[. SCIENTIFICMISCONDUCT

The investigative wokload assodated  wih  allegations
of soentiic msoondud indudes  queries,  cases, ad ad
minstaive dosures. Queies ae poentd alegpiions
o stentic msoondud and repeset the niidl contact
wih a complainant to detemine  whether a case exsts.
The ORIl casdload indudes  oversgt and review  of inst
uional  inquiries and investigations and the condudt  of
inquines and investigations in te PHSNntamual  po-
gam or a edamud  instiuions uder specal  doum-
dances (eg , whente instiuion 5 udbe o uwing
0 dote MUy o invesigaion o muipe  isiuios
ae noved).

Queries

Each quaty receved by ORI assessed agangt  the aie-
rawhichmustbemetinordertoopenacase. These
aeb  ae

1 The research in which the alleged misconduct took
placemustbesupportedbyPHSfundsorinvolvean
appicaton for  PHSfunds.

Aseach s madeof computer recods for PHSgrants,
contracts, and cooperaive  agreements. Relevant
to detemine the source of support

2 The adeged misoondut  meets the defnion of sden-
fic msodd st foh N the PHSweguision

ORImust assess whether the adion  repoted,  f found
D betve wold repeset  ‘Bhicaion, fksiication,
pegalsm, o oher padices et soiasy  devee
fromthosethatarecommonlyacceptedwithinthe

scentiic communiy for poposng,  oconduding, o re
paing  ressach”

May queies inove  quesionrs  of ‘honest  diferences
in interpretations o judgments of data’ which are
spedicaly eduked ude te PHSdeinion f te
regu boy  viodions, amd adls add ndes
(eg,harassment  daims), ORIrefes te quay o the
gpopee  dice o agewy it noes aced o
athoshp dspue, ORIefles  the alegaion o te
regoede indiuin for  resolion

3 There must be adequate information to proceed with
an oy,
ORI may request  additional information fom the per
o g te qay, f te pasn B denied f
an allegation is madeanonymously, and there is nat



adequate  information o proceed, ORI inifaies afe
and wais 10 see whether  addiional information wil
be forthcoming.

Review of information avalable  to ORI (such as grant
applications, review summay seements,  or comespor:
dence wih the funding agency) mayresut in a smple
resouiion o te quay o deggion f t s foud O hae
arsen  because of a misundersianding o incompete i
formation. Queries which meet the tree aieria Isted
above maylead t ORI requesng  an instituion to con
duct aninquiy, o ORIgpenng IS owninquiy.

Athough oy about 1520 percert of the queies  receved
resit in afoma case being opered by ORI, al queries
met be edeied caelly  for gopopise  dgposion

In 1997, ORIreceived 166 queres, a 15 percent decrease
fom te 196 queies receved N 1996 The dipostion o
the queies B pesenied n Bbe Abdow.  Queies become
acive cases when the citeria outined  above are met
Queries are adminstatively dosed when the alegation

does ot | uder ORI juisddion and canat  be refered

o anaher agency or 5 resoved  through  futher  inquiry

and information. Queies maybe refered o other agen
ces whenthe poenid alegation ooncens  te use of hu
mansand animals N reseach,  fnancal lssues,  research
fuded by oher agendess, ad so on Noadion B possbe

whenaquely does not coniain  suficernt gedic  nome:

fon O pemt ancher dsposiion 0 be made.

Of the 166 queies madeto ORIin 1997, 52 were assessed
h deidd for apossbe iquly o invesigaion, 18 were
efered D doher agendes, 9% wee dosed  wihout  futher
acion and 3were refered 0 other agencies  folowing

oed ORlasssssmet Fotyseen o te fiywno F> 53
gaions (O0%) tat requied indeph revew by ORI saff
were resoved  wih an average processing time of 52 days
{me fom assgoment t dosure o te openng of afo-
ma cax) Theoher e cases wee dl uder evew a
the end of the calendar year. Twentyone of the forty-
saen competed  assessments resuted N fomal cases.

Table A: Initial Disposition of Queries in 1997

Pre-Inquiry ASSeSSMeNt ........ccccoeiiiieiiiiiiiieceeeee e 52

No Action Possible Now Or No Action ..........cccccevveiiiniinnene 96

Referred to Other AGeNCies .........cccevviiieiiiiiiiieiiccc e 18

L L 166
Cases

In 1997, 14 of the 29 dosed misconduct cases resulted
in susbined  findngs o sdentiic misconduct o PHSad-

2

ministrative actions. At the end of the caendar vyear,
ORIhad35formalcasesand5allegationsunderre-
vew, andime  ow.

The OResed 6 dikd D fr eames (s
d  imies Qrebiorel nesteos BR n
qies  ad @OR  ivesipirs Ge te B)

uions  are not routinely requied t repot  te conduct
o inguiies o ORIuless tey resut  in investigations.

ORI may become involved  in institutional inquines when
ORI receves  an allegation drecly  fom the complain
ant and then asks te instiuion o ocondud te inquiy,
uder these adoumsiances, the instiuion 5 reqed D
repot  the oucome of the inqurty t ORIl ORIten re-
viewsthereporttodeterminewhethertheconductof
theinquirycompliedwiththePHSregulationandwas

thorough,  competent,  and objective.
Duing 1997, ORI accepted nine  instituional repots  on
iquies ta dd nat recommend investigations. Falsik

cationwasthemostfrequentallegationexaminedin

te imuies (e ORmeqesed ta sx insiuios
conduct  inquiries, accepted nine repots,  and caried
seven cases o 1998

R L _y ae o
by the PHSreguaion  © repot to ORI the iniiation of
aninvestigationandtosubmitareporttoORIupon
completion  of the investigation. The ORI reviews the
repot  to determine  whether the conduct of the inves
tigationcompliedwiththe PHSregulationandwas
thorough,competent,andobjective,andprovideda

bass for a PHSfindng  of misconduct ORI began 1997
monitoring 35 investigations at institutions. During
1997, 18 institutional investigations were opened and

27wereclosed. Twenty-sixinvestigationswerecar-

ORI inquiies: ORIevens a inguies  conduded o
alegations o saeniic msoondut wihn - the PHSII:

mural research  programs. In addition, ORI conducts i+
quies a etanud  isiuions f OR deemines thee
5 aneed ©O doso, eg , amulicerier dnica tiel ORI
openedoneextramuralinquirybecausetherespondent

wes presdent  of asmal business.

