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http://phs. os. dhhs. gov/ phs/ori/ori_homne. ht n

*kk k%

ORI REDUCES CASELQAD; SHORTENS PROCESSI NG TI ME

ORI began this calendar year with the small est caseload (48) in
its history, having closed 49 cases, opened 39 cases and assessed
196 new al l egations in 1996 while significantly reducing the
pre-1995 case backl og.

O the 49 closed cases, 17 resulted in findings of scientific

m sconduct or PHS adm nistrative actions and one was overturned
by the HHS Departnental Appeals Board followi ng a request for a
hearing by the accused scientist. Since ORl began operation in
1992, ORI has made findings of scientific m sconduct or inposed
adm ni strative actions in 68 cases; 3 findings were overturned on
appeal; and 1 was withdrawn. Two other cases were settled

wi thout a finding of m sconduct follow ng an appeal. Overall, 92
percent of ORI's m sconduct findings and adm nistrative actions
becane fi nal

O the 196 new al |l egati ons, 65 were assessed for a possible
inquiry or investigation, 39 were referred to other agencies, and
92 were closed without further action. Eighty percent of the 65
al l egations which required in-depth review by ORl staff were
resolved with an average processing tine of 29 days (tinme from
assignment to closure or the opening of a formal case). The

ot her 20 percent are still under review The average |ength of
time for assessing allegations has been dramatically reduced by
ORI from over 200 days in 1992.

At the end of 1996, ORI had 48 formal cases and 13 all egations
under review. 1In 1992, ORl started with a backlog of 70 plus
cases and over 600 unresolved allegations. Currently, ORI's
formal cases are open an average of 10-12 nonths (counting from
the tinme an institution has conpleted its investigation and
reporting activities to ORI resolution).

While ORI has significantly reduced its case backlog, ORl is also
acutely focused on the quality of its case investigations,
oversight, and resolution. Since June 1992 when ORI began
operations, it has closed over 200 cases and well over 1,000

al l egations of scientific msconduct. O the 200 cases cl osed,
68 have resulted in findings of m sconduct and PHS admi ni strative
activities, approximtely one-third of the total. However, this
is well under 10 percent of the total allegations reviewed by
ORI .
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Were ORI has nmade a finding or taken action, it has been
successful 92 percent of the tinme. In addition, based on its
review of the facts, ORI has declined to make a PHS finding in an
additional 10 cases where an institution conducted an

i nvestigation and recommended m sconduct. This is consistent
with ORI's careful efforts to apply the applicable PHS | egal
standard for m sconduct and to protect the rights of the accused.

O the 68 m sconduct findings and admi nistrative actions, 44 were
based on cases opened after June 1992 and fully devel oped by ORI
under its own standards and procedures. None of these findings
has been reversed. One case was appeal ed, but follow ng an
initial legal decision in ORI's favor, the accused scientist

wi t hdrew t he appeal and ORI's proposed findings and

adm ni strative actions becane final

ORI has taken special efforts the past several years to expedite
its resolution of m sconduct cases and all egations, while

mai ntaining high quality in its case analysis and assessnent.
This effort requires a careful balance between efforts to protect
the integrity of PHS-sponsored research and the rights of the
accused. ORI will continue to nmonitor its efforts to maintain
this delicate balance in its future efforts and take corrective
actions as appropriate.
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ORI PRESENTS WORKSHOP FOR | NSTI TUTI ONAL M SCONDUCT OFFI CI ALS

ORI is holding an introductory workshop June 6 in the Natcher
Center at NIH for institutional m sconduct officials who are
responsi ble for ensuring institutional conpliance with the PHS
regul ation related to scientific msconduct (42 C.F.R Part 50,
Subpart A).

Thi s workshop will provide basic information on how the

regul atory requirenents placed on institutions may be nmet by such
institutional officials as institutional research integrity
officers, inquiry/investigation conmttee nenbers,

adm ni strators, and counsel.

