Volunme 5, No. 1, Ofice of Research Integrity, Decenber 1996

Duplication of this newsletter is encouraged. Copies of this and
other ORI publications are available on WAWVof the Internet at
http://phs. os. dhhs. gov/ phs/ori/ori_homne. ht n

*kk k%

GOVERNMENT SUPPCORTS | NSTI TUTI QN, | NDI VI DUALS | N M SCONDUCT SU T

Institutions and individuals should be protected from defamati on
| awsuits when they provide information on all egations of
scientific m sconduct to ORI because such actions are privil eged
by the mandatory notification requirenments of federal |aw,
according to an amcus curiae brief filed in the U S. Court of
Appeal s for the Fifth Grcuit by the federal governnent.

The brief supports an appeal filed by the Bayl or Coll ege of

Medi cine and others of a decision by the U S. District Court for
the Southern District of Texas that rejected clains of
governnmental inmunity for the defendants and federal
jurisdiction. The suit, originally filed in State court, was
renoved to federal court on the governmental immunity question
but was later remanded to State court for trial when the district
court rejected Baylor's argunent.

Kinon J. Angelides, Ph.D., filed the | awsuit against Baylor, two
adm ni strators, nenbers of the investigation conmttee, and

W tnesses who testified as part of the institutional m sconduct
investigation. He raised various clains including breach of
contract, wongful termnation, |ibel and slander, interference
with contracts and business relations, and bl acklisting, arising
out of Baylor's finding of scientific m sconduct and his
subsequent dism ssal fromthe coll ege.

In its brief, the federal government asserted that the preenptive
requi renents of federal |aw, which nmandate the reporting of

m sconduct investigations to ORI, provide no basis for State tort
l[itability in defamation: "These federal requirenents preenpt
state tort liability for such actions since conpliance with state
and federal requirenents is a practical inpossibility and state
tort liability stands as an obstacle to the acconplishnent of the
full purposes and objectives of Congress.”

The brief continued, "The conflicting state and federal
requirenents give rise to an absolute privilege of defendants
fromliability for reporting scientific msconduct since private
parties carrying out federally-mandated duties should not be put
in an untenabl e position between such requirenents.

Al ternatively, individual defendants who report on matters of
scientific msconduct have a qualified privilege fromstate | aw
clains."”

However, the government acknow edged that the privil ege does not
protect defendants fromall lawsuits. "To the extent that
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plaintiff's clains arise out of the manner by which the
investigation in this case was conducted, defendants are not
entitled to immunity fromsuch clains (although the guidelines
for investigations contained in federal regulations would
certainly informany decision as to the reasonabl eness of

def endants' conduct, see 42 C.F.R 50.103(d))."

I NSTI TUTI ONS WARNED ABOUT FUNDI NG CUTCOFF

ORI notified three institutions in Cctober that it would
recommend that N H suspend current support and w thhol d al
future support to themif they failed to establish active
assurances by submitting the requested materials within 60 days.

Two institutions may establish active assurances by submtting
initial assurance formnms; the third institution nust file revised
policies and procedures for responding to allegations of
scientific m sconduct.

ORI took these conpliance actions after the institutions failed
to respond to repeated requests for the required materials. In
t he usual situation, ORI will undertake this conpliance action
after institutions have failed to respond to two requests.

The PHS regul ation requires institutions to establish and

mai ntai n an active assurance pertaining to m sconduct in science
with ORI to be eligible to receive PHS research or research
training support. Institutions establish an active assurance by
filing a formwith ORI or signing the face page of the revised
PHS grant application formand establishing an adm nistrative
process for responding to allegations of scientific m sconduct
that conplies with the Federal regulation. Institutions maintain
their assurance by submitting the Annual Report on Possible
Research M sconduct and conplying with the provisions of the
Federal regul ation.

| NFORM NG STAFF ABOUT POLI Cl ES AND PROCEDURES

Three nethods are primarily used to informfaculty, staff,
technicians, fellows and graduate students about institutional
policies and procedures for responding to allegations of
scientific msconduct. Mre than half of the institutions rely
on a single nethod to reach each target popul ation, according to
the 1995 Annual Report on Possi ble Research M sconduct.