ORI investigations: ORI conduds  investigations no a
kgaions  of sdentiic miscondudt  in te  PHSHramual
research  programs.  In addiion, ORI conducts  investiga:
fos a edamud  insiuions f te a2 noves e
dal  droumstances. ORI dosed two investigations; one
wes nramua  and the obher inoved  muticenter dn-



cd tigs. The w0 gpen investigations caed o 1998
were inramural cases.
Table B: ORI Scientific Misconduct Caseload by Case
Type during 1997

Case Type Forwarded Openedin Closedin Carried into
from 1996 1997 1997 1998
Institutional Inquiries 10 6 9 7
Institutional Investigations 35 18 27 26
ORI Inquiries 0 1 1 0
ORI Investigations 3 1 2 2
TOTAL 48 26 39 35

Administraive Closures

AcasemaybeadministrativelyclosedwhenORIcon-

dudes that no PHSfunds or applcations were involved,
o tat ooiung efot Wl ot poduce  suficent e
dence O resove  a case satislactory o futher revew
indicaies  thet the alegaion does not Al uder the PHS
defniion o sdeniic msoodd Oreinvesigaion wes
adminstratively dosed by ORIn 1997. Ths case 5 It
duoed n te sasia pole o dosed invesigations
adis consdeed 1 beacase in whch tee s nofind
ing of misconduct



[ INSTITUTIONALCOMPLIANCE

The PHSregulation on misconduct  in scence  places  sew
ed requrements  on instiuions receMng  funds  under
the PHSAC ORI montos  institutional complance  wih
theseregulatoryrequirementsthroughtwoprograms:
theAssuranceProgramandtheComplianceReviewPro-

gram.

A.AssuranceProgram

The Assurance Program is responsble  for ensuing  that
PHSresearch funds are ony awarded to elgble inst-
fuiions. An insfiLiion 5 egbe  whenit hes an adve
assurance on fle with ORI stating that it has devet
opedandwillcomplywithanadministrativeprocess

for respondng o alegations of scientific misconduct
in PHSsupported  research  that complies with the Fed-
ed rmrguaion (@2 CFR Pat 50, Subpat A Aninst
tutionestablishesanassurancebyfiinganinitial
assuranceformorsigningthefacepageofthePHS

grant  application fom revised in 199. Insftutions
keeptheirassuranceactivebysubmitingtheAnnual
ReportonPossibleResearchMisconduct, submitting

ther misconduct in sdence poicy upon request by OR],
revisingtheirmisconductinsciencepolicywhenre-
questedbyORIl,andcomplyingwiththeFederalregu-

Hn

TheAssuranceProgrammeetsitsresponsibiliiesby
maintainng  the asswance database, auding awards to

. hei ard . o fom
institions in ther Amua Repot on Possbe  Reseach
oo S o s ad po-
ceduresincollaborationwiththe ComplianceReview

Program.

AssuranceDatabase

Maintainng  an acourate  assurance  database s essental
o the sucoessl  operion  of te assurance progam  be-
cause the dasbase s used by ORland fundng agences
deemie e gy d isiuions 0 eEed PHSe
seach fudng N 1997, tree newadions wee tken
mpoe te acouary o the dasbese HAY, anefot  wes
begun 0 develop an emal newok t fadiiate commu-
ond, ORI revised the st of aciviy codes that do not
QoreiLie rexeach  uvke te msodud  regubion Thid,
ORI colaborated wih NH in developng  an eedionc bar
o makng awards o instiuions wihout an adve assu-
are ORa&p ooined D s=d aif Hes © s
fos tet BHed D e anasuae

As of December 31, 1997, there were 3674 achve assur-
ances onfe N OR, indudng 168 fom 30 foregn  ocoun



fies. Durg 1997, 415 idiios fd e i &
surance.  ORIdeleted272institutionsbecausetheir

assurance wes inactivated . Seventy-one  institutions
vountaiy wihdew ther assuance because tey ()dd
not expect to apply for PHSfunds, (@dd not conduct
reseadch, @Emeged wih ancher  indfiuion, o @wert
out of existence. ORI withdrew  the remaining 201 as-
surances  because the  instittions dd not submit their
Anmnual Repot on Possble  Research Misconduct, did not
submit a copy of their polices  and procedures for re-
spondingtoallegationsofresearchmisconductupon

request or dd not have poices  and procedures that
compied with the PHSregulation.

Al o these danges hed lite mpat onthe tod assu-
ance daigbese n 1997. (See e C) Thetod  number of
instiLions wih anassuance ioeesed by 199, Caegor
cay, indiLiions o hger educdion noessed by 5 e
searchorganizations, institutes, foundationsand

laboratories decreased by 2, independent  hospils ~ de-
aeased by 22, educdiord aganizaions oher then higher
educaion deceased by 1, the smal busness caegoy i+
ceased by 174, and undessiied noeesed by 5 The g
et ggh wesh te stdl hEes cegay, te Bt s
wesn te independent hospials  caiegay.

Table C: Type of Institution with Active Assurance by
Frequency, December 31, 1997

Type of Institution Frequency
Institutions of Higher Education ...........cccccoooiiiiiiiicicnne 881
Research Organizations, Institutes,

Foundations and Laboratories.............ccccccoviiiiiniinnnnn. 321
Independent HOSPItals .......cccooiiiieiiiiiciicc 291
Educational Organizations

Other Than Higher Education ...........ccccoooiiiiiiiiiiiiicee 23
Other Health, Human Resources,

and Environmental Services Organizations ..................... 389
Other (small bUSINESS) ....cc.eeiiiiiiiiiiiieeee e 1,757
UNCIaSSIfIed ....oooeieiiiieeeecee e 12
L L 3,674

E-MailNetwork

Arequest for the emal addess of te sging ofica
wasaddedtothe1997 AnnualReportonPossibleRe-

seach Misconduct  as the  initil sep in esabishing an
electronic newok that wl  fadiate communications
wih  instiuions that have an assurance.  An eledironic
nebvok wl  pemt ORI eficenty ad rpdy  nfom
a  insiuions o vaous  subsels o instiuions about
assuranceprogramrequirementsandotherORlactivi-

tes. For exampe, te Emal newok ooud be used
request msondud poides  fom a insiuiios tet

dicatedtheydidnothavesuchapoalicyontheAnnual

Repat fom.  Noatiications of new publications, Quide-
nes, conferences and workshops could also be easly
communicated.

