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The ORI Newsletter is published
quarterly by the Office of Research
Integrity, Office 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 handling allegations of
misconduct and promoting integrity
in PHS-supported research.
Please duplicate and circulate this
newsletter freely. An electronic copy
is available on the ORI home page.
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Authorship: What'sin a Definition?

Ana Marusic, Croatian Medical Journal

Misuse of authorship on scientific
papersisnot considered misconduct,
although most of the reported cases
of authorship disputesinvolvefalsi-
fication and/or fabrication of the
contributions of the authors. Perhaps
the reason for alessimportant place
of authorship as aresearch integrity
issueisthefact that thereareno com-
mon definitions for authorship
across scientific disciplines.

The area of authorship has been
dominated by the biomedical field,
and many journal s have adopted the
definition of the International Com-
mittee of Medical Journal Editors
(ICMJE), which basesthe authorship
credit on A) (1) substantial contri-
butionsto conception and design, (2)

acquisition of data, or (3) analysis
andinterpretation of data; B) (4) draft-
ing the article or (5) revising it criti-
cally forimportant intellectual content;
and C) (6) final approvd of the ver-
sion to be published. This definition
identifies six contributions and their
combination needed for authorship re-
quirements: (1 OR 2 OR 3) AND (4
OR5) AND 6. Sinceonecanmeet this
criteria for authorship in six differ-
ent ways (1+4+6: 2+4+6: 3+4+6,
and so on) it is clear that different
authors will use different standards
and thereisno real consistency.

Outside of the biomedical field, the
Boolean logic for authorship
contributions completely changes.
(See Author ship, page 5)

Publication Integrity Quantified
Harold “ Sip” Garner, UT Southwestern Medical Center

“[My] major concern is that false
datawill lead to changes in surgical
practice regarding procedures’ was
the response from one author whose
plagiarized paper was found by the
Déja vu project (http://spore.
swmed.edu/dgjavu). Thisauthor cor-
rectly pointed out that, as research-
ersand clinicians, we are guided by
the literature, and if it is corrupt the
results can be disastrous, affecting
clinical decisions or research and
career directions.

Theimpact of publications that vio-
late ethical norms goes further, re-
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sulting in tremendous misunder-
standings; wasting the time and en-
ergy of publishers, editors, and re-
viewers; and skewing promotion
decisions.

The Déga vu project was launched
to exploit new text analysisand com-
parison techniquesto identify, docu-
ment, and study potential problems
within the biomedical literature, in-
deed any literature, starting with
Medline. The goals of this ongoing
project are to develop resources for
the quantitative study of highly
(See Publication I ntegrity, page 6)
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A Major Case of Misconduct Involving

Non-human Primates

John Dahlberg, Ph.D., Director, DIO, and Peter Albrecht, M.D., Ph.D., Medical Expert

Drs. Judith Thomas and Juan
Contreras were found by the Univer-
sity of Alabama at Birmingham
(UAB) and the Office of Research
Integrity (ORI) to have committed
scientific misconduct by publishing
false claimsin 16 publicationsandin
two National Institutes of Health
(NIH) progress reports on research
grant applications, where monkeys
were purported to have received bi-
lateral nephrectomieswhen they only
had a single kidney removed. The
studies reported on a number of in-
tervention strategies designed to mini-
mize or eliminaterejection of kidneys
donated by other monkeys.

The papers containing the false report-
ing were published from 1997 through
2005, and the progress reports for two
NIH grants were submitted between
1999 and 2003. Although the Public
Hedth Servicepoliciesonresearch mis-
conduct specifies a six-year limitation
period, thereisa®look-back” provision
that confers jurisdiction on earlier acts
of misconduct if they continue to be
cited. Astheseearlier paperswerecited

inthemorerecent NIH progressreports,
ORI exercised jurisdiction over them.

Lengthy Exclusion Period

Both Dr. Thomas and Dr. Contreras
ettled their caseswith ORI to avoid an
appesdl beforeaHealth and Human Ser-
vicesadminigrativelaw judge. Dr. Tho-
mas agreed to exclude herself from ap-
plying for or receiving any Federal
fundsfor 10 years, and Dr. Contreras
agreed to a period of three years. All
ORI findings include voluntary exclu-
sion from serving in any capacity asan
advisor on Public Hedlth Serviceactivi-
tiessuch asreview groups. Dr. Thomas
had served on the Board of Scientific
Counselors of the National Ingtitute of
Allergy and Infectious Diseasesof NIH.

Both Dr. Thomas and Dr. Contreras
resigned from UAB.

Millionsin Misspent NIH
Funds

The consequences of research mis-
conduct of the scope and significance

I ncidences of ORI Cases Involving Falsified Images

John Krueger, Scientist-Investigator, ORI

For almost 10 years the Division of
Investigative Oversight (DIO) has
been tracking the number of allega-
tions involving questioned images
that might be falsified or fabricated
and that have been formally opened
as cases by ORI, and its predeces-
sor Office of Scientific Integrity,
starting in 1989.* The latest compi-
lation finds that incidence of these

allegations continuesto increase un-
abated (Figure 1). In the last report-
ing period, 2007-08, 68% of the
cases opened by ORI involved im-
age data.? (“Image” generally con-
notesa*“ picture,” but hereit can also
include instrumentation recordings
[traces], scatter plots of data, i.e.,
any graphical representation where
data has been potentially altered by
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of these casesislargely incalculable.
What is clear, however, is that the
direct costs provided by NIH to sup-
port the Thomas Laboratory were
more than $20 million. Not precisely
calculated, but certainly very sub-
stantial, are the funds and human re-
sources devoted by UAB to investi-
gate this complex case, and the
additional resources required by
ORI to conduct a thorough and ob-
jective oversight review. What is
less easy to assess, but what is
clearly a costly outcome of the re-
search misconduct, are the costs to
the careers and reputations of the
collaborating scientists and physi-
cians who also participated in this
research program. The false claims
in the 16 publications that have been
retracted certainly have inappropri-
ately affected the research of other
laboratories. Last, cases of this sig-
nificance continue to erode public
confidenceintheintegrity of science.

photo-editing software and/or other
digital means.)