The handbook/ manual option is the predom nant nethod used. The
all hands neno is a distant second; the orientation session is
third. The question concerning the dissem nation of policies and
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procedures was answered by 2613 institutions.

About a quarter of the institutions reported using two nethods to
reach each of the target popul ations; about a tenth reported
using three. Five percent or less of the institutions reported
usi ng four nmethods or nore. The node and nedi an nunber of

met hods used for each target popul ati on was one.

The use of other nethods varied by target population. The rank
order of methods used for faculty, staff, and technicians
differed fromthose used for fellows and graduate students.
Panphl ets, brochures, and newsletter articles were nore
frequently used to conmunicate with faculty, staff, and
technicians than with fellows and graduate students. Courses,
sem nars, and electronic bulletin boards were nore frequently
used to reach fellows and graduate students than faculty, staff,
and technicians. A lecture series was the |east frequently used
general nethod across all popul ati ons.

Popul ar choi ces anong those who wote in answers were "oral

di scussion" and "staff neetings."” A conmon thene anong the
wite-ins seemed to be face-to-face discussion of the issues and
the institutional policies. A grow ng nunber of institutions

al so indicated that their policies are available on their
respective home pages on the Wrld Wde Wb
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1996 ANNUAL REPORT FORMS DUE BY MARCH 3

Institutional officials can save tine and effort and elimnate

t he aggravation associated with an inactivated assurance by
submtting a conpleted and signed 1996 Annual Report on Possi bl e
Research M sconduct by the March 3, 1997, deadli ne.

The 1996 Annual Report on Possi ble Research M sconduct fornms wll
be mailed to institutions on January 17, 1997. Assurances w ||
be inactivated for all institutions that have not returned the
formby the deadline. Last year, 396 institutions becane
ineligible for PHS fundi ng because their 1995 Annual Reports were
not returned by the deadline.

The 1996 formis essentially the same as the 1995 report. One
guestion has been del et ed.

ORI hopes the substantial inprovenment noted in the subm ssion of

t he 1995 Annual Report will continue with the 1996 reports. The
nunber of unsigned reports decreased by one-third. The nunber of
institutions that did not respond to the questions on the

3
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avai lability of policies and procedures and the nethods used to
di ssem nate themto institutional nenbers declined 56 and 54
percent respectively.

Only 111 institutions were asked to submt their policies and
procedures as a result of their response to the question in the
1995 report concerning the availability of policies and
procedures. The previous year, 184 institutions were asked for
their policies because of an inadequate response to the question.

Institutional officials are asked to check whether their
institution has filed policies and procedures or a snal

organi zati on agreenent with ORI before answering the availability
question. For 1995, 93 institutions that had policies on file
with ORI indicated that they did not have themor failed to
answer the question. Small businesses should respond positively
if they have submtted a small organization statenent.

Report on the 1995 Annual Report on Possi bl e Research M sconduct
is available on the ORI Home Page or in hard copy.
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I NSTI TUTI ONS ADOPTI NG ORI MODEL PQOLI CY

ORI routinely reviews institutional policies and procedures for
responding to allegations of scientific msconduct to ensure that
the policies established by extranural institutions conply with
the PHS regulation (42 C.F.R Part 50, Subpart A). ORl also
devel oped the ORI Model Policy and Procedures for Responding to
Al l egations of Scientific Msconduct (ORI nodel) in 1995 to
respond to the numerous requests it receives every year for a
sanpl e policy that would nmeet the regul atory requirenents.

Since it began reviewing policies |ast year, ORI has accepted a
total of 133 institutional policies. Thirty-three of those
institutional policies were based on the ORI nodel, nearly 25% of
the total accepted.

