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Please Duplicate and Crculate this Newsletter to Ofices,
Departnments, Conmittees, and Labs. Thank You.

* % %
| mpact of Sharma and Popovic Decisions On Institutional
| nvesti gati ons

Recent Departnental Appeals Board (DAB) decisions have caused sone
concern within the wuniversity comunity about the ability of
extramural institutions to enforce their own sanctions or renedi al
actions in response to incidents of scientific m sconduct. These
deci sions were Dr. Raneshwar K. Sharma, DAB Deci sion 1431 (Aug. 6,
1993) and Dr. M kul as Popovic, DAB Decision 1446 (Nov. 3, 1993).

ORI wants to respond to those concerns, and to reiterate its
continuing support for scientific msconduct investigations
conducted by institutions receiving PHS research funds.

Awardee institutions still have the primary responsibility for
preventing, detecting, investigating, reporting, and resolving
al l egations of scientific msconduct. The Public Health Service
(PHS) statutory mandate and regul ations conplenent, but do not
repl ace, the authority that extranural institutions always have had
to establish scientific and other standards for enployees,
contractors, and other individuals who perform research under
i nstitutional auspices.

Therefore, the institution should continue to rely on its own
authorities to redress the violation of its standards, even if the
DAB interpretation of scientific msconduct falls below the
scientific standards expected by a particular institution.

In sone cases, an institution will find that particular conduct
vi ol ates both institutional requirenments and the PHS definition of
m sconduct. An explicit finding that the institutional requirenent
has been violated may enable the institution to sustain its own
sanctions even if the violation under the PHS definition is
appeal ed.

However, ORI is requesting that institutions conduct their
investigations and prepare their reports to ORI to neet the
scientific and |egal standards articulated by the DAB in the
Popovi ¢ and Sharma deci si ons.

Reports on investigations should specifically address the
materiality or significance of the m sconduct, identify evidence
t hat shows the respondent had a deliberate intent, and expl ain why
the conduct <constitutes a serious deviation from accepted
scientific practices under institutional or general scientific
standards at the tinme and place they occurred.



Institutions should continue to apply the preponderance of the
evi dence standard of proof when meking a finding of m sconduct, but
should place greater enphasis on confirmatory evidence. For
exanpl e, confirmatory evidence coul d include forensic anal ysis of
rel evant docunents, expert statistical analysis denonstrating that
the research was not done as reported, and docunmentary evidence
from sources other than the questioned research records (such as
medi cal charts or records of other |aboratory nenbers)
denonstrating that the reported research data are false or
fabri cat ed.

ORI wants to encourage institutions to work closely with their
attorneys in conducting the investigation and preparing the report
so that m sconduct findings based on the PHS definition will be
sustainable. Institutions and their counsel should feel free to
consult with OR and its legal branch (Research Integrity
Branch/ OGC, 301-443-3466) on any matters that arise during the
course of investigations.

Finally, DAB rulings have noted that standards for scientific
conduct may vary by | ocation and have enphasi zed the i nportance of
notice to the researcher that specific conduct constitutes

scientific m sconduct. Therefore, the witten policies of the
institution provide critical evidence of standards of conduct and
noti ce of m sconduct. Thi s enphasizes once again the need for

institutions to state their standards for the responsible conduct
of research, in addition to policies and procedures for dealing
with all egations of m sconduct.

* % %

NAS/ NAE/ | OM Research Integrity Needs More Attention

The research community was urged to "renew its commtnent to
strengthening the professional climate of the research systen in
a statenent issued by the Councils of the National Acadeny of
Sciences and the Institute of Medicine and the Executive Conmittee
of the Council of the National Acadeny of Engi neering.

The statenment on scientific conduct issued on February 2 asserts
t hat "mai ntenance of high standards for the scientific enterprise
is the responsibility of all who participate” and all involved
"must continue to work with vigor to reduce the occurrence of
practices that undermne the integrity of the scientific process
and its results.”

It affirnms that individual researchers are the best "safeguard of
appropriate scientific conduct” and "[i]ndividual scientists nust
share in the collective responsibility for ensuring the integrity
of the research enterprise. They also need to take action when
they becone aware of inappropriate scientific conduct, and to
support and protect those individuals who, in good conscience,
report suspected m sconduct."”