Reied Ady  Code Lit

The Federal  regulation oy ocovers PHSfunding for re
search, research  taining, cooperative  agreements  and
reited rescach  adiviies. Suppot  for  numerous  other
actvites does not come under the regulation—oconfer-
ence gals demodEion poeds, dnicdl taning. In
1997, ORlrevised the ‘List of Acvity  Codes Not Sup-
portingResearch”originallydevelopedin1990. The

advly ootk 5 athreedgt desgaion (RO, POL T3)
thet  identfies te ype of poet beng supoed  The
original activity code list was reviened by Agency Re-
search  Integrity Liaison Offices a al PHSagences 1o
determine  which  activity codes dd or did not support
researcth. ORIreised the B 0 ensue tat  assuranoes
pot under acivity codes definred  as research.  The re-
vsed ‘List of Acdviy ~ Codes Not Supporing  Research’
wasadoptedonOctober 10,1997.

BaronNIHawards

The initel sep tken o peent anads o instiuions
withoutanassurancewasamessagethatappeared

on the computer screen informing  the grant officer to
conact ORI before  proceeding with an award, but fur-
therprocessingoftheawardwasnotblocked. An
auditofNIHawardsmadefromOctober1995toMarch
1997indicatedthat56awardshadbeenmadeto36

institutions wihout  an assurance.  Consequenty, ORI
requesed tat NH instiute an eedronc bar o awards
o institutions wihout  an assurance.  Apolicy  State
mentwasdraftedbytheNIHGrantsPalicyOfficeand

subsequently approvedbythe NIH Grants Manage-
mentAdvisory Committee on November 19,1997.
Whenthebarisimplementedin1998,amessagewil
appearonthecomputerscreeninformingthegrants
officerthatanawardcannotbemadetotheinstitu-

fon uwi te instuion oonples wh te Feded regu
ltion related o scentfic misconduct. ~ The bar wil
peet te reease o funds © te insiuion utl  te
ORI assurance  dafabase indicates  that the institution
hasanassurance.

Quof  Leters

. . 5 b e e
assurance program must also contend  with  institutions
thet fal O esdbdish o maman anassuance der re



ceMng fundng. N 1996, ORI in colaboration wih NH
adoptedanewprocedureforsecuringcompliancefrom

such irsfiuios. Thee insliuions ae ndiied by B

terthatORIwillrecommendthatNIHsuspendcurrent

suppot  and wihhod ~ al fuure  suppot o them if  they
faittocomplywiththeregulationbysubmittingthe

requested materials  within @ 60 days. The required ma-

teidls  maybe the Annual Report,  an inital assurance
fom, arequesed poicy, o arevsed poicy. ORI took
ths ocomplance adion against 40 instiuions in 1997,

28institutionshavesubsequentlycomplied;suspen-
sionoffundingmayberequiredagainst12institu-

tions. ORItakesthiscompliance actionafter

institutions have faled 1o respond to two requests for
the requied  material

At of Gat Anads

To futher  ensure that PHSresearch funds are awarded
oy D eghe  isiuios, ORI periodicaly ads to
PHSsystemsthatareusedtorecordandtrackgrant

information, thelnformationforManagement, Plan-
ning,AnalysisandCoordinationSystem(IMPAC)and

the GrantsManagementinformation System(GMIS).
ThelMPACsystemismainlyusedbyNIH. Allgrant

applications are entered diecty into the IMPACsys
temwhenreceived. Thereisacheckinthesystem
againsttheassurancedatabase. Duringtheprocess-

ing of agant to an ineigble institution, the grant
processor sees afag in the system and the assurance
programreceivesane-mailmessage, notingthatthe
granteeorganizationdoesnothaveavalidmiscon-

duct in scence assurance.

TheGMISsystemcontainsinformationaboutgrants
thathavebeenawardedbyPHSagencies. Alleight
PHSagenciesmayhavegrantsincludedintheGMIS,
butitismostlynon-NIHfundingthatislisted. The

informationin GMIS comesfrom many different
sources(thevariousPHSagenciesthatusedifferent
computersystems)andisnotuploadeduntilagrant

has been funded. At that tme, it is too lae to put a
hod onthe grant, since it has aready been released.
The check for acive misconduct in science  assurances
can only be done retroactively.

a)IMPACAwards

h 1997, anaxk o te MPACssem idcaied tet anards
were madeto 30 inelghe instiuions. ORIreqesed  an
iniiel assuance  fom tese  indiliions ad noied  te
appropriale gants management siaff in the  PHSagendes
about the pobem.  Asof December3l, 1997, d 30 st

wions  were n complance,

6

b)GMISAwards

A preliminary anaysis of fiscal  year 1996 GMISgrants
showed that 155 reseach grants foling  over $43 mi
fon were anarded o 117 instiuons that dd not have
an assurance.  Alist of gants for each PHSagency was
sent to the respecve  ARILO, asking for comments and
Chriication. Responses were receved  fom - PHSagen
ces. Only CDCand FDAdefined someof ther gants as
rescacch. The oher PHSagendes daed that the achw
ty oodes inoved donot suppot reseach. After this
rvew, 3B gats D 26 indlitions oRing  $112 mi
lionremained. Fourcodeswereaddedtothe'Listof

Acily  Codes Not Suppoing  Reseadi’  and the  insiir
tons were brought into  compliance.

Amua Repots on Possbe  Rescach  Misconduct

Tokeep s assuance adve, each indfiiion must subomit
to ORlan Annual Repot on Possbe  Research  Misconduct
(PHS fom 6349) that provides aggregate  information on
alegpions, nouies, nvesigaions ad oher  adies
requed by e PHSegubEin f te isiuion does
sbmt te reqied arnud repot ks instuiond -
ane bpses, ad te instivion becomes ineighe o g
py for o recee PHSeseach  funds

The1996AnnualReportformsweremailedinJanuary
1997 to the 3310 instiiions that had an assurance on
fle with ORlas of Decemberl, 1996.