The revi ew consi sts of exam ning existing institutional policies
and procedures for adherence to specific provisions of the PHS
regul ation. Some policies are accepted after the initial review
if they are found to address adequately all the rel evant
conponents of the regulation. To date, 38 policies have been
accepted after the initial review, with 14 policies (37% using
the ORI nodel

If the review determ nes that sone provisions of the PHS
regul ati on are not adequately represented, a report on the
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deficiencies is sent to the institution with a request for
revisions. |f numerous deficiencies are noted, the ORl nodels
are also forwarded as gui dance. To date, 95 revised policies
have been accepted, with 19 policies (20% closely follow ng the
ORI nodel .
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RETALI ATI ON COVPLAI NTS | LLUSTRATE DI FFI CULTI ES OF
PROTECTI NG WHI STLEBLOWERS

Summaries of three selected retaliation conplaints are provided
below to illustrate how institutions and ORI have responded to
these difficult situations.

Case 1

The conpl ai nant cl ai med that his reputation was severely damaged
and he was forced to resign his position as chairman of his
departnment as a result of his bringing allegations of scientific
m sconduct against a faculty nenber at his institution. At ORI's
request, the institution appointed an investigative commttee to
review the matter. The commttee conducted an extensive review
and concl uded that the institution was responsible for many of

t he adverse actions suffered by the conplainant as a result of
his making allegations. The comm ttee suggested a nunber of
remedi es, including devel opnental |eave for a full year, start-up
research funds, and a witten announcenent to the faculty stating
that the conplainant acted properly in making the allegation.

The conmm ttee al so recommended that as a way to prevent future
retaliation, an official was to neet with the conplainant on a
sem annual basis to nonitor his reintegration into his
departnent. The institution inplenented several of the actions
recommended by the commttee.

Case 2

The conpl ai nant cl aimed that the keys to his |ab and a personal
file cabinet were confiscated and he was sent a "lay off"
notification because he made all egations of scientific m sconduct
agai nst his supervisor. His supervisor also wote to the
conplainant's former enployer stating that the conpl ai nant

fal sified docunents, sabotaged experinents, and breached patient
confidentiality in an attenpt to termnate the conplainant's
pension privileges. ORl contacted the institution and asked
officials to explain the actions they intended to take in
response to these retaliatory actions, and how they intended to
prevent it from happeni ng again.
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The institution directed the respondent to cease such actions,
and filed a formal conpl aint agai nst the respondent for violation
of the institution's policies and procedures, as well as the
Faculty Code of Conduct. In ternms of protecting the conplainant,
institutional officials extended his appointnent for an

addi tional year while the m sconduct investigation was ongoi ng,
and noved himtwice to avoid interaction with the respondent.
This protection was provided despite the conpl ai nant al so being
naned as a respondent in the m sconduct case he initially
reported. The conplainant's enploynent was term nated at the
concl usi on of the m sconduct investigation, based on his admtted
m sconduct, but this action was not considered to be retaliatory.

Case 3

The conpl ainant clainmed that officials at the university where he
received his doctorate were providing negative or false letters
of recommendation in retaliation for his raising allegations of
scientific msconduct. ORI staff contacted recipients of the
letters, and they indicated that they did not perceive the
contents as negative. The recipients also indicated that their
hiring decisions were based on personal inpressions devel oped
during interviews and presentations; the letters had little or no
i mpact on their hiring decision. There was insufficient evidence
to pursue this allegation and the case was closed with no
referral to the institution.
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Need M sconduct Case Sunmmaries for C asses?
Request back issues of the ORI Annual Report.

Interested in the Results of the Institutional Annual Reports?
Ask for the "Report on the 1995 Annual Report™

Call OR at (301) 443-5300
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CASE SUMVARI ES

Melissa A. Harrington, Ph.D., University of Texas Southwestern
Medi cal Center (UTSMC). Based upon an investigation conducted by
the UTSMC, information obtained by ORI during its oversight
review, and Dr. Harrington's own adm ssion, ORI found that

Dr. Harrington, former postdoctoral research fellow, Departnent
of Pharmacol ogy at the UTSMC, engaged in scientific m sconduct by
fal sifying the nethodol ogy and figures in a manuscript that was
accepted for publication in the Journal of Neuroscience ("Gaq and
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Gaa open two Bradyki ni n-gated potassiumchannels via a
menbr ane-delimted pathway"). The research was supported by a
National Institute of General Medical Sciences grant.