Besi des presentations by ORl staff, the workshop will include a
panel discussion noderated by Barbara M shkin, an attorney at
Hogan & Hartson; Julie G oss Adel son, counsel at GCeorgetown

Uni versity Medical Center; Barbara Starklauf, Assistant Dean, The
John Hopkins University; Frederick Savage, Associate Ceneral
Counsel , The Johns Hopkins University, and Thomas Sil ber,

Director of Ethics, Children's Hospital National Medical Center.
This instructional workshop wll review the general
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responsi bilities of institutional m sconduct officials and w |

hi ghli ght the specific requirenents that institutions need to
fulfill in investigating allegations of m sconduct involving
research supported by Public Health Service funds. It will cover
the inquiry and investigation stages of the process, as well as
the role of Federal oversight and resolution of cases. Specific
sessions will focus on protecting both whistlebl owers and
respondents, and handling conplaints of retaliation against

whi st ebl owers. The workshop also will discuss institutional and
Federal experiences and perspectives on responding to all egations
and avoi ding possible pitfalls in resolving cases.

A variety of materials wll be available at the workshop,
including the recently rel eased ORI Handbook for Institutional
Research Integrity Oficers.

Regi stration fees are $80 if received by May 1, or $95 after My
1. For nore information or to register for the workshop contact
Circle Solutions, Inc. at (703) 902-1205.

AGENDA

8:30 a.m Wl com ng Remarks

9:00 a.m \What is a Research Integrity Oficer?
9:30 a.m Devel opi ng Policies and Procedures
9:45 a.m Keeping an Assurance Active

10: 00 a. m Br eak

10: 15 a.m Responding to Allegations of Scientific M sconduct:
I nquiries and | nvestigations

11:15 a.m Institutional Experiences & Perspectives-Qpen
Di scussi on

12: 00p. m Lunch

1: 00 p. m Federal Oversight and Resol ution

1: 30 p.m Protecting Wistleblowers & Respondents

2:30 p.m Br eak

2:45 p.m Responding to Retaliation Conplaints

3:00 p.m PHS and Institutional Sanctions

3:15 p.m Approaches and Experiences in Resolving Cases
3:45 p.m Avoiding Problens in Disclosing Case |Information
4:00 p.m Panel D scussion

5:00 p.m Adjourn
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ADM NI STRATI VE ACTI ONS BULLETI N BOARD HAS NEW ADDRESS ON WAV

The PHS Administrative Actions Bulletin Board, which contains
information on adm nistrative actions inposed on individuals

agai nst whomthere is a finding of scientific m sconduct or a
viol ati on of FDA regul ati ons governing research, has a new
address on the WAV
http://silk.nih.gov/public/cbzlbje. @ww. orilist.htm. Please
note that the character after cbz is the nuneral 1, not the | ower
case letter L. Also note the . (dot) before the @

The bulletin board may al so be accessed through the DRG hone page
(http://ww. drg.ni h.gov) by clicking on "referral and review' and
going to "ORl Listing."

Each scientific msconduct entry on the bulletin board includes
the nane of the respondent, the nane of the institution where the
m sconduct was investigated, the type of m sconduct found, the
adm ni strative actions inposed, and the starting and endi ng dates
for the adm nistrative actions. Relevant information on FDA
violations is al so provided.

The information included on the bulletin board is neant to be
used by PHS programofficials, scientific review officials,

commi ttee managenent officials, and grant and contract officials,
as well as admnistrators at PHS applicant or awardee
institutions in providing assistance in the inplenentation of PHS
adm ni strative actions. Institutions are required to submt
materials with grant applications by sonme adm ni strative actions.
Institutions are also required to send a copy of the required
materials to ORI.

*kk k%

| NACTI VATI NG ASSURANCES

| f you have not submitted your 1996 Annual Report on Possible
Research M sconduct by the tinme you read this issue of the ORI
Newsl| etter, the research m sconduct assurance for your
institution has been inactivat ed.

*kk k%

WHEN |'S AN | NSTI TUTI ON REQUI RED TO REPORT TO ORI ?