It nmentions recent decisions in specific cases by the Departnent of
Health and Human Services "that have been interpreted by sone



scientists as I|imting the activities that are defined as
m sconduct in science. These decisions nust not be taken to nean
that the scientific community can reduce its efforts on ethica
i Ssues. As nenbers of the professional research community, we
shoul d strive to devel op and uphol d standards that are broader than
t hose addressed by the governnental requlatory and | egal franework
for dealing with m sconduct in science" [enphasis in statenent].

The statenent calls for a uniformFederal definition of m sconduct
and standard of proof to be devel oped, coordinated by the Ofice of
Sci ence and Technol ogy Poli cy. It also encourages the research
community to devel op common policies and procedures for handling
allegations to "aid the scientific comunity as it attenpts to
devel op better nmethods for policing itself."

The statenent declares that "the research community shoul d adopt a
common framewor k of definitions, distinguishing anong m sconduct in
science, questionable research practices, and other fornms of

m sconduct. Each research institution should al so have policies
and procedures that ensure appropriate and pronpt responses to
all egations of msconduct in science. Clear instances of

falsification, fabrication or plagiarism deserve the ful
condemmation of the scientific comunity as well as whatever
sanctions that |egal procedures may decide. Institutions should
al so act to discourage questionable research practices through a
broad range of formal and informal nethods in the research
envi ronment . They shoul d accept responsibility for determ ning
whi ch questi onabl e research practices are serious enough to warrant
institutional action.”

The statenment goes on to recommend that "[u]niversities and ot her
research institutions should integrate into their curricula
educational prograns that foster faculty, staff, and student
awar eness of obligations related to the integrity of the research
process." It also notes that "[p]rofessional and scientific
societies also have an inportant role in upholding scientific
standards, including the devel opnent and di ssem nati on of training
materials related to scientific conduct in their specific fields."

The statenent announced that the Acadeny is planning a mjor
national convocation this spring to examne the ways in which
vari ous research institutions have been educating their faculty,
staff, and students on the practice and ethics of research.

* % %

Study Reports Wdespread M sconduct

An article in the Novenber-Decenber 1993 issue of Anerican
Scientist reported that m sconduct and other ethical problens in
uni versity-based research nmay be nore w despread than previously
t hought .

"Ethical Problens in Academ c Research,” by J.P. Swazey, MS
Anderson, and K. S. Lewis, reports on the results of a survey of



"2,000 doctoral candidates and 2,000 of their faculty about their
experiences with 15 types of ethically questionable behavior."
They "sanpl ed doctoral students and faculty from99 of the | argest
graduat e departnents in chem stry, civil engineering, mcrobiol ogy
and soci ol ogy."

The article stated that "between six and nine percent of both
students and faculty report that they have direct know edge of
faculty who have plagiarized or falsified data,” and "nearly a
third of faculty claimto have observed student plagiarism"

"Twenty-two percent of faculty reported instances of their
col | eagues overl ooki ng sl oppy use of data" and "al nost one-third
know of i nappropriate assi gnment of authorship of research papers.”

In addition, a mgjority of the students do not feel safe reporting
m sconduct of a faculty nenber. "Fifty-three percent of the
students conpared to 26 percent of the faculty said they probably
or definitely could not report a faculty nenber w thout expecting
retaliation” if they did so.

* % %

ORI Conducting Conpliance Revi ews

The Ofice of Research Integrity (ORl) recently added fornal
institutional conpliance reviews to its oversight of inquiries and
investigations. This function, previously handled informally by
t he Di vi sion of Research I nvestigations wthin ORI, has been pl aced
in the ORI D vision of Policy and Educati on.

Initially, these reviews will concentrate on cases where probl ens

of conpliance have come to light during ORI *s oversight of
institutional inquiries and investigations. Utimately, all
intranural and extranural cases will be reviewed for conpliance.

In addition, reviewof institutional actions agai nst whi stl ebl owers
are now part of the conpliance review process.

Each of these institutional conpliance reviews will contain two
maj or conponents.

The first conponent wll conpare the institution*s policies and
procedures with the provisions of the PHS Final Rule ( 42 CFR Part
50 Subpart A). The process devel oped by each institution for
dealing with allegations of research m sconduct nust incorporate
all the specific provisions of the Final Rule, and their policies
and procedures will be exam ned for adherence to these specific
provi si ons.

The second conponent will exam ne the actual process used by the
institution in an inquiry and/or investigation of research
m sconduct to determne if the process utilized during that revi ew
was consistent wth the institution*s own policies and procedures.