CompletedAnnualReportswerereceivedfrom2,937

institutions for aresponse e of 8 pecent Onehunr
ded and wwentyone of those  indtiuions @%) vountar-

iy wihdew ter assuances and, theeore, dd nat fie
an annual repot  fom wih ORI The Annual Report  sur-
vey povdes essental information for  adminstering the
assurance program.  The 1996 report  identified 282 i
sfiutions whose assurance wes inedive  and 179 insfitr
tionsthatdidnothavetherequiredpoliciesand

pocedues  for handing  dlegations o soenific misoor:
duct  In additon, t povded ooreced infomation on
the named the responsble  ofical o te instutional
addesses  of 638 indtiutions 21%).  Instiuions named
478 rewresponsble oficals.

TheAnnualReportformrequestedinstitutionstore-

pot on te  avaiabity of poices and procedures
for respondng to alegations of sdentiic miscondud,

@te  number of alegations of scientiic misconduct
receivedandthenumberofinquiriesandinvestiga-

tons oconduced,  (3)actions tken o resoe  te repu
taion of exonerated respondents,  (4)actions taken to
protectthepositionandreputationofcomplainants,



and(5) mechanismsusedtoinformfacultyandad-
ministrativestaffaboutthepoliciesandprocedures

adoped by the institution o respond to alegaions of
scerttfic misconduct. For a summary of the resuts  of
thesurvey,seeAppendixD.

B. Compliance ReviewProgram

TheComplianceReviewProgramisresponsibleforen-

uig  tet  indivios teat gy for o e PHSUNGS
estabish  the required poides  and procedures  and com-
ply wih them and the PHSregulation in responding to
alegetions o reseach  misoondudt In addion, te Com
plianceReviewProgramrespondstoretaliationcom-

plaints from whistleblowers and monitorsthe

impementaion  of PHSadministrative acions by inst-
tuions  and PHSagences.

rmibd  Rly Rois

hundredandtwopolicieswererequestedin1997;the

oher 110 poices  were fowarded fom 1996. In 1997,
institutional poices  were requesed for the ORI amud
review o abpecent sampe of insiuional poices, as
folowp  activiies to the 1996 Annual Report of Pos-
se  Reseath I\/iscnrtm; and the paenidlice st
tuions  study (see below). ORIl cosed 338 reviews in
1997;274remainopen. Theclosedreviewsincluded
290acceptedpoliciesand48inactivatedassurances

because poices  were not submitted. Severy-one  per-
cent of the accepied poides  dd not requie  revision.
Two hundred and sixty-five of the 274 open reviews re-
qure  insiiuional adon befoe futher pogess can be
made. Sevenyfour  pecent of te poides  under revew

Poky Review Dagbase

Adaiabase, GenRev, was established in 1997 to conso
dateinformationonthenumerousreviewsconducted
bytheassuranceandcomplianceprograms. Thedata-

base contains  relevant information on the reviews, such
a the i ouome of the revew, te number of rev
sos requed, adte pdcy aopovd dae  Asof Janw
ary 8,1998,GenRevcontainedinformationon1,006
poicy reviews oconducted by ORI primarily
Sevenhundredandfifty-threereviewsarecompleted;

since 1995.

253areopen.
Paav/be Say
Each institution that apples for or receves PHSre-

search suppot is required 1o estgbish  an administra-

tve poicy for respondng to alegations of scentiic
misconduct  that complies with the Federal regulation.
However,266institutionsareinvolvedinaparent/

affiate reltionship in whch te paent pocy & sup-
posed o cover the dffiates. This population  indudes
80 parent  insfitiions and 186 affictes. ORI requested

policiesfromtheparentinstitutionstoanswertwo

questions: (O)Does the parent poicy comply wih the
regulation? (QDoes the parent policy provide an ad
minstative pocess tat s appicabe o the afiae
institutions? Seventy-eightpolicieshavebeenre-
viewedforcompliancewiththeregulation; 24com-

pied 54dd not The remaining two institiions wil
hae ther assurance inacivated if tey fal t submi
ter poby.

IN1998, the policieswillbeanalyzedtodetermine

whether  the administrative process desaibed s appk
e D te dibes Arpot Wl beset © each ut
o adyss—a paet adis dfises—indcaing whether

the parent poicy meets the reguatory  requirements and
B gpce © d diEes F o te got W ex
pain te reguatoy  provsons tat ae not adequately
refeded ad it needed dhanges.  In addiion, each af
ficte w hae © ndeae ta t hes adoped the par-
et poky.

Complance  Cases

In1997,the ORIcompliancecaseloadwasreducedto
1byclosing11casesandopening2. Onecasewas
canmiedinto1998. (SeetableD.) Compliancecases
invove  compliance  reviews  of institutional
of an alegation of soentic miscondut andlor etk
ation complaints  from whistieblowers.

Al12-monthstandardforcompletingcompliancere-
viewsand retaliationcomplaintswasadoptedin
1997. Theaveragetimeforcompletingsixcompli-
ancereviewswas 16.3months, primarilybecause
ofacomplexcaseopenedinlate 1995andclosed
in1997. Casesinitiatedin1996.0r1997andcom-
pletedin1997took8.5monthsfromreceiptofcase
tocompletion. Compliancereviewsinitiatedand
completedin1997took6months. Thefiveretalia-
tioncasesclosedin1997tookanaverageof23.6
monthstocomplete. Two caseswere originally
openedin1994andrequiredextensiveinteraction
betweeninstitutionalofficialsandORItoclose. A
caseopenedin 1995took 18 monthswhiletwore-
taliationcasesopenedin1996wereclosedin14
and10monthsrespectively. Summariesofclosed
compliancereviewsandretaliationcasesmaybe
foundinAppendixF.