Significantly, this trend reflects only
those allegations that require formal
action by ORI, a status that requires
credible evidencefor (1) falsification
or fabrication of data under the defi-
nition of research misconduct at 42
(See Incidences, page 3)
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CFR 93.103, and (2) jurisdiction
through applications for, or support
by, Public Health Service (PHS)
funds®. In practice and by policy, ORI
is careful in evaluating allegations of
image manipulation where the ma-
nipulated images are neverthelessre-
flective of the actual results obtained
from experiments, and can be docu-
mented. For this and other reasons, a
number of casesinvolving clearly ma-
nipulated images do not result in ORI
findings of research misconduct.

The continuing, upward trend in the
use of images as a means of falsify-
ing scientific data is multifactoral.
The trend likely reflects a number of
factors including, primarily, that im-
aging technologies now play apromi-
nent rolein science. In addition, soft-
ware creates opportunities for
dishonesty by streamlining dataacqui-
sition, reduction, and presentation,
thereby limiting opportunities for re-
view. The same software also creates
anew means for enhanced detection,
and such detectionisfurther promoted
through the broader distribution of
higher resol ution, continuoustoneim-
agesviapublication over the Internet.

Image allegations by their nature are
difficult to dismiss, nor should they
be. Clear image manipulations that
did not reflect thefalsification of data
have led to the retraction of publica-
tions in a major journal. In another
case, the withdrawal of an accepted
paper from the publication queue, due
to an alegation, cost the co-authors
the priority for discovery. When the
formerly accepted manuscript wasre-
submitted with corrections, the cor-
responding author was informed it

was no longer considered sufficiently
novel to publish. Inappropriate modi-
fications of an image can impose a
heavy burden on authors and unsus-
pecting co-authors, on journals, and
oninstitutions, even when thereisno
intent to deceive about the underly-
ing results.

Images can promote transparency in
science, because readers can better
understand the nature of the results.
If questioned images are not handled
correctly, the scientific record will be-
come untrustworthy. Thus, the issue
of image manipulation warrants
broader attention and amore thorough
discussion. In addressing the chal-
lenge, such a discussion should en-
gagethe common interest of research-
ers and their institutions, of journals
and publishers, and of the public that
supports these entities through gen-
erous research funding in times of
economic constriction.

Endnotes

1

John Krueger, “ Confronting manipu-
lation of digital images in science.”
ORI Newsletter 13(3)8-9, June 2005.
Availableat http://ori.dhhs.gov/docu-
ments/newsl etters/vol 13_no3.pdf for
thelast version and for earlier citations.

. My past versions of this graph have

plotted the absol ute numbers of cases,
a value which also dramatically in-
creased between 1993-94 and 2001-02
but subsequently has remained from
21-26 cases per reporting period.

. ORI receives approximately 200 alle-

gations per year, and devotes signifi-
cant effort in ng about 30-40%
of them, most of which are administra-
tively closed without opening asformal
cases for various reasons. Only about
10% meet the criteria needed to open a
formal caseinvolving oversight reviews
of inquiry or investigation reports and
making recommendations of findings
of misconduct to the ORI Director.

ORI Cases with Questioned Images

Percent Opened ORI Cases

89-90 91-92 93-94 95-96 97-98 99-00 01-02 03-04 05-06 07-08
2-Year Reporting Period (1989-90 to 2007-08)

Figure 1: Cases formally opened by ORI that involve questioned images
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The Academy Urges Sandardsfor Openness and Transparency in Research Data
Review by Sandra Titus and John Krueger, ORI

The new report! by the National
Academy of Sciences (NAS) was
prompted by a letter in 2006 from
the editors of Cell, Science, Nature,
and Nature Cell Biology who re-
ported that there was a need to cre-
ateadialoguewith scientistsand ini-
tiate a plan for promoting research
integrity—specifically asameansto
combat the growing issue of inappro-
priateimage manipulation. The scien-
tists who worked on the NAS report
decided that thediversity of fields pre-
cluded their ability to create uniform
standardsrelated to images; thus, they
expanded their focus and considered
two dimensions of data integrity that
apply to al fiedlds—the issue of en-
abling and ensuring the accessibility
of dataand of proper stewardship and
long-term management.

TheNASarticulated multiplefacetsof
scientific activity impacting thefuture
reliability of digital data, reporting that
“the most effective method for en-
suringtheintegrity of research data
istoensurehigh sandar dsfor open-
ness and transparency.” Although
peer review isgtill very important, the
credibility of the scientific record de-
pends on scientists being able to
scrutinize each other’sdatato ensure
that it has been appropriately col-
lected, analyzed, and interpreted.