Extramural institutions are required to notify ORIl of scientific
m sconduct cases if an institution concludes that an
investigation is warranted (42 C F. R 8 50.103(d)(4) and

§ 50.104(a)(1)). However many institutions remain confused about
when a m sconduct proceedi ng may be stopped at the inquiry stage

4
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wi thout notification and when it nust proceed to a concl usion.
Bel ow are sone exanpl es that denonstrate the types of problens
that institutions have encountered:

Case #1:

An institution convened an inquiry conmttee to review

al l egations that a researcher had fabricated data in a draft
manuscri pt presented to his |aboratory chief for review. The
research was purportedly conducted under the | aboratory chief's
PHS grant award. When confronted, the researcher admtted that
he had fabricated the data and volunteered his resignation. The
inquiry commttee concluded that the fabrication of data
represented scientific m sconduct, but noted that the paper was
never published and the data were never reported in a grant
application. They concluded that the matter was "resol ved" at
the inquiry stage with the researcher's resignation and
recomrended that the ORI not be notified. Fortunately, the
institutional official questioned that recomrendati on and call ed
ORI to clarify the reporting requirenents.

ORI Conmment :

In the usual situation, the inquiry commttee's responsibility is
to determ ne whether there was sufficient reason to believe

m sconduct may have taken place to warrant an investigation, not
to make a finding of m sconduct and "resol ve" the issue.
However, if the respondent admts to m sconduct at the inquiry
stage and the institution determ nes that no further
investigation is warranted, the institution should neverthel ess
report its msconduct finding to ORI and state why it believes
further investigation is unnecessary. See 42 C.F.R

§ 50.104(a)(3).

The only tinme the ORI need not be notified is when an inquiry
commttee finds insufficient evidence of possible msconduct to
warrant further investigation. Wile the resignation of the

i ndi vi dual who has admitted m sconduct may protect the
institution, it does not protect public funds, since this

i ndi vi dual nmay nove on to another position where he is engaged in
research supported by the PHS. Deciding whether to recomrend
actions to protect PHS funds when scientific m sconduct is
confirmed is one of ORI's major responsibilities.

Case #2:

An inquiry conmttee conpleted its assessnent of allegations of
possi bl e scientific m sconduct on the part of a graduate student
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whose research was supported by a PHS grant to his nentor
However, the institution decided to handle the allegations
through its student disciplinary process rather than opening an
i nvestigation into possible scientific m sconduct under its
assurance with ORI. Because they followed their student

di sciplinary procedures rather than their scientific m sconduct
procedures, institution officials decided that ORI need not be
notified.

ORI Conmment :

As long as the research that is questioned was supported in part
by a PHS award, the institution is obliged to notify ORI that it
is opening an investigation. ORI counsel nay be consulted to
determ ne whether the requirenents for a student disciplinary
heari ng and for a m sconduct investigation can be satisfied by a
si ngl e process.

Case #3:

An inquiry conmttee found that it was |ikely that an assistant
prof essor had conmitted scientific m sconduct by falsifying
experinmental data. However, when the assistant professor
threatened to sue the university, the commttee decided to allow
her to repeat the experinents, agreeing that they woul d not
proceed with a m sconduct investigation if the repeated
experinments supported the earlier results. Therefore, the
institution decided not to report to ORl unless the new
experinments failed to confirmthe results that there was reason
to believe were falsified.

ORI Conmment :

It is ORI's position that a finding of falsification cannot be
voi ded even if further research proves that the respondent
"guessed" the right answer. Thus, the institution should proceed
to an investigation to determine if the original data were
falsified. |If the investigation determnes that there is not
sufficient evidence to find that m sconduct has occurred, the
matter is settled. Allowing the researcher to repeat her
experinments may | eave unanswered the question of whether she
falsified the original experinments. Her reputation nay be harned
nore by the lingering questions about her research than by a
formal proceeding that arrives at a definitive finding.

**kk k%

QU TAM SU T VERDI CT REVERSED ON APPEAL

A jury verdict in a qui tamsuit that resulted in a $1.9 mllion
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j udgnment against the University of Al abama-Birm ngham (UAB) and
four researchers was reversed by the U S. Court of Appeals for
the Fourth Gircuit in Baltinmore on January 22 because "it is
abundantly clear that substantial evidence upon which the jury
could have found for Berge is lacking." (US. ex rel. Berge v.
Univ. Al abama, et al., No. 95-2811, ...F.3d ... (4th Gr.
January 22, 1997).