Specifically, ORl found that Dr. Harrington had (1) falsely
described the addition of GDP to a G protein subunit buffer when
she had omtted it fromsone of the experinents; (2) falsified
three figures (a) by falsely depicting the course of an

el ectro-physi ol ogi cal response as being due to a conbi nati on of
two substances that had not been conbined and (b) by falsely
representing a single channel current record as being an exanple
of a distinct channel type that was elicited by the substance
Gaq, which had not been added prior to the recording; and

(3) intentionally incorporated the falsified data fromthe
experinments in which GDP had been omtted in her statistical
descri ptions.

The Journal of Neuroscience manuscript was w t hdrawn and was
never publ i shed.

Dr. Harrington has accepted the ORI finding and has entered into
a Voluntary Exclusion Agreenent with ORI in which she has agreed,
for the three-year period beginning Cctober 23, 1996, to excl ude
herself from serving on any PHS advisory comm ttee, board, and/or
as a consultant; and that any institution that submts an
application for PHS support for a research project on which her
participation is proposed or which uses her in any capacity on
PHS- supported research nmust concurrently submt a plan for
supervi sion of her duties. The supervisory plan nust be designed
to ensure the scientific integrity of Dr. Harrington's research
contribution. The institution nust submt a copy of the
supervisory plan to ORI .

Eric Waitters, Ph.D., University of Oregon (UO). Based upon a UO
investigation as well as his own adm ssion, ORl found that Dr.
Whitters, a forner postdoctoral fellow at the Institute of

Mol ecul ar Biology at UO engaged in scientific m sconduct by
fabricating experinmental results that involved the selective
growt h of yeast strains that he represented as having

t enper ature-sensitive phenotypes. The research was supported in
part by a grant fromNH s National Institute of General Medi cal
Sci ences.

Dr. Wiitters has accepted the ORI finding and has entered into a
Vol untary Excl usion Agreenment with ORI in which he has agreed to
exclude hinself fromany Federal grants and cooperative

agreenents and from service on any PHS advisory conmmttee, board,
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and/ or peer review conmrittee or as a consultant for the
t hree-year period begi nning Novenber 6, 1996.

The research at issue did not affect any published research and
was not included in any grant application.

Gang Yuan, Fox Chase Cancer Center (FCCC). ORI has entered into
a Voluntary Exclusion Agreenent with M. Yuan, a forner

| aboratory technician at FCCC. The agreenent resolved ORI's
proposed adm ni strative actions against M. Yuan which were based
on al l egati ons concerning research data he generated at FCCC.

The data becane the subject of an investigation conducted by FCCC
and an ORI oversight review The data at issue were included in
a grant application submtted to the National Institute of

CGeneral Medical Sciences of NIH and in a manuscript submitted to,
but not published by, the journal Biochem stry.

M. Yuan disagreed with the allegations, but to settle the matter
he has voluntarily agreed, without admtting to guilt, to exclude
hi msel f from any Federal grants, contracts, and cooperative
agreenents, and from service on any PHS advi sory comm ttee,

board, and/or peer review committee, or as a consultant for the

t wo-year period begi nning Cctober 25, 1996.

ORI CLARI FI ES ASPECTS OF I TS PROCEDURES AND OPERATI ONS

Several recent news articles and opinion pieces have di scussed
ORI procedures and operations and the need for inprovenent. Many
of the questions have centered on the process of pursuing
conplaints and the rights and recourse of scientists being
investigated. 1In order to pronote nore informed di scussion of
these issues, ORI is providing the follow ng information:

What opportunities exist for accused scientists to defend
t hensel ves?

The investigating entity (whether ORI or the institution) inforns
t he respondent about the allegations when an inquiry begins.
During an inquiry a respondent is interviewed, confronts and
presents evidence, and suggests witnesses. A draft inquiry
report is presented to the respondent for comment. |If the

i nqui ry shows evidence that m sconduct may have occurred, a
formal investigation follows. At this stage, the respondent is
re-interviewed, sonetines nore than once, confronts and presents
addi ti onal evidence, and suggests additional w tnesses. The
draft investigation report is presented to the respondent for
cooment. |If ORI proposes a finding of m sconduct, the respondent
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may request a hearing before the HHS Departnental Appeal s Board.
Throughout this process the respondent may have counsel .