The NAS concluded that digital in-
formation requires specia consider-
ation because:

...digital technologies require the
trandation of phenomena and objects
into digital representations, which can

introduce inaccuracies into the data.
Digital data often undergo several lay-
ersof complex processing asthey move
from an instrument or sensor to the
point of being reviewed by a re-
searcher. If thisprocessing isnot prop-
erly done or is misunderstood, there-
sultscan bemideading. In somecases,
researchers may intentionally or un-
intentionally distort data in a mis-
guided attempt to emphasize particu-
lar features and downplay others. In
worse cases, researcherscanfalsify or
fabricate data. ..

Asdigital technologiesbecome more
sophisticated and diverse, manage-
ment, analysis, and presentation of
data will require a more concerted
effort by researchers and profes-
sional groups. Some awareness may
be needed to ensure that each new
convenience introduced by a tech-
nological advance doesnot inadvert-
ently introduce an unexamined risk,
perhaps by supplanting atime-honed
tradition for reviewing data and en-
suring their integrity.

Thereport points out further that such
rapid technological change may re-
quire us (researcher, research admin-
istrator, professional society, andjour-
nal editor) to create written standards,
which in many scientific disciplines
only currently exist astacit understand-
ings rather than any clear standards.
The methods, tools, procedures, and
analysestoo often are being left to the
authors' interpretations, becausethere
are no clear uniform standards that
would requireresearchersto provide
sufficient detail sothat research results
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can beverified. Ingtitutionsal so have
arolein supporting efforts for clear
written standards and policies on
data collection, management, stor-
age, and sharing before publication,
and in educating their professionals
about the established procedures.

Digital technology introduces more
stakeholders into the scientific en-
terprise, who will not only consume
but also provide new services such
as data screening, storage and re-
trieval, and processing. These enti-
ties, outside the traditional walls of
science, will introduce new chal-
lenges in ensuring the integrity of
data. As the quantity of digital data
alone can overwhelm us at some
point inthe not too distant future, the
report predicts a need for organiz-
ing data professionals as a distinct
specialty.

TheAcademy iscalling upon the sci-
entific community to recognize that
the changing times require us to be
more proactive in protecting the re-
search record. The NAS's funda-
mental position is that these new
standards must emanate from the re-
search community, who will see it
as an opportunity to meet the chal-
lenges to promote the integrity of sci-
entific data, their usability, and their
proper management in the future.

1 Ensuring the Integrity, Acccessibility,
and Sewardship of Research Datain
the Digital Age, the National Acad-
emies Press, 2009. (This study was
supported in part by the Office of Re-
search Integrity, HHS.)
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Author ship (from page 1)

Here are two examples. In physics,
the Boolean operator used in the
definition of authorship is only
“OR”, and the list of possible con-
tributions does not include writing
of the manuscript: “Authorship
should be limited to those who have
made asignificant contribution to the
concept, design, execution or inter-
pretation of the research study”
(American Physical Society, http://
www.aps.org/policy/statements/
02_2.cfm).

In ecology, manuscript writing is a
legitimate authorship contribution,
but the logical operator for the com-
binations of contributionsfor author-
ship is aso “OR.” Authorship may
legitimately be claimed if research-
ers: (a) conceived the ideas or ex-
perimental design; (b.) participated
actively in execution of the study;
(c.) analyzed and interpreted the
data; or (d.) wrote the manuscript”
(Ecological Society of America,
http://esapubs.org/esapubs/
ethics.htm).

Alghough some scientific communi-
ties and their journals differ greatly
in the amount and type of work on
the submitted manuscript to qualify
for authorship, others do not specify
necessary contributions for authors.
Both Nature and Science do not de-
fine authorship. Nature states that
“submission to a Nature journal is
taken by the journal to mean that all
the listed authors have agreed on all
of the contents.” Authors are re-
quired to specify their contributions
(http://www.nature.com/authors/
editorial_policies/authorship.html).

Science asks for agreement of re-
searchers to be listed on the byline:
“All authors must agree to be so
listed and must have seen and ap-
proved the manuscript, its content,
and itssubmission to Science.” Other
journals, such as those published by
the American Chemical Society,
have a general requirement that au-
thors are those who have made “ sig-
nificant scientific contributions to
the work reported” (http://pubs.
acs.org/userimages/ContentEditor/
1218054468605/ ethi cs.pdf), without
providing the definition of “signifi-
cant” and “contributions.”

Editorial organizations are aware of
the differences across scientific dis-
ciplines, communities, and journals.
The Committee on Publication Eth-
ics (COPE), whose membership
now counts more than 4,000 jour-
nals from all research fields, ac-
knowledges that “there is no uni-
versally agreed definition of
authorship, although attempts have
been made. As aminimum, authors
should take responsibility for a par-
ticular section of the study” (http://
publicationethics.org/static/1999/
1999pdf13.pdf).

The Council of Science Editors
(CSE), the ol dest editorial organiza-
tion covering all areas of science,
usesthe |CM JE definition to address
the principles of authorship in its
2009 update of the White Paper on
Promoting Integrity in Scientific
Journal Publications. However,
aware of the differences in the re-
quirement for authorship in differ-
ent fields, CSE started aconsultation
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process on authorship during the
specia Retreat on Authorship at its
2009 Annual Meeting in Pittsburgh,
Pennsylvania. Journal editors, re-
searchers, and representatives of the
academic community from different
disciplines presented their experi-
ences and views on authorship and
journal authorship policies.

A primary conclusion from the
Retreat was that author ship is not
theproblem of journal editors, but
rather of the research and aca-
demic community. In addition,
beforewe can reach conclusionson
possible common groundsfor au-
thor ship policy across disciplines,
more research is needed.