The reversal cleared Charles A. Afford, MD., Robert F

Pass, MD., Sergio B. Stagno, MD., and Karen Fow er, Ph.D. of
submtting false statenents to NIH in grant applications seeking
support for research on the transm ssion of cytonegal ovirus from
pregnant wonen to their children. The lawsuit was filed by
Panel a A. Berge, Ph.D., who conducted her dissertation research
on cytomegal ovirus at UAB while she was a graduate student at
Cornell University.

In rendering its decision the court also responded to
jurisdictional issues concerning the constitutionality of the
Fal se G ains Act raised by UAB in its appeal and by ot her
institutions and professional associations in amcus curiae
briefs. The court did not consider the constitutionality of the
Act itself because the case was decided on the facts, but it
determned that the United States is the real party in interest
under the False Clainms Act, even where it permts a qui tam
relator to pursue the action on its behalf. The court also
concl uded that states do not have El eventh Amendnent immunity
fromlawsuits brought by the United States. However, the court
ruled that the United States, as the real party in interest under
the Fal se Cains Act, nust have suffered an injury in fact.

In reaching its decision, the court held that Dr. Berge had not
met the burden of proof in showing that the United States had
suffered an injury. The court concluded that there was
insufficient evidence that the alleged false statenents were
false. Also, the statements were not material to the N H funding
decisions, that is, the statements were not capabl e of

i nfluencing the fundi ng decisions. The funding program officer
for the grants at issue testified that the relator's
contributions were not central to the project and that the
progress reported by UAB was satisfactory for a recommendati on of
continued funding wi thout her contribution. The court further
noted that: (1) UAB did not m slead NIH about the extent of
conputerization; the project was actually focused on data
collection; (2) the relator did not have to be identified as a
co-aut hor of an abstract submtted with a progress report because
Nl H does not require the authors of such abstracts to be
identified, and another co-owner of the copyright has an
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undi vi ded, independent right to use the work; (3) the relator's
wor k was not subnerged in two of the progress reports; there was
consi derabl e di scussion of her work with appropriate attribution;
(4) the m staken reference to the relator in one report as a
"postdoctoral graduate student fromthe Departnent of

Bi ostatistics" rather than a doctoral graduate student in
nutritional sciences was trivial; (5) the work of the relator was
not plagiarized in an abstract because none of the ideas used in
the abstract were original to her; and (6) the reasons that UAB' s
15-year review had to be perforned three tinmes was conpletely
unrelated to the all eged fal se statenents.

In considering Dr. Berge's plagiarismclainms, the court noted
that ORI has determ ned that plagiarismdoes not include credit
di sputes. See ORI Newsletter, Vol. 3, No. 1 (Ofice of Research
Integrity, U S. Public Health Service, Decenber 1994).

The court al so reversed her claimof conversion of intellectual
property under state law ruling that her claimwas conpletely
preenpted by Federal copyright |aw.

*kk k%

ORI UPDATE WORKSHOP HELD FOR PHS M SCONDUCT OFFI CI ALS

More than thirty PHS agency representatives attended the ORI
annual update workshop held on January 14. Participants were
briefed on the status of various reports that may affect ORl and
heard the latest information on hearings, the OR casel oad, and
t he changing role of ORI in msconduct cases.

O her subjects discussed in the half-day session included the
protection of good faith whistleblowers, new assurance and
conpliance activities, and a rem nder on the general procedures
for handling requests for information or inquiries fromthe
press.

*k*kk k%

CASE SUMVARY

Yi Li, University of Illinois, U bana-Chanpaign (U-UC). Based
upon an investigation conducted by the U -UC, information
obtained during ORI's oversight review, and M. Li's own

adm ssion, ORI found that Yi Li, while a candidate for a Ph.D
degree in the Neuroscience Programat U -UC, engaged in
scientific msconduct by fabricating an experinental study and
results for research represented in an abstract prepared for
subm ssion for presentation at a national neeting. The research
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was supported by a grant fromthe National Institute on Aging at
NlH.  The fabricated abstract and results addressed an

el ectrophysi ol ogi cal study of the behavioral correlates for

| ong-term potentiation in the notor cortex of the central nervous
system of freely noving rats.