What steps has ORI taken to reduce the duration of cases?

ORI acknow edges that the resolution of allegations has taken far
too long in some cases and has put enornous effort into
shortening the processing tinme for allegations and cases. OR

i nherited several hundred unresolved all egations of m sconduct
and a casel oad of about 70 formal cases fromthe former Ofice of
Scientific Integrity in 1992. Since that tine, OR has closed
over 1,000 allegations and 194 formal cases, reducing its current
caseload to 50, a record low ORI's goal over the next few years
is to turn over its casel oad approxi mately every 12 nont hs,

except for a few conplex and difficult cases which wll
necessarily take longer. These 50 cases have been open in ORl an
average of 12 nonths, suggesting that this is a reasonabl e goal

Does ORI have qualified investigators to handle its m sconduct
cases?

A well-trained staff with rel evant professional experience is
essential to protecting the integrity of research supported by
the Public Health Service. Since its establishnment, ORI has
adopted detailed internal procedures to guide its professional
staff in the conduct of investigations. Each OR investigator
has a Ph.D. or MD. and has attended courses at the Federal Law
Enf orcenment Trai ning Center which provides initial and advanced
training for federal investigators. After auditing 40 ORI case
files, the General Accounting Ofice recently concluded that ORI
has "devel oped and i npl emented procedures for handling m sconduct
cases, which we believe conforns to established federal standards
for investigations . . ." and found "few concerns about the [ORI]
techni ques used in handling cases.™

s ORI objective when it investigates alleged m sconduct?

ORI believes that objectivity is essential to the integrity of
any investigative office. ORl has found m sconduct 66 tines
since 1992, which represents |ess than 7 percent of the over
1,000 all egations reviewed. This record denonstrates a
principled effort to balance the need to protect the integrity of
PHS- supported research with the need to respect the rights and
reputations of scientists who have not engaged in m sconduct.
Thi s wi nnowi ng process results fromthe careful review OR
conducts of each allegation to determ ne whether it falls within
the PHS definition of m sconduct, involves federal funds, and is
substantive enough to warrant pursuit. Each year, about 200

9
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all egations lead to 40 to 50 formal inquiries or investigations
which result in about 12 findings of m sconduct a year. Al nost
all of these inquiries or investigations are conducted by
institutions; ORI opened only one extranural investigation in
1995 and 1996.

Since 1992, ORI has declined to go forward with eight
institutional findings of m sconduct. While institutions, as
enpl oyers, have authority to establish broader standards of
conduct and to inpose additional sanctions for violations beyond
t hose contenplated by ORI, ORI's exercise of discretion not to
pursue institutional findings in certain cases represents a clear
sign that ORI recogni zes and abides by the limts of the PHS
definition of scientific m sconduct.
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EDI TORS REQUI RED TO PURSUE M SCONDUCT, PUBLI SH RETRACTI ONS

Journal editors have an affirmative responsibility to
appropriately pursue possible scientific fraud in manuscripts
subm tted to or published in their journals and publish a
retraction of any fraudul ent paper published in their journals
according to a 1987 suppl enental statenent to the Uniform

Requi rements for Manuscripts Submitted to Bi omedi cal Journals

i ssued by the International Commttee of Medical Journal Editors
and adopted by over 500 journals.

"I'f substantial doubts arise about the honesty of a work, either
subm tted or published, it is the editor's responsibility to
ensure that the question is appropriately pursued (including
possi bl e consultations with the authors),"” the statenent
decl ar es.

Editors, however, are not responsible for conducting a ful

i nvestigation or deciding whether scientific fraud occurred.
Those responsibilities rests with the institution where the work
was done or the agency that supported the research.