Table D: Summary of Compliance Cases, 1997

Carried
to 1998

Forwarded
from 1996

Opened  Closed
in 1997  in 1997

Type of Case

Retaliation Complaints 4 0 3 1
Complaints/Reviews 4 1 5 0
Compliance Reviews 2 1 3 0
TOTAL 10 2 11 1

Sy o iy  Rets

Astudy of inqury repots not submited t ORI was un
deeken in 1997 b determine  whether (Dthe  inquines
reported by institutions on the Annual Report on Pos-
sble Research Misoonduct came under ORI jurisdiction,
@Qte inquiy repots  oconaned  suficent infomation

D deade wheher an invesigation wes waraned,  Qthe
inquireswereconductedincompliancewiththePHS

reguiation, and @more  tednical  asssance  shoud be
provided on the conduct of inquiries. Twenty-one  re-
pots suibmiied by 16 instiuions wee angyzed  Adat
repot  was completed in 1997; the final repot wil be
completedin1998.

i ) of Admiisic )

The implementation of administrative acions is monk
tored through the PHSALERT, a system of records sub-
pd D te Pivacy Ad Indvduals ae enered o te
PHSALERT Systemwhen: (1) ORIhasmadeafindingof

Scentiic miscondud conceming e indvidual; @te
incvidial 5 te sbed of an adminsraive adon im
posed by the Federa govemment as aresut of a deter-
miaion  tet  sdeniic miscondud hes ooccured, Qe
individual has ageed to voutarly — comecive adion as

aresut of an investgation of scentiic misconduct,
@ORI  has receved arepot of an investigation by an
insiiuion n whch tee wesafdng o soeniic s

conductconcemingtheindividualandORIhasdeter-

minedthatPHS hasjurisdiction, or (5) FDAhas

deemined  tet there 5 suficent reason O beleve  tat
aicel adn 5 waened agpd te indvdd o v
lion  of an FDAreguiation govening  research.

Information ~ on each individual in te sysem is limied
to name, sodal secuty number, date of bith, type of
misconduct,  the nameof the insttuion that conducted
the investigation, a summary of the administrative ac
tons imposed as aresut of the miscondud,  and the ef
ede adeqaon des o te ahrsEie adors.,

The sysem wes computerized  in 1994 o fadiiaie cheds
against  incoming  applcations, pendng awards, and pro-

posed appointments to PHSadvisoy —commitees,  boards,
and peer review groups.

OnJanuary 1, 1997, the names of 194 indviduals were
inthesystem. ORIhadlisted69namesandtheFDA
hadlisted125names. Duringtheyear,ORladded12
namesandremoved 14while23nameswereaddedto
theFDAsystem. OnDecember 31,1997, thenamesof

215 indviduals were n te sysem, 67 ksed by ORIl and
148 ised by FDA

ORladded12namesbecause9respondentsagreedto
avoluntaryexclusionagreement,and3werefoundto

have commited  scentiic miscondud n insittionel re-
pots to ORIl Fourteen names were removed duing the
year, 11 because the tem of the adminstatve acions
expied, 2because ORIdd not concur wih the insti
tonal  findings  of misconduct,  and 1 because an institr
fon eesed s Stenic msoondud fndng on gppedl

Of the 67 namesin the sysem at year end, 63 individu
as have had administrative adions  imposed by ORI, and
4remain as aresut of an instituional repot N which
thee wesafndng o soentic misconduct

During1996, twoindividualswhosenameshadbeen

eteed asarest o an instuiond repot  were subse
quenly subeced 0 an admnstaive adion, wih bah
ageeng 1t awvoutary  exdusion.

Thel48nameslistedbyFDAonDecember 31,1997,
weredueto47FDAdebarments, 75disqualifications

and 26 restictions on the use of investigational prock
us

In 1997, the FDAbegan to pubish onthe Intemet a De
bamet & aswel as a Dsoudied Restricion/Assur-
ave & for didd invesigaiors sadoed by e FDA
Because of the ovedap in the FDAISs and the PHSAG
minstrative Adons Buein Boad (AABB), which 5 aso
avalabe  on the intemet, the PHSAABBcamed the FDA
imomaion oy utl  te end of 1997. Theredfer, only
nomation  regadng indviduals sandioned by ORIwl
belistedonthe AABB,andinformationregardingFDA

sancions  can be viewed separately  on the FDAIntemet
gtes



[1l. EDUCATIONAND OUTREACH

ORleducationalandoutreachactiviiescontinuedto
expandin1997. Twonewpublicationswereproduced
anddevelopmentbeganonthreeothers. Fivework-
shopswereheld;planningbeganforthreemore,and
additionalproposalsweresolicited. Aneffortwas
launchedtomakethe ORIhome page moreinforma-

e alede  ad usederdy, Apdimay  adss

o insiuiondl eseach gy foides, ssemes  ad
guidelineswasbeguntodevelopmaterialforacam-
paign to promote research  integrty. In addiion, ORI

saff  made 46 presentations and pubished two artides.
Hieen noices wee pished i te Fecbd Regsler .

PublicationProgram

The new publccations added o the ORI publication port-

foo wee the ORI/ Habook for  Institioral Rescach I+
gy Ofies |, te ORAMA Reat - 1996 ad te Rgoot
onthe 1996 And Repot on Possbe  Reseach Moot

Preparationofthe ORI Handbook began in 1995. It was
shmited  for revew 1 51 instiuions and oganizaions

in 1996. In 1997, the handbook was revised and sent
about 2000 insiLiions, professonal assoaations, PHS
The ORI Annual Report - 1996 is the fouth repot  pro-
ducedbyORlonitactiviies. The Report on the 1996
AmAa Repot 5 the second pubdicaion n ts seies ta
detailsthemethodologyandresultsofthismandated

annual suney of institutions that have an assurance.

Detnled  descriptions of these repots maybe found in
AppendicesDandG.