My research group iscurrently work-
ing on a systematic review of re-
search on authorship and authorship
practicesin different scientific fields.
The study is funded by COPE and
will hopefully provide more evi-
dence for understanding the differ-
encesand identifying universal prin-
ciples of responsible authorship in
science.

We Thank the Following
Contributorsto the ORI
Newsl etter:
AnaMarusic, Harold
Garner, Daniele Fanelli

Contributors' Disclaimer
All authors who generously shared
their thoughts have indicated that
they are speaking for themselves
and not for their organizations.
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similar literature, including appropri-
ate and inappropriate examples.

The outcome of this research can
then be used by responsible bodies
to establish or refine guidelines for
scientific writing, as a teaching tool
by example, and as a deterrent by
providing not only aplurality of ex-
amples but also by providing a free
proactive on-line tool, eTBLAST
(etblast.org), for editors and review-
ersto identify similar citations.

The Déja vu project couples exten-
sive computer-based text similarity
comparisons of Medline citations
with manual (human) inspection of
full text articleswhose citations have
high similarity, and the findings have
been documented in a number of
publications.1-6

Some of the major accomplishments
of the project are:

1. an estimation that ~1% of all ci-
tations in Medline are duplicates
or plagiarized;!

2. the identification of over 70,000
highly similar citations with over
7,000 of these representing poten-
tially plagiarized articles, and
documentation of all these in the
Déja vu database;?

3. theevolution of the Dgavu data-
baseinto ameansfor dynamic ex-
change of information;3

4. the interception by eTBLAST of
inappropriate manuscript submis-
sions to journals resulting in the
subsequent discovery of multiple
offenses by individuals;*

5. the discovery that over 90% of
authors are unaware that their

work has been plagiarized;®
and

6. the finding that there is tremen-
dousvariability in the understand-
ing, decision making, and correc-
tive actions taken by authors,
editors, ethicscommittees, and in-
vestigatory bodieswhen inappro-
priate duplication is discovered.®

There may be so many questionable
biomedical publications because prior
to the Déja vu database and the
eTBLAST tool, unscrupulous scien-
tists knew that the probability of dis-
covery was low. There was no effec-
tive way for editors and reviewers to
achieve omniscience over 19 million
Medlinecitations, spread over 5,000 sci-
entificjournals, andincreasing a arate
of 600,000 citations per year.

Without sustained, high-visibility ef-
fortsto confrontingppropriate publish-
ing, the upward trend will continue,
accumulating morearticlesthat dimin-
ish thereliability of the scientific cor-
pus. There is much to be done.

Perhaps even more important is that
duplicate publication, though alesser
offense than outright plagiarism, is
much more pervasive, itisagray area
and is the more controversial.6 Al-
though copyright statements usually
limit re-use of text to 250 words, there
isno consensus on what isacceptable,
so the arearemainsill defined. The
next major objective of the D§avu
project is to document the levels of
smilarity infull text articlesat thereso-
lution of different sections, thereby pro-
viding input upon whichtheethicsand
publishing community can act.

6

References

1

.Loadsman JA, Garner

Errami M, Sun Z, Long TC, George
AC, Garner HR. Dgavu: adatabase
of duplicate citations in the scien-
tific literature, Nucleic Acids Res
2009 Jan;37(Databaseissue):D921-
4.PMID:18757888.

HR,
Drummond GB. Towardsthe elimi-
nation of plagiarism and redundancy
in Anaesthesia and Intensive Care,
Anaesth Intensive Care 2008
Sep;36(5):643-645.PM I D:18853580.

. Errami M, Garner HR. A tale of two

citations. Nature 2008 Jan
24,452(7177):397-399. PMID:
18216832.

. Errami M, Hicks JM, Fisher W,

Trusty D, Wren JD, Long TC,
Garner HR. Dejavu: a study of du-
plicate citations in Medline.
Bioinformatics 2008 Jan 15;24(2):
243-249.PM1D:18056062.

.Long TC, Errami M, George AC,

Sun Z, Garner HR. Scientific integ-
rity. Responding to possible plagia-
rism. Science 2009 Mar 6;
323(5919):1293-1294. PMID:
19265004.

. Couzin-Frankel Jand Grom J. Pla-

giarism sleuths, News Focus, ci-
ence 2009 May 22;324(5930):1004.

Understanding Research

Ethics and Integrity
Conference

Uniformed Services University
September 22, 2009
http://tiny.cc/Snelb




Case Summaries

Judith M. Thomas, Ph.D., Univer-
sity of Alabama at Birmingham
Based on afinding of scientific mis-
conduct made by the University of
Alabama at Birmingham (UAB) on
January 24, 2008, areport of the UAB
I nvestigation Committee, dated Novem-
ber 21, 2007, and additional anaysis
conducted by ORI during its oversight
review, the U.S. Public Health Service
(PHS) found that Dr. JudithM. Thomas,
former Professor of Surgery, UAB, en-
gaged in scientific misconduct in re-
search supported by National Institute
of Allergy and Infectious Diseases
(NIAID), National Institutesof Health
(NIH), grants RO1 A122293, RO1
A139793, and U19 A1056542, Na-
tional Institute of Diabetesand Diges-
tive and Kidney Diseases (NIDDK),
NIH, grant U19 DK57958, and NIH/
Novartis Cooperative Research and
Development Agreement 96-MH-01
/INIHITC-0697.