The statenment continues, "The editor should be pronptly inforned
of the final decision, and, if a fraudul ent paper has been
publ i shed, the journal nmust print a retraction.” ORl notifies
the relevant editors when a finding of scientific m sconduct

i nvol ves a published work. Adm nistrative actions inposed by the
PHS may require authors to retract or correct published

manuscri pts.

"The retraction, so |abeled,"” the statenent declares, "should
appear in a promnent section of the journal, be listed in the

10
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contents page, and include in its heading the title of the
original article. It should not sinply be a letter to the
editor.™

The statenent al so addresses the authorship and content of
retractions: "ldeally, the first author should be the sane in the
retraction as in the article, although under certain

ci rcunstances the editor may accept retractions by other
responsi bl e persons. The text of the retraction should explain
why the article is being retracted and i nclude a bibliographic
reference to it."
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SUBAVWARDEE ARRANGEMENTS NEEDED

Did you know that institutions are held responsible for the
conpliance of any organization that receives PHS support through
your institution, such as other institutions in a consortium
where your institution is the grantee? You nust ensure that
entities with which your institution has such consortium or
contractual rel ationships have an assurance on file with ORI, or
have agreed to be subject to the policies of your institution

Wi th respect to the research supported through the consortium or
contractual arrangenent.

Call the Assurance Programstaff if you have questions or need
assi st ance.
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PUBLI CATI ONS*

"Federal Actions Against Plagiarismin Research” by Alan R
Price. Journal of Information Ethics, Spring 1996: 34-51.

Revi ews policies and specific cases involving plagiarismin
federally funded research, focusing on the findings and

adm ni strative actions of ORl and NSF concerning confirnmed or
adm tted pl agiarists.

"Advice to Individuals Involved in M sconduct Accusations” by
Paul Friedman. Academ c Medicine, 71 (7): 716-723.

Science on Trial: The C ash of Mdical Evidence and the Law in
the Breast Inplant Case is a new book by Marcia Angell, MD.,
WW Norton & Co.: New York, 1996.

"Scientific Msconduct in Epidemologic Research” by C. Soskol ne
and D. Macfarlane, in Ethics and Epi dem ol ogy (S. Coughlin and T.
Beauchanp, editors), Oxford University Press, 1996.

11
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"Scientific Reasoning and Due Process" by Louis Guenin and
Bernard Davis. Science and Engineering Ethics Vol. 2(1): 47-54,
1996.

Limts: The Role of the Law in Bioethical Decision Mking by
Roger B. Dworkin, Indiana University Press, 1996.
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VEETI NGS*

March 6-8, 1997. Sixth Annual Meeting of the Association for
Practical and Professional Ethics (APPE), Washi ngton, DC.
Contact APPE, 410 North Park Ave., Bloom ngton, IN 47405; (812)
855-6450; FAX (812) 855-3315; appe@i ndi ana. edu;
http://ezinfo.ucs.indi ana. edu/ ~appe/ hone. ht m .

March 8-9, 1997. M ni-conference on Practicing and Teachi ng
Et hics in Engineering and Conputing, Washington, DC. Contact
sane as above.

June 25-28, 1997. Fourth Annual Wirkshop on Teachi ng Research

Et hics, Bloom ngton, IN. Contact Kenneth Pinple, Poynter Center,
| ndi ana Uni versity, 410 North Park Ave., Bl oom ngton, |IN 47405;
(812) 855-0261; FAX (812) 855-3315.

*Lists of Publications and Meetings are neither exhaustive nor

all inclusive. Nor should any of the itens listed or described
be even renotely construed as being favored or endorsed by the

Gover nnent .

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) 594-0042
Div. of Research Investigations....(301) 443-5330
FAX. o (301) 594-0039
Research Integrity Branch/OGC. ... .. (301) 443-3466
FAX. o (301) 594-0041
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ORI NEWSLETTER

The ORI Newsletter is published quarterly by the Ofice of
Research Integrity, Ofice of the Secretary of Health and Human
Services, and distributed to applicant or awardee institutions
and PHS agencies to facilitate pursuit of a common interest in
handl i ng al | egati ons of m sconduct and pronoting integrity in
PHS- supported research

This newsl etter may be reproduced w thout perm ssion.
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