Publicationsunderdevelopmentin1997were Guide-
hes for Resposbe Whskbowig , Gudance for Jou-
 Edios , and Guodhes  for  Institions Ihvestigaing
Alegaions of Possbe Msoodiad i Ghical Reseadh .
The whistieblowing guidelines  provide  information on
the citeria that PHSuses for pursuing  scientfic mis-
conduct cases, the development and repoing  of ale-
gations,thewhistleblower’sroleininquiriesand

and oher matters.  Admatt of the whistieblowing pub-
licationwascompletedin 1997 and submittedfor
Departmentalreview. Theguidanceforeditorssug-
gestsproceduresforacoliaborativeeffortbetween
joumaleditorsandORlinaddressingallegedscien-

fic ~ misconduct in manuscips  submited  or published
in joumals and the promation of reseach  integy. A
dat of the guidance for edios wil be submited for
reviewbyeditorsandthe Departmentin1998. The

gudance for dinical researcch indudes cases involv-
ing muicener  dncal tiaks, ad auires  the specdl
requirementsforinvestigationsinvolvingpatient

recods, the mutipe  sources of information avaiable



in these cases, and aher Federd eniies  that mayneed
to be infomed and involved  in the investigation. The
clinical case gquideines  wil be submited for Depart-
mentalreviewin1998.

ORlIreceved 900 requests  for s publcations and other
resouce materiads in 1997, compared to 1275 in 199%.
See Appendix Hfor acompete st of avalabe  resource
material The ist aso is posted on the ORI home page
a hiploichhsgov.

Workshop Program

ORI reactivated and restructured its workshop program
in1997. Fiveworkshopswereheld;threeextramural

cosponsors for the fist  time and added the promation
o rseach  niegly ad te peenion o soentic s
conduct to the previous program  goals—fadiitating the
hending o alegations o soenific miscondut and com+
pance  wih the reguaion.

In the December 1997 issue of s newskter, ORI sdic-
ied poposss fom isiuios, poiessord 25500 04

and scentiic sooees tat weh D ocobboae  wh OR
in developing a conference or workshop that  addresses
ether handing  scentiic misconduct  alegations o te
pomaion  of research  iniegrty.

Extamual  Workshops

ORI conductedthreeextramuralworkshopsin1997.

These are discussed in the “Highights” secfion  begin
ningonpageone.
ORland Uniersy  of Hoida — Workshop

TheORIlandtheUniversityofFloridaco-sponsoreda

wokshop  on research  integrity issues  on Apil5, 1997,
in Ganesiie. Ths weste fit wolkshop tha ORI hes
dore jorty  wih an insfitiion. Saf  fom te Unver
sty of Hoida and ORI each presented three sessions
represenaives o foueen phc adpiwee isios
in Horida and Georgia attended. ORIl also made a pre-
senigion on reseacch  integiy o about H gaduae S
dens on Api 14,

TuskegeelntroductoryWorkshop

ORland TuskegeeUniversityjointlysponsoredanin-

toductory  workshop for  institutional misconduct  off-
das on Novemberl3, 1997, a the Alabama instiuton.
Besdes Tuskegee Universty — siafff  the 47 atendees  rep-
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resentedinstituionsandorganizationsinAlabama,
Seon, | MiSSsin . New and Vi

ORI saff  made presentations on the evoMing  approaches
D soertic msoondudt and reseach  niegyiy, te main
erence  of insiiuiondal elghily for fudg te on
dut o inqies  and invesigatons, Feded oesgt o
investigations, the protectionofrespondentsand

whistieblowers, the implementation of administrative
adons, adthe dsdosue  of case nfomation Tuskegee
staff  senved as moderators  of open discusson  sessions
and as panelss. Addiionaly, aendees  fom tree n+
siviors sved as panels.

Introductory Workshop for  Institutional Research
hegty Olas

Severysx  representaives fom pubic and pivate i
sliuiors, reeath  eilies, See gemets,  poes
sonal  associtions, and PHSagences  attended  the ORIS
it inodidoy wokshop for - irsfiuiordl dlicels hedd
attheNatcherCenterontheNIHcampusonJune 6,

1997. The wokshop reviewed the general  responsioii
fes o indiuiordl msoondut  dficas and hghighied
te gedic  eqUeMes  tet  indilios need o Ul

in investigaiing alegations o msoondud Mg e
search supported by PHSfunds.  Three discussion  ses-
sions scheduled throughoutthe day permitted

partcpants ad ORI saf © dae ter Vvews on ressath
caed that ORI shoud ofer these workshops at various
locaions  around the  country.

PHSWorkshops

UpdateWorkshopforPHSResearchintegrity
Olas

ORI helditsannual update workshop on January
14,1997, toinformmorethan 30 PHS agencyrep-
resentativesaboutthelatestdevelopmentsrelated
toscientificmisconduct. Amongthetopicsad-
dressedbyORilstaffweretheaccomplishmentsof
ORIsince 1992, managementofthe caseload, pro-
tectionofgoodfaithwhistieblowers,complianceac-
tivities, the Freedomofinformation Act,andthe
Privacy Act

Refresher  Workshop for  NIH Bxdramural  Program - Staff

Morethan70NIHextramuralprogramstaffattended
acontinuingeducationcourseon‘ScientificMiscon-

duct: WhoDoesWhat?"onJuly 28,1997.ORlIspeak-

es biged patdoans on the diice’s arent  caseload,



oversight  activiies, and educational  programs.  Par-
ticipantsalsoheardthelatestdevelopmentsinthe

lawsuit  conceming  institutional immunity in  miscon-
dudt cases.

Oher subeds dsossed n the hdfday  sesson induded
te e o NHetanua daf n repoting  alegaions
andimplementingadministrativeactions,andhowNIH

saf wl bendfied aout te resouion  of cassss OR
daff aso reviened the complance requrements  for ex
tamual  insfitiions and reierated the need for oonf-
Centalty n misoondudt  cases.
ORIHome Page

Amajor redevelopment  effot  wes iniiated in 1997 to
maketheORIhomepagemoreinformative,atiractive,

and userfiendly. Adeelopment commiee hed s it
meeting in December to ouine the task ~ The new home
pageisexpectedtobecompletedin1998. Createdin

1995, the ORI homepage connues 1t be a quick, effec
tve, and inexensive  method for  disseminating ORI re-
souce  maeEs, ey  te ORIModd Poy.  Bestes
newsetter  issues and ORIl annual reports,  the new pub-
ications noed above were upoaded. In ealy 1998 the
ORIhome page addresswas shortenedto http:/

aidhhsgov

Presentations

Babaa Bumen,  Poy  Anels,  DPE, partiopaied n wo
sessionsoftheUpdateWorkshopforPHSResearchin-

tegity Oficers held at NH on January14, 1997. She
spoke about  protection of good fath  whistieblowers and
generad  procedures conceming te Pivacy  Adt and FOIA