Theobjectiveof theresearch wasto test
the effectiveness of different agents,
such as Immunotoxin FN18-CRM9 or
15-deoxyspergudin (15-DSG), admin-
istered around the time of rena trans-
plantation in non-human primates
(NHPs), in preventing rejection of the
transplanted kidney. To determine
whether or not the transplanted kidney
was functioning (able to sustain life)
after the immunomodulating therapy,
the animals were to have both of their
native kidneys removed at or shortly
after thetime of transplant, so that their
survival would depend solely on thevi-
ability of thetransplanted kidney. It was
postul ated that the use of immunomo-
dulating agents would increase toler-
ance of the host animal to the grafted
kidney and thus eliminate the neces-
sity for chronic administration of im-
munosuppressive medications com-
monly required to prevent rejectionin

renal transplant recipients. Failure to
remove both native kidneys would
render it impossible to assess the ef-
fectiveness of theimmunomodulating
treatment, and could givetotally mis-
leading results, suggesting that the
treatment worked while in fact sur-
vival was due entirely to the remain-
ing native kidney.

PHSfound that Respondent engaged in
scientific misconduct by falsifying re-
ports of research results in NIH-sup-
ported experimentswith NHP renal al-
lograft recipients in 15 publications
and in progress reportsintwo NIH re-
search grant applications. Specifically,
PHS found that:

1. Respondent falsely reported in 15
publications that NHP renal allograft
recipients had received bilateral ne-
phrectomies of their native kidneys,
while in fact many of the animals re-
tained an intrinsic kidney. Specificaly:

(8) Respondent falsely reportedin eight
publications! that at least 32 specific
NHPs in a rena allotransplantation
study had received bilateral nephrecto-
mies, while in fact an intrinsic kidney
was |eft in place in each animal, and
generdly, in seven additiona publica
tions,2 Respondent falsely reported that
al long-term surviving NHP renal al-
lograft recipients had received bilateral
nephrectomiesof their native kidneys.
The publicationsreferenced arelisted
separately in the endnotes.

2. In seven publications,® Respondent
falsely reported immunomodulating
treatments given to NHP renal al-
lograft recipients by not reporting the
administration of donor bone marrow
to seven recipients and not reporting
administration of cyclosporine A to
four recipients. She also falsely re-
ported (by overstating by 15%) dos-
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ages of theimmunomodul ating agents
that were given and/or duration by
overstating the exceptional briefer
duration of immunomodulating treat-
ment given to four recipientsand cited
in at least eight publications.*

3. Inprogressreportsfor NIH research
awards RO1 A139793 and U19
DK57958, Respondent falsely
claimed that long-term surviving
(LTS) NHP renal allotransplantation
recipients had received bilateral ne-
phrectomies and falsely reported the
immunomodulating therapies re-
ceived by the graft recipients.
Specifically:

(@) In the progress report in applica-
tion 5 RO1 A139793-04, submitted in
approximately May 1999, Respondent
repeated falsified claims of success-
ful LTS NHP alografts by citing two
publications (Transplantation 68:
1660-1673, 1999, and Transplantation
68:215-219, 1999) that reported LTS
in renal allograft recipients that were
falsely reported to have had bilateral
intrinsic nephrectomies, while labo-
ratory records showed that at the most
four of these animalshad bilateral ne-
phrectomies.

(b) In the progress report in applica-
tion 5 U19 DK57958-02 submittedin
approximately May 2000, Respondent
falsely reported that 10/13 LTS NHP
renal allograft recipients had received
bilateral nephrectomiesof their native
kidneys and falsified the immuno-
modul ating treatment received by four
of the animals by failing to report the
administration of cyclosporine A
(CSA) or donor bone marrow.

For the same award, in aprogress re-
port submitted in approximately May
2002, Respondent falsely reported
that all of the 16 animalsin therhesus
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Ktx (kidney transplant) series had bi-
lateral nephrectomies of their native
kidneys, but in fact at |east nine of the
animals did not have the requisite bi-
lateral nephrectomies.

() In a competing renewal applica-
tion 2 U19 DK057958-05, submitted
on about 03/10/2003, Respondent re-
ported that 14 Ktx long-term survivors
did not have anintrinsic kidney, while
infact at least 11 of those animals had
aremaining intrinsic kidney.

Both Dr. Thomas and PHS were de-
sirous of concluding this matter with-
out further expense of time and other
resources, and the parties have entered
into aVoluntary Exclusion Agreement
to settle the matter. Dr. Thomas ac-
cepted responsibility for the report-
ing described above, but denied that
sheintentionally committed research
misconduct. The settlement is not an
admission of liability on the part of
the Respondent.

Dr. Thomas has entered into a\Volun-
tary Exclusion Agreement in which
she has voluntarily agreed, for a pe-
riod of ten years, beginning on May
5, 2009:

(1) to exclude hersalf voluntarily from
any contracting or subcontracting
with any agency of the United States
Government and from eligibility or in-
volvement in nonprocurement pro-
grams of the United States Govern-
ment referred to as “covered
transactions” and defined by 2 C.E.R.
Parts 180 and 376; and

(2) to exclude herself from serving in
any advisory capacity to PHS, includ-
ing but not limited to service on any
PHS advisory committee, board, and/
or peer review committee, or as a
consultant.

Endnote 1

Asiedu, C.K., Dong, S.S., Lobashevsky,
A., Jenkins, SM., & Thomas, JM. “Tol-
eranceinduced by anti-CD3 immunotoxin
plus 15-deoxyspergualin associates with
donor-specific indirect pathway unre-
sponsiveness.”  Cell Immunol.
223(2):103-112, June 2003. (Retraction
required by UAB.)