Since the Final Rule requires that the institutional process
i ncl ude protection of the positions and reputati ons of those who in



good faith nmake allegations of research msconduct, alleged
retaliation against whistleblowers also will be exam ned as part of
this process.

At the conclusion of each review, a final report wll be prepared
assessing the institution*s

conpliance with both the Final Rule and its own admnistrative
process, and this report will be provided to officials at the
institution reviewed. Any reconmendation for corrective actions
will be provided to the institution.

* % %

ORI Settles Mchigan State Case

The ORI and M chigan State University (MSU) settled their case of
scientific msconduct against Miie El kassaby, who was accused of
sequestering data froma principal investigator for 15 nonths. M.
El kassaby had appealed ORI *s finding of m sconduct to the DAB for
an adm ni strative hearing.

As part of the settlenment, ORI and MSU jointly withdrewthe finding
of scientific msconduct. In turn, M. El kassaby agreed to admt
t hat her conduct was inproper, acknow edge PHS* aut hority over any
PHS- f unded research in which she engages, submt to close MU
supervision of her research activities, and conmply wth al
institutional and Federal requirements for the retention and
provision within the |aboratory of data, research materials, and
anal yses. The latter provision essentially inplenments the
adm ni strative action that ORI originally proposed in conjunction
with its finding of m sconduct.

Gven the respondent*s agreenment to conply wth the above
conditions, and in light of recent DAB decisions further defining
the standards for finding scientific m sconduct, ORI believes that
this resolution of the case is equitable, is in the best interests
of all parties, and achieves ORI *s objective of protecting the
integrity of PHS research in this matter

ORI w shes to acknow edge the efforts of the conplainant, Dr.
Jeffrey F. Wllians, in reporting the allegations to MSU and OR
officials in accordance with the regul ati ons, and to recogni ze t he
serious attention given by the MSU investigative comrittee. It is
t hrough the conplainant's and conmttee's efforts, and many ot hers
in simlar situations, that PHS funded research is protected and
the integrity of science is nmaintained.

* % %

Research M sconduct Receives International Attention

The Conmittee on Scientific Dishonesty of the Danish Research
Council sponsored an "International Conference on Scientific
D shonesty and Good Scientific Practice" in Copenhagen | ast
Novenber . The conference included invited representatives from



Denmar k, Norway, Sweden, Geat Britain, Germany, Austria and the
u. S Dr. Dorothy Macfarlane, Acting Director of the Division of
Research Investigations, represented the Ofice of Research
Integrity.

The purpose of the neeting was to exchange information on how
scientific m sconduct allegations are handled in the represented
countries, to share experiences in dealing with cases, and to
foster international cooperation in pronoting scientific integrity
and investigating m sconduct.

The Danish Committee on Scientific D shonesty reported its
experiences in dealing with scientific m sconduct. It had
recei ved an unexpectedly | arge nunber of allegationsinits initial
year of operation. Twel ve cases were opened, with allegations
ranging from authorship disputes to data fabrication and
fal sification.

Dr. Stephen Lock (former chief editor of the British Medical
Journal) discussed the "History and Epidem ology of Scientific
M sconduct,"” and | ater spoke on the role of the journal editor in
preventing msconduct. Dr. Albin Eser (forner vice president of
the German Research Foundation) reviewed the judicial bases for
i nvestigating and sanctioning m sconduct. A nenber of the Danish
Comm ttee on Scientific Dishonesty, Dr. Povl Riis, discussed the
scope of scientific dishonesty. H s colleague, Dr. Steen Walter
commented on the role of the educator in preventing m sconduct.
I nvited speakers reported on what neasures have been taken to deal
with scientific m sconduct and pronote scientific integrity in each
country represented. They al so described the probl ens encountered
indefining, identifying, and investigating all eged m sconduct, and
appropriate sanctions for those found to have conmtted
m sconduct .

* % *

Board Rul es on Legal |ssues

Besi des addressing the substantive nerit of m sconduct cases, the
Research Integrity Adjudications Panel of the Departnental Appeals
Board (DAB) issued several inportant rulings related to OR
policies and procedures during 1993.

The rulings stemmed fromissues rai sed by respondents who had filed
appeal s before the DAB. The ORI was required to provide the DAB
wi th consi derabl e | egal argunment on existing policy and procedure.