John Butler, Compliance Review Coordinator,
ticipatedintwosessionsofthe Update\Workshopfor
PHSResearchintegrityOfficersheldatNIHonJanu-
ayld, 1997. Heeqlaned ORIs complance achvies
and gave case examples of insitutions protecting good
fih  whskdoners

DPE, par-

John Butler, Compliance Review Coordinator, DPE, par-

ticipated in o sessons  of the ORI Introducory Work-
shop for  Institutional Misconduct ~ Officials a NH on
June 6,1997.Hespokeaboutguidelinesandoptions
forrespondingtoretaliationcomplaintsandthePHS

Marcus Christ,  Chief, Research _Integrity Branch, OGC,

gave an update on misconduct case heaings duing the

Update Workshop for  PHSResearch  Integriy Oficers hed
a NH on January14,  1997.

Marcus Christ,  Chief, Research _Integrity Branch, OGC,
participated in tree sessons of the ORI Introductory
Workshop for  Institutional Misconduct  Officials a NH
on June6, 1997. Mr.Chist addressed  legad  issues  re
lted t responding t misconduct  allegations, to Fed
eral oversight and resoluton of cases, and protecting
complainantsandrespondents.

Marcus Christ,  Chief,  Research Integrity Branch, OGC,
gave a preseniation ongu Bmsus, te Angeldes case
and corfiidentiality issues for the ORI update for NIH
Btamua Scenist Adminstators on Juy28 1997

Marcus Christ,  Chief, Research _Integrity Branch, OGC,
dsossed  te kegd  implcations o indiiLtions invest-
gating  alegations of msoondudt in ight of the Feded
Goemments  posion i te Angeldes  fiigaion ad in
stiutional oblgations duing the Scence and Techno-
ogysectionoftheAmericanBarAssociation'sAnnual

Meetng in San Fancisco,  CAon August4,  1997.

a presentation on the DABheaings 1o the NIH Commitee
on Scdentiic Conduct and Ethics  on Sepember26,  1997.

Marcus Christ,  Chief, Research _Integrity Branch, OGC,
participated in tree panel dscussons  duing the ORI
WorkshopforInstitutionalMisconductOfficialsat
TuskegeeUniversityinTuskegee,ALonNovember 13,

1997. Hegpoke about legad issues related o responding
o aegations of msoondu, Feded oersgt ad reso-
uion  of cases, and avoding probems in disdosure of

Alica_ Dustra,  Deputy Director, DPE, spoke about edu-
caional  resouces avalabe  fom ORI duing the Update
Wokshop for  PHSResearch  Integrity Oficers held a NH
on January14, 1997

Aica  Dusia, Depuy Diedor, — DPE ouired  the difier
et ways thet  instiuions need o keep ther ORI assur
ancesactiveatthe ORI IntroductoryWorkshopfor

Insiivional Miconduat  Oficals a NHonJue6, 197

Aida  Dusfra,  Deputy Direcor, DPE, senved as a parel
memberand discussed te e of ORlin resoMing etk
cal disputes duing aworkshop organzed by Sigma X,
The Scentific Research Socety, as pat of is Annual
Meeting in Crystal City, VAon November22, 1997.

Gal Gibbons, Affomey,  OGC,spoke about legal  issues
reaed to the Privacy Act and FOA a the Update Work-
shop for PHSResearch  Integrity Oficers  held at NH on

January 14, 1997.




Dorothy Macfadlane, ~ Acling  Director, DRl provided an
updateontheORIcaseloadandORI'sroleinmiscon-
ductcasesattheUpdate WorkshopforPHSResearch

Integrity Ofices  hed a NH on January14,  1997.

fying  and prevenng  scentiic misconduct  at a work-
shopduringtheWinterConferenceonBrainResearch
in  Breckenridge, COon January27,  1997.

Dorothy Macfariane,  Acting  Director, DRI, made a pre-
senigion on reseacch  inegiy o aout H gaduae S
dens a the Unvesty  of Hoida in Gainesvle, A on
Apild, 1997,

Doty Macfadane,  Acting  Director, DRI, participated

in o sessons  of te regond  Research  Integriy Work-
shop cosponsored by the  University of Hoida and ORI
in  Gainesvile, FL on Apri 15, 1997. She spoke about
ORI processes  for responding to misconduct — allegations,
and discussed balancing  confidentiality requirements
wih State open recods  laws.

Dooty Madadane,  Ading  Diedor, DR, gae a lkdure
on research  integrity and research  misconduct in dink
ca tids as pat of the Lombadi Cancer Center Devet
opmenal  Thempeuics Ledue Seies n Washingon, DC.
on Juned, 1997

Doothy Macfarane, ~ Acing  Director, DRI, participated

in tree sessons of the ORI Introductory Workshop for

Instiuional Meoondua  Oficals a NHonJue6, 1997.

Dr. Medabne spoke about instiuional natiicaion ad
repoting  requremens N miscondudt  cases, possbe PHS
administrativeactions,andelementsofsupervisory

pas

Dorothy Macfariane,  Acting Director, DRI, gave a pre-
senaion  onthe roe of NH saff in repotng  aleger
tons,  notfications about misconduct  case gpenings,  and
the resolution of cases fr te ORIupdae for NH Bta
mua Scenist  Adminstraiors on Juy28  1997.

Dorothy Macfariane,  Acting Director, DRI, gave a pre-
semaion  on te ewduion  of the definion of miscon
duct, allegation assessmert,  and ORI case oversight  to
the NIH Committee on Scientific Conduct and Ethics on
September26,  1997.