Hutchings, A., Wu, J., Asiedu, C., Hubbard,
W., Eckhoff, D., Contreras, J., Thomas,
F.T., Neville, D., & Thomas, JM. “The
immune decisiontoward alograft tolerance
in non-human primatesrequires early inhi-
bition of innate immunity and induction of
immune regulation.” Transpl Immunol.
11(3-4):335-344, July-September 2003.
(Retraction required by UAB.)

Lobashevsky, A.L., Jiang, X.L., & Tho-
mas, JM. “Allele-specific in situ analy-
sis of microchimerism by fluorescence
resonance energy transfer (FRET) in non-
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63(2):108-120, February 2002. (Retrac-
tion required by UAB.)

Thomas, J.M., Eckhoff, D.E., Contreras,
J.L., Lobashevsky, A.L., Hubbard, W.J.,
Moore, JK., Cook, W.J.,, Thomas, F.T., &
Neville, D.M. Jr. “Durable donor-specific
T and B cell tolerance in rhesus macagques
induced with peritransplantation anti-CD3
immunotoxin and deoxyspergualin: Ab-
sence of chronic alograft nephropathy.”
Transplantation 69(12):2497-2503, June
27, 2000. (Retracted.)

Thomas, J.M., Contreras, J.L., Jiang,
X.L., Eckhoff, D.E., Wang, P.X.,
Hubbard, W.J., Lobashevsky, A.L ., Wang,
W., Asiedu, C., Stavrou, S., Cook, W.J.,
Raobbin, M.L., Thomas, F.T., & Neville,
D.M. Jr. “ Peritransplant tolerance induc-
tion in macaques: Early eventsreflecting
the unique synergy between immunotoxin
and deoxyspergualin.” Transplantation
68(11):1660-1673, December 15, 1999.
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Contreras, J.L., Eckhoff, D.E., Cartner, S.,
Frenette, L., Thomas, F.T., Robbin, M.L.,
Neville, D.M. Jr., & Thomas, JM. “Tol-
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erability and side effects of anti-CD3-
immunotoxinin preclinical testinginkid-
ney and pancreatic islet transplant recipi-
ents.” Transplantation 68(2):215-219,
July 27, 1999. (Retracted.)

Contreras, J.L., Wang, P.X., Eckhoff,
D.E., Lobashevsky, A.L., Asiedu, C.,
Frenette, L., Robbin, M.L., Hubbard,
W.J,, Cartner, S., Nadler, S., Cook, W.J,,
Sharff, J., Shiloach, J., Thomas, F.T.,
Neville, D.M. Jr., & Thomas, J.M.
“Peritransplant tolerance induction with
anti-CD3-immunotoxin: A matter of
proinflammatory cytokine control.”
Transplantation 65(9):1159-1169, May
15, 1998. (Retracted.)
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Hubbard, W.J., Eckhoff, D., Contreras,
J.L., Thomas, F.T., Hutchings, A., & Tho-
mas, J.M. “STEALTH on the preclinical
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journal has ceased publication.)

Hutchings, A., Hubbard, W.J., Thomas,
F.T., & Thomas, J.M. “STEALTH in
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transplantation tolerance.” Immunologic
Res. 26:143-152, 2002. (Retracted.)

Thomas, J.M., Asiedu, C., George, J.F.,
Hubbard, W.J., & Thomas, F.T. “ Preclini-
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223(2):103-112, June 2003. (Retraction
required by UAB.)

Hutchings, A., Wu, J., Asiedu, C.,
Hubbard, W., Eckhoff, D., Contreras, J.,
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Immunol. 11(3-4):335-344, July-Septem-
ber, 2003. (Retraction required by UAB.)
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Hubbard, W.J., Lobashevsky, A.L ., Wang,
W., Asiedu, C., Stavrou, S., Cook, W.J.,
Robbin, M.L., Thomas, F.T., & Neville,
D.M. Jr. “Peritransplant tolerance induc-
tion in macaques: Early eventsreflecting
the unique synergy between immunotoxin

and deoxyspergualin.” Transplantation
68(11):1660-1673, December 15, 1999.
(Retracted.)

Contreras, J.L., Eckhoff, D.E., Cartner, S.,
Frenette, L., Thomas, F.T., Robbin, M.L.,
Neville, D.M. Jr., & Thomas, JM. “Tol-
erability and side effects of anti-CD3-
immunotoxinin preclinical testinginkid-
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recipients.” Transplantation 68(2):215-
219, July 27, 1999. (Retracted.)
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D.E., Lobashevsky, A.L., Asiedu, C.,
Frenette, L., Robbin, M.L., Hubbard,
W.J., Cartner, S., Nadler, S., Cook, W.J.,
Sharff, J., Shiloach, J., Thomas, F.T.,
Neville, D.M. Jr., & Thomas, J.M.
“Peritransplant tolerance induction with
anti-CD3-immunotoxin: A matter of
proinflammatory cytokine control.”
Transplantation 65(9):1159-1169, May
15, 1998. (Retracted.)

Asiedu, C.K., Goodwin, K.J., Balgansuren,
G, Jenkins, SM., Le Bas-Bernardet, S,
Jargdl, U., Neville, D.M. Jr. & Thomas, JM.
“Elevated T regulatory cells in long-term
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Endnote 4

Includes those cited in Endnote 3 plus:
Thomas, JM., Neville, D.M., Contreras,
JL., Eckhoff, D.E., Meng, G, L obashevsky,
A.L., Wang, PX., Huang, Z.Q., Verbanac,
K.M., Haisch, C.E., & Thomas, F.T. “Pre-
clinical studies of allograft tolerance in
rhesus monkeys: A novel anti-CD3-
immunotoxin given peritransplant with do-
nor marrow induces operational tolerance
to kidney allografts.” Transplantation
64(1):124-135, July 15, 1997.