M. Li has accepted the ORI finding and has entered into a

Vol untary Exclusion Agreenment in which he has voluntarily agreed,
for the three-year period beginning Novenber 18, 1996, to exclude
himsel f fromserving in any advisory capacity to PHS and that any
institution that submts an application for PHS support for a
research project on which his participation is proposed or which
uses himin any capacity on PHS-supported research nust
concurrently submt to ORI a plan for supervision of his duties.
The supervisory plan nust be designed to ensure the scientific
integrity of M. Li's research contribution. The fabricated
abstract was not submtted and has not been published or used in
any grant applications.
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POLI CY DEFI Cl ENCI ES CENTER ON ELEMENTS COMMON TO
I NQUI RI ES & | NVESTI GATI ONS

Institutions could significantly reduce the nunber of
deficiencies in their institutional policies for responding to
al l egations of scientific m sconduct by recognizing that 13
provi sions of the PHS regul ation apply to both inquiries and

i nvesti gations.

The review of the 1996 sanple of institutional policies indicates
that institutions are nore likely to incorporate these common
provisions in the procedures for an investigation rather than
inquiry or omt themfromboth procedures. Al except two of
these procedures (tinme frame for conpletion and report content)
may be efficiently handled by placing themin a general
procedures section that applies to both inquiries and

i nvesti gations.

Two ot her significant problens were noted. About 32 percent of
the policies did not explicitly cover all individuals supported
by PHS funding. Consequently, it was not clear whether the
policies covered staff or students. Thirty percent of the
policies did not include a definition of scientific m sconduct or
omtted significant elenments of the PHS definition such as the
terns fabrication, falsification, plagiarismor proposing,
conducting, or reporting research.

ORI requested institutional policies from82 institutions for the

9
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1996 sanple. In response, two institutions withdrew their
assurances and becane ineligible to receive PHS support, two
institutions with fewer than 10 enpl oyees subm tted snal

organi zation policy agreenents, and 78 submtted policies, four
of which could not be reviewed as submtted. Under a snal

organi zati on agreenent, the institution collaborates with ORI in
responding to the allegation

ORI conpleted the review of the 74 policies by Decenber 20, 1996,
accepting 25 policies as submtted and requesting revision of 49
policies. An average of 18 deficiencies were noted in the
policies for which revisions were requested. As of February 1,
1997, 23 revised policies have been accepted. Twenty-siXx
policies are under revision.

Table 1: Percentage of Institutional Policies in 1996 Sanple
Cont ai ni ng Provi sions of the PHS Regul ati on Common to Inquiries
and I nvestigations. N=74

Provi si on | nqui ry | nvestigation
Experti se 66 76
Conflicts of Interest 65 69
Mai nt ai ni ng Confidentiality 78 81
Comment by Respondent 80 81
Report Heal th Hazards, etc.* 55 53
I nteri mActions 51 64
Premature Term nation 42 49
Time franme for Conpletion** 85 76
Report Cont ent 59 54
Report G ven to Respondent 59 69
Restore Reputation 57 73
Protect Wi stl ebl ower 65 74
Ret ai n Docunent ati on 64 59

*Numerous institutions imt this provision to reporting possible
crimnal violations.