These briefings resulted in determ nations that:

(1) the Departnment*s authority to investigate and take action
against scientific msconduct predates the specific scientific
m sconduct statute and its inplenmenting regulations, and the
exercise of that authority is not retroactive rul emaking;

(2) the Equal Access to Justice Act is not applicable to the ORI



heari ng process, and, thus, respondents may not be rei nbursed by
t he governnent for their |egal fees;

(3) ORI jurisdiction to investigate scientific m sconduct extends
to unfunded PHS grant applications; and

(4) the current ORI policies and procedures for handling scientific
m sconduct cases are not legislative rules and, thus, are not
subject to the requirenments of the Admi nistrative Procedure Act.

For further information on these rulings, you may contact Gai
G bbons, Esqg., at (301)443-3466

* *

PHS Research Integrity Program Focuses on PHS Agenci es

After its initial focus on extranural research, the ORI has shifted
t he devel opnent of the PHS Research Integrity Program to the
creation of admnistrative processes within PHS agencies for
handl i ng al | egati ons of research m sconduct and pronoting research
integrity.

These adm nistrative processes nust span the extranural and
intramural research prograns and performthe follow ng functions:
(1) Respond to allegations of research msconduct in intranura
research prograns by conducting i nquiries and cooperating with ORI
investigations; (2) report allegations of research m sconduct
received or identified by extranural program officers and
scientific reviewadm nistrators; (3) cooperate with ORI reviews or
i nvestigations of ext ranur al al | egati ons; (4) i npl enent
adm nistrative actions inposed on researchers found to have
commtted research msconduct; (5) verify the eligibility of
institutions to receive fundi ng under the PHS Act; and (6) pronote
research integrity.

The performance of these functions involve

(1) researchintegrity officers, (2) intranural research directors,
(3) extranural research directors, (4) research program officers,
(5) scientific review admnistrators, (6) comittee nanagenent
officers, and (7) grant and contract managenent officers.

In response to a nenmorandum from Dr. Philip R Lee, Assistant
Secretary for Health, each PHS agency head has naned an Agency
Research Integrity Liaison Oficer to inplement the Research
Integrity Program within the agency. Sone agency heads have al so
named Agency I ntramural Research Integrity Liaison Oficers, Agency
Extranural Research Integrity Liaison Oficers, and Research
Integrity Liaison Oficers for conponents of the agency.

The ORI wll hold a training workshop for all PHS research
integrity liaison officers this spring.

ORI is devel oping instructions for handling allegations of
research m sconduct made against researchers in PHS intranura



prograns. The instructions largely parallel the process outlined
in the PHS regulation for extramural institutions (42 CFR Part 50
Subpart A).

The instructions require PHS enployees to report suspected or
apparent research msconduct and cooperate in the conduct of
inquiries and i nvestigation. |nstances of apparent retaliation are
to be reported to the agency for appropriate action. Bad faith
al l egations are subject to disciplinary action.

The instructions also establish a two-step process. Each agency
has the responsibility for conpleting an inquiry within 30 working

days. The agency nust submt a report to ORI on all inquiries.
ORI has the responsibility for conducting all investigations,
conpleting themw thin 120 days. M sconduct nust be proved by "a
preponderance of the evidence." M sconduct proceedings are

consi dered confidenti al .

In an intramural inquiry, the respondent and the conpl ai nant may
comment on the allegation. Oiginal data and other docunments and
materials are taken into custody when the respondent is notified
about the allegation. The respondent al so may coment on the draft
report. The respondent is given a copy of the final report; the
conplainant is notified of the inquiry outcome by letter. In an
i nvestigation the respondent may be represented by counsel and may
propose wi tnesses; be intervi ewed; have reasonabl e access to copi es
of any research data under review by ORl; submt information and
evi dence; rebut issues and evidence identified by ORI; and conment
on the draft report of the investigation. The respondent wll be
given a copy of the final report; the conplainant will be notified
of the outcone by letter.

* % %

Nom nati on Package Submtted; Conm ssion Chartered

A nom nati on package containing the nanes of 24 candi dates for the
twel ve positions on the Comm ssion on Research Integrity has been
submtted to the Assistant Secretary for Health (ASH). The
nom nati on package al so nmust be approved by the Secretary of Health
and Human Servi ces bef ore Conm ssion nmenbershi p may be establ i shed.

The Secretary signed the charter establishing the Conm ssion on
Novenber 4, 1993. The Comm ssion replaces the PHS Advisory
Comm ttee on Research Integrity which was term nated on Septenber
21, 1993. The ORI has tentatively scheduled the initial Conm ssion
neeting for spring 1994.