Dooty Madadane,  Ading  Director, DRI, participated
in tree panel dscussons  duwing the ORI Workshop for
Instiuiionel Mesoonduct  Oficals a Tuskegee Unwversly
in Tuskegee, AL on November13, 1997. She spoke about
responding to allegations of misconduct, Federd over-
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sght and resoluton of misconduct cases, and adminis-
tave  acdions that maybe imposed by PHSor an inst-
tin

opendiscussionsessionsduringtheORIWorkshopfor

Instiutional Msoonduat  Oficels a Tudegee Unvedly
inTuskegee,ALonNovember 13,1997.Onesession

Oeat wih instiuional epeiences and pespedives o
respondingtoallegations,andthecthercoveredap-

proaches and experiences  in resoMng  cases.

ics in sdentiic and medcad reseach a te Sodey for
Neuroscience AnnualMeetinginNewOrleans,LA,on
October27,  1997.

ChrisPascal,ActingDirector, providedopeningre-
marksandmadetwopresentationsduringthe Update
WorkshopforPHSResearchintegrityOfficersheldat

NIHonJanuary 14,1997. Hespokeaboutthestatus

of various extemal reports on ORIl and discussed han-
ding press inquiies in light of Pivacy Act and FOIA
requirements.

Chis Pascd,  Ading  Diredor, gave a presentation on the
Oefintion o msoondud,  instiuional responshiies,
investigations, and PHSadministrative adions for te
NH BExramural Scentist ~ Administrator Seminar  Series

on February 27, 1997.

sons of the regonal  Research Integrity Workshop co-
sponsoredbythe Universityof Floridaand ORIin

Gainesvile, FL on Apri 15, 1997. Mr. Pasca gave an
historical perspectve  and led adiscusson  of cument
approachestorespondingtomisconduct, reviewed
whistleblowerprotectionissues,anddiscussedap-

proaches for  rehabiiiating exonerated  respondents.

Chis Pascal, Adting Director, made a presentation on
research  integrity to about 35 gaduae sudents at the
Unesy o Foda n Gaesde AL on Apil4, 1997.

Chis Pascal,  Ading  Director, presented  an ovenview  of
institutional reguatory  requirements  and the Federak
institutonal pateshp  a te ORI Inroductory Work-

shop for Institutional Misconduct ~ Officials a NH on
Jdue6, 1997.
Chis Paxd Adng Dedo,  gae apesanain aon ORIs

e ORlupdle fr NH Extamudl  Scerist  Administa:
os onJdiy28 1907,



Chis Pascal, Acding Director, was inteviened by ZDF
German television for abief news pece about ORI func
ons and adiies on Sepemberl5,  1997.

Chis Pascal, Adting Director, gave a presentation on
approaches  to misconduct  and basic  principles for ex
tramural  investigations to the NH Commitee on Scien-
fic ~ Conduct and Ethics on Sepember26, 1997

Chis Pascd,  Ading Diedor,  gave a preseniaion onin
and legal chalenges for the NIH Bxdtramural  Scentist
Administrator Seminar Sefies on November7, 1997.

and taked about avodng pobems in dsdosue  of case

information duing the ORI Workshop for  Institutional
Misconduct  Officials at Tuskegee Unhversty in Tuskegee,
ALonNovember 13,1997.

PeterPoon,Attomey, OGC,spokeattwosessionsof
theORIIntroductory\WorkshopforinstitutionalMis-
conductOfficialsatNIHonJune 6,1997.Mr.Poon

taked about legal issues conceming  retliation com-
plaintsandavoidingproblemsindisclosingmiscon-

duct case information.

Abn Price, DRI InvestigatorSoentst, gae an ydae on
Bses ad ypes o nedions wih - unversly oficiels

at ORlas pat of apanel dscusson at a pracicum  on
respondingtoallegationsofmisconductconductedby
theAssociationofAmericanMedicalCollegesandthe
AmericanAssociationforthe AdvancementofScience

in San Diego, CAon January28,  1997.

Aban Pice, DRI InvestigatorSaentst, gae a presenta
P— 0 o T o ivesioes

at the ORI Intoduciory Workshop for  Insfitutional Mis-
conduct  Officals a NH on June6, 1997.

Aben Price, DRI InvestigaiorSaentst,
tiontoafocusgrouponanonymityinwhistieblowing
fortheAmericanAssociationforthe Advancementof
Scence in Washingon, DC. on Junel8, 1997.

gae a presenia:

Lany Rhoades, Director, DPE, spoke about ORI's assur-
anceprogramattheUpdate\WorkshopforPHSResearch
Integyity Oficers  held a NH on January14,  1997.

Lany Rhoades, Director, DPE, partcipated in o ses
sons of the regonal  Research Integrity Workshop co-
sponsoredbythe UniversityofFloridaand ORIin

Gainesvile, FL on Apil15, 1997. Hegave an histot

ca pespedve  and particpated in adsousson o aur

rent approaches to responding to misconduct, and dis-
cussedapproachesforrehahilitatingexoneratedre-

spondents.

Lary Rhoades, Diedor,  DPE, paricipeted n tree ses
sons o te ORI Introductory Workshop for  Insitiional
Misconduct  Officials a NHonJure6 1997. Dr. Rhoades
epaed  what aressath  inegiy oficer 5 howinst
tutionsdeveloppoliciesandproceduresforhanding

misconduct  allegations, and ways to protect  complain-
ants and respondents.

LanmyRhoades, Director, DPE, gaveapresentationon
ORI'scomplianceprogramfortheORlupdateforNIH
Btamuad Scenist Administators on Juy28  1997.

LanyRhoades, Director, DPE, gaveapresentationon

the ORI education program and protection of
whistiebloners to the NH Commitee on Scentfic Con
duct and Ethics on September26,  1997.

LarryRhoades, Director, DPE, madepresentations

in two sessons of the ORI Workshop for  Institutional
MisconductOfficialsat Tuskegee Universityin
Tuskegee, ALonNovember 13,1997. He spoke

about maintaining  funding  €ligibility, submiting  an
assurance,developingpoliciesandprocedures,sub-

mittingthe ORIannualreport, complyingthe PHS
regulation,and protectingcomplainantsandre-

spondents. Healsomoderatedanopendiscussion

on institutional experiences  in  protecting complain-
antsandrespondents.

Mary Scheetz, Progam Analyst,  DPE, discussed  responses
and qiical sues eaed © ressach  negiy and s&
enfic ~ miscondudt  as pat of apand preseniaion a te
40h Amua Cound of Boogy Edios Meeing n