**Many institutions do not include subm ssion of the
investigation report to ORIl within the 120-day tine frane.

Tabl e 2: Nunber of Deficiencies Found in Review of Institutional
Policies for Responding to All egations of scientific M sconduct,
1996 Sanple. N=74

Number of Defi ci enci es Number of Policies
30 to 36 6
20 to 29 13

10
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10 to 19 22
Zero to 9 33
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MEDI CAL DI SCI PLI NE COW TTEE TAKES ACTI ONS AGAI NST PO SSON

In 1993, ORI found Dr. Roger Poisson, a researcher at St. Luc
Hospital, Montreal, to have commtted scientific m sconduct by
fabricating and falsifying patient data he submtted to the
Nat i onal Surgical Adjuvant Breast and Bowel Project (NSABP)

mul ticenter clinical studies on breast and bowel cancer. As a
result of ORI's investigation, Dr. Poisson was debarred for eight
years fromthe receipt of any Federal funding. 1In a followup to
this matter on Novenber 7, 1996, Dr. Poi sson appeared before the
Discipline Conmttee of the Quebec Coll ege of Doctors and pled
guilty to 13 counts of conmtting "acts derogatory to the honor
and dignity of the nmedical profession” by his subm ssion of the
falsified information to the NSABP. It was recomended that Dr.
Poi sson be reprimnded, fined, and be permanently restricted from
certain activities, including serving as a principal investigator
in nmedical research

*kk k%

ORI HANDBOOK W LL BE DI STRI BUTED I N APRI L

The ORI Handbook for Institutional Research Integrity Oficers
will be mailed in April to institutions that have an active
assurance on file with ORI, except small businesses.

Di stribution of the handbook, devel oped to facilitate the
partnership established between ORI and institutions to pursue

al l egations of scientific msconduct efficiently and effectively,
was del ayed for a year by budgetary constraints and external
review. The handbook was sent to 50 institutions for conmment.

ORI expresses its appreciation to the institutions that submtted
comments on the draft handbook. Many of the comments received
were incorporated into the final version. The handbook w Il be
made avail able on three-hole paper to facilitate further

revision. Comments and suggestions for inproving the useful ness
of the handbook should be sent to the Division of Policy and
Education, ORl

The text of the handbook and many of the appendices are avail abl e
on the ORI Hone Page.

*kk k%

MVEETI NGS
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June 6, 1997. Introductory Wrkshop for Institutional M sconduct
Oficials, Washington, DC. For conplete description, see "OR
Presents Wrkshop for Institutional M sconduct Oficials" above.
Contact Circle Solutions, Inc. (703) 902-1205.

June 4-8, 1997. G aduate Research Ethics Education Wrkshop

Bl oom ngton, IN Deadline for applications is April 1. Contact
Brian Schrag, Association for Practical and Professional Ethics,
410 North Park Ave., Bloom ngton, IN 47405; (812) 855-6450; Fax:
(812) 855-3315; emmil: appe@ ndi ana. edu.

June 28, 1997. Semi nar on Alternatives to Aninal Use in
Educati on, Research, and Testing, Bloom ngton, IN  Contact
Kenneth Pinple, Poynter Center, Indiana University, 410 North
Park Ave., Bloom ngton, IN 47405; (812) 855-0261; Fax: (812) 855-
3315; pinpl e@ ndi ana. edu.

Sept enber 17-21, 1997. International Congress on Bi onedi cal Peer
Revi ew and d obal Communi cations, Prague, Czech Republic.

Contact Annette Flanagin, 515 N State St., Chicago, |IL 60610 USA;
Fax (312) 464-5824.

*kkkk*

PUBLI CATI ONS

"An Introduction to Research Ethics" by Paul J. Friedman. Science
and Engineering Ethics, Vol. 2 (4): 443-456, 1996.

"Proliferation of Authors on Research Reports in Medicine" by
Joost P.H Drenth. Science and Engineering Ethics, Vol. 2 (4):
469- 480, 1996.

Tenth Anniversary Report, Assessnent of Econom c | npact, Fal se
Clains Act and Qui Tam Quarterly Review, and educational video
hi ghlighting the effectiveness of the False Cains Act are al
avail able fromthe False Clains Act Legal Center, (202) 296-4826
or (202) 296-4838.
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*Lists of Meetings and Publications 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 .
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U. S. Departnment of Health and Human Services
Ofice of the Secretary
Ofice of Research Integrity
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5515 Security Lane, Suite 700
Rockville, Maryland 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. o (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

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 |l egati ons of m sconduct and pronoting integrity in
PHS- supported research

This newsl etter nmay be reproduced w thout perm ssion.
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