Juan LuisR. Contreras, M.D., Uni-
versity of Alabama at Birmingham
Based on afinding of scientific mis-
conduct made by the University of
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Alabama at Birmingham (UAB) on
January 24, 2008, areport of the UAB
Investigation Committee, dated No-
vember 21, 2007, and analysis con-
ducted by ORI during its oversight
review, and further discussion be-
tween UAB and ORI to clarify UAB’s
investigative findings and decision
with respect to the requirements of 42
CFR Parts 50 and 93, the U.S. Public
Health Service (PHS) found that Dr.
Juan LuisR. Contreras, Assistant Pro-
fessor, Department of Surgery—
Transplantation, UAB, engaged in
scientific misconduct in research sup-
ported by National Institute of Allergy
and Infectious Diseases (NIAID), Na-
tional Institutes of Health (NIH),
grantsROLAI22293, RO1AI39793, and
U19 A1056542, Nationa Institute of
Diabetesand Digestiveand Kidney Dis-
eases (NIDDK), NIH, grant U19
DK57958, and NIH/Novartis Coopera-
tive Research and Development Agree-
ment 96-MH-01/NIHITC-0697.

PHS found that Respondent engaged
in scientific misconduct by falsifying
in seven publications reports of re-
search results in NIH-supported ex-
periments with non-human primate
(NHP) renal alograft recipients.

Specifically, PHS found that Respon-
dent engaged in scientific misconduct
by falsely reporting in five publica-
tions! that at least 32 specific NHPs
in arena allo-transplantation study
had received bilateral nephrectomies,
while in fact an intrinsic kidney was
left in place in each animal, and gen-
eraly, intwo additional publications?
by reporting that all long-term surviv-
ing NHP renal all ograft recipients had
received bilateral nephrectomies of
their native kidneys. The publications
are listed separately in the endnotes.
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The objective of the research was to
test the effectiveness of different im-
munomodul ating agents, administered
around the time of renal transplanta-
tion in NHPs, in preventing rejection
of the transplanted kidney. To deter-
mine whether or not the transplanted
kidney was functioning (able to sus-
tainlife) after theimmunomodulating
therapy, theanimalswereto have both
of their native kidneys removed at or
shortly after the time of transplant, so
that their survival would depend
solely on the viability of the trans-
planted kidney. Failureto remove both
native kidneysrendered it impossible
to assess the effectiveness of the im-
munomodul ating treatment.

Both Dr. Contreras and PHS were
desirous of concluding this matter
without further expense of time and
other resources, and the parties have
entered into a Voluntary Exclusion
Agreement to settle the matter. Dr.
Contreras accepted responsibility for
thereporting described above, but de-
nied that he intentionally committed
scientific misconduct. The settlement
isnot an admission of liability on the
part of the Respondent.

Dr. Contreras has entered into a Vol-
untary Exclusion Agreement inwhich
he has voluntarily agreed, for a pe-
riod of three (3) years, beginning on
June 17, 20009:

(1) to exclude himself voluntarily
from any contracting or subcontract-
ing with any agency of the United
States Government and from eligibil -
ity or involvement in nonprocurement
programs of the United States Gov-
ernment referred to as” covered trans-
actions’ and defined by 2 C.F.R. Parts
180 and 376; and

(2) to exclude himself from serving
in any advisory capacity to PHS, in-

cluding but not limited to service on
any PHS advisory committee, board,
and/or peer review committee, or asa
consultant.
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Frenette, L., Thomas, F.T., Robbin, M.L.,
Neville, D.M. Jr., & Thomas, JM. “Tol-
erability and side effects of anti-CD3-
immunotoxinin preclinical testinginkid-
ney and pancreatic islet transplant
recipients.” Transplantation 68(2):215-
219, July 27, 1999. (Retracted.)

Contreras, J.L., Wang, P.X., Eckhoff,
D.E., Lobashevsky, A.L., Asiedu, C.,
Frenette, L., Robbin, M.L., Hubbard,
W.J., Cartner, S., Nadler, S., Cook, W.J.,
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Sharff, J., Shiloach, J., Thomas, F.T.,
Neville, D.M. Jr., & Thomas, J.M.
“Peritransplant tolerance induction with
anti-CD3-immunotoxin: A matter of
proinflammatory cytokine control.”
Transplantation 65(9):1159-1169, May
15, 1998. (Retracted.)

Endnote 2

Hubbard, W.J., Eckhoff, D., Contreras,
J.L., Thomas, F.T., Hutchings, A., & Tho-
mas, J.M. “STEALTH on the preclinical
path to tolerance.” Graft 5(6):322-330,
2002. (Retraction required by UAB—
journal has ceased publication.)

Hubbard, W.J., Contreras, J.V., Eckhoff,
D.E., Thomas, F.T., Neville, D.M., &
Thomas, J.M. “Immunotoxins and toler-
ance induction in primates.” Curr Op
Organ Transplant 5:29-34, 2000. (Par-
tially retracted.)