The Commission is mndated by Section 162 of the National
Institutes of Health Revitalization Act of 1993 (Pub. L. 103-43) to
"devel op recommendations for the Secretary of Health and Human
Services on the adm nistration of section 493 of the Public Health
Service Act" as anmended by provisions of the 1993 Act. Section 493
requires the Departnment of Health and Human Services to develop a
process for responding to allegations of msconduct in research



activities funded under the PHS Act and to establish protections
for whistl ebl owers.

* % %

Whi ch O fice Handl es Wiat Type of Research Abuse

The energence of several abuses of the research process has
gener at ed sone confusi on about which PHS of fi ce handl es what abuse.

The abuses are (1) scientific m sconduct, (2) m suse of human and
ani mal research subjects, and (3) financial m smanagenent. Each of
these areas is the subject of Federal regulations. Anot her
energing area is financial conflict of interest. A PHS regulation
is being drafted in this area by the Ofice of Extranural Research
at the National Institutes of Health (N H).

The ORI handl es all egations of scientific m sconduct that involve
PHS- supported research and that fit wthin the followng
definition: "M sconduct or msconduct in science neans
fabrication, falsification, plagiarism or other practices that
seriously deviate from those that are comonly accepted within the
scientific comunity for proposing, conducting, or reporting
research. 1t does not include honest error or honest differences
in interpretations or judgnents of data." Contact the ORI
Di vision of Research Investigations at (301)443-5330.

The ORI does not handle allegations of msconduct in regulated
research nonitored by the Food and Drug Adm nistration (FDA). This
research focuses on testing and eval uati ng human and ani mal drugs,
food and feed additives, and human bi ol ogi cal products and nedi cal
devices. Investigations of those allegations are coordinated by
the Ofice of Regulatory Affairs, D vision of Conpliance Policy,
Bi oresearch Program Coordi nation, FDA, at (301) 443-2390.

The O fice for Protection fromResearch Risks (OPRR) at the NIH is
responsi ble for responding to allegations of msuse of human and
ani mal subjects in PHS-supported research. Al l egations in this
area involve inproper care of research animals, the failure to
obtain i nfornmed consent fromhunman subjects, m streatnment of human
and ani mal subjects in research, and the failure to get approval
from an institutional review board or animal care conmttee.
Contact OPRR at (301)496-7005.

The O fice of Managenent Assessnent and Internal Control (OVAIC) at
NI H handl es al | egati ons of financial m smanagenent of N H research
funding. Allegations in this area involve using research funds for
unaut hori zed purposes and the subm ssion of false expenditure
claims. Contact OVAIC at (301)496-1361

The ORI, OPRR, and OVAIC only deal with applications or awards
for research supported by the PHS agenci es.

O her Federal agencies such as the National Science Foundation, the
Vet erans Adm nistration, and the Departnent of Agriculture also
have offices to handl e these abuses of the research process.



These abuses do not cover all the problemareas associated with the

research process. O her areas - authorship responsibilities,
col | aboration agreenents, data sharing, duplicate publication,
| aborat ory managenent, and quality control - fall largely within

the responsibility of institutions and scientific and professional
associ ati ons.

* % %

Upcom ng Meeti ngs*

May 27 - "Scientific (M s)Conduct and Social (lr)Responsibility."
One day conference on research ethics will be held on the Indiana
Uni ver si ty- Bl oom ngt on canpus. Regi stration deadline: April 15.
Contact: Poynter Center, 410 North Park Avenue, BlIoom ngton, IN
47405. Tel ephone (812) 855-0261, Fax: (812) 855-0261

June 11-15 - The second annual faculty workshop on "Teachi ng Ethics
in the Bionedical and Biological Sciences" will be held in Bar
Har bor, Mai ne. The workshop will deal with content areas and
t eachi ng nmet hods including the use of case studies. Registration
deadl i ne: WMy 1. Contact: Dr. Judith P. Swazey, The Acadia
Institute, 118 West Street, Bar Harbor, ME 04609. Tel ephone and
Fax: (207) 288-4082.

*The |ist of upcomng neetings is neither exhaustive nor all
i nclusive nor should any of the itens |listed or described be even
remotely construed as being favored or endorsed by the governnent.

* % %
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Assur ances Program (301) 443-5377
Di vi sion of Research
| nvesti gati ons (301) 443-5330
Research Integrity Branch/ OGC (301) 443-3466
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PHS- supported research