Jennifer Wanchick, MetroHealth
System

Based on reports submitted by
MetroHealth System’s inquiry and
investigation committees, the
Respondent’s own repeated admis-
sions, and additional analysis con-
ducted by ORI during its oversight
review, the U.S. Public Health Service
(PHS) found that Ms. Jennifer
Wanchick, former Research Assistant,
MetroHealth System (an affiliated
hospital of Case Western Reserve
University), engaged in research mis-
conduct in research supported by Na-
tional Center on Minority Health and
Health Disparities (NCMHD), Na-
tiona Institutesof Health (NIH), grant
P60 MD002265.

Specificaly, by her own admission,
Ms. Wanchick engaged in research
misconduct by fabricating informa-
tion in the electronic database pur-
portedly collected from 150 individu-
als about their willingness to sign up
to be an organ donor at the time they
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obtained a driver’s license. Ms.
Wanchick also admitted to fabricat-
ing theinformation on several survey
instruments. The study at issue was
entitled “Community-Based Interven-
tion to Enhance Signing of Organ
Donor Cards.”

ORI acknowledges Ms. Wanchick’s
cooperation and assistance in com-
pleting its oversight review and reso-
lution of this matter.

Ms. Wanchick has entered into aVol-
untary Settlement Agreement in
which she has voluntarily agreed, for

aperiod of three (3) years, beginning
on June 5, 2009:

(1) to exclude herself from serving in
any advisory capacity to PHS, includ-
ing but not limited to service on any
PHS advisory committee, board, and/
Oor peer review committee, or asacon-
sultant; and

(2) that any institution that submitsan
application for PHS support for are-
search project on which the
Respondent’s participation is pro-
posed or that uses the Respondent in
any capacity on PHS-supported re-

How Many Scientists Fabricate and Falsify Research?

Self-Abstract by Daniele Fanelli, Innogen and I SSTI, University of Edinburgh

The frequency with which scientists
fabricate and falsify data, or commit
other forms of scientific misconduct,
isamatter of controversy. Many sur-
veys have asked scientists directly
whether they have committed or know
of a colleague who committed re-
search misconduct, but their results
appeared difficult to compare and
synthesize.

Thisisthefirst meta-analysisof these
surveys. To standardize outcomes, the
number of respondents who recalled
at least one incident of misconduct
was cal culated for each question, and
the analysis was limited to behaviors

that distort scientific knowledge: fab-
rication, falsification, “cooking” of
data, etc. Survey questionson plagia-
rism and other forms of professional
misconduct were excluded.

The final sample consisted of 21 sur-
veysthat wereincluded inthe system-
aticreview, and 18 in the meta-analy-
sis. A pooled weighted average of
1.97% (N=7, 95% CI: 0.86-4.45) of
scientists admitted to have fabricated,
falsified, or modified data or results
at least once—a serious form of mis-
conduct by any standard. Up to 33.7%
admitted other questionable research
practices.

search, or that submitsareport of PHS-
funded research in which the Respon-
dentisinvolved, must concurrently sub-
mit a plan for supervision of the
Respondent’s duties to the funding
agency for approval. The supervisory
plan must be designed to ensure there-
search integrity of the Respondent’sre-
search contribution. Respondent agrees
to ensure that acopy of the supervisory
plan aso is submitted to ORI by the
institution. Respondent agrees that
she will not participate in any PHS-
supported research until such asuper-
visory plan is submitted to ORI.

In surveys asking about the behavior
of colleagues, admission rates were
14.12% (N=12, 95% ClI: 9.91-19.72)
for falsification, and as many as 72%
for other questionable research
practices.

Further controlled analysis indicated
that misconduct was reported more
frequently by medical/pharmacol ogi-
cal researchers than others. Consid-
ering that these surveys ask sensitive
guestions and have other limitations,
it appears likely that these data, and
particularly self-reports, are aconser-
vative estimate of thetrue prevalence
of scientific misconduct.

Disclaimer

The HHS Office of Research Integrity (ORI) publishes the ORI
Newsl etter to enhance public accesstoitsinformation and resources.
Information published in the ORI Newsletter does not constitute
official HHS policy statements or guidance. Opinions expressed in
the ORI Newsletter are solely those of the author, and do not re-
flect the official position of HHS, ORI, or its employees. HHS and
ORI do not endorse opinions, commercial products or servicesthat
may appear in the ORI Newsletter. Information published in the

ORI Newsletter is not a substitute for official policy statements,
guidance, applicable law or regulations. The Federal Register and
the Code of Federal Regulations are the official sources for policy
statements, guidance, and regulations published by HHS. Informa-
tion published in the ORI Newsletter is not intended to provide
specific advice. For specific advice, readersare urged to consult with
responsible officials at the institution with which they are affili-
ated, or seek legal counsel.
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2009 Annual Institutional Report on Research

Misconduct Activities

In December, you will be reminded
that you need to prepare for your in-
stitutions' electronic submission of
the 2009 Annual Report on Possible
Research Misconduct. ORI will send
you your User ID and Password.

Thismeans marking your calendar so
that you can complete the electronic
submission of the Annual Report that
starts January 1 - March 1, 2010.

You need to gather your statistics for
2008 on the number of alegations, in-
quiries, and investigations receiving
PHS funds. You will file your report
at http://mww.ori.hhs.gov/assurance/
electronic_submission.shtml

For further information and assis-
tance, please contact Robin Parker at
robin.parker@hhs.gov or (240) 453-
8400.

able on the ORI web site.

Newsletter Mailout I nformation: Beginning with the next issue, the ORI
Newsletter will be delivered by postal serviceto only thoseinstitutions that
have an assurance statement filed with the Office. Singleissues of the news-
letter can be requested via www.askORI.gov and will be provided without
cost while copies are available. The ORI Newsletter will continue to be avail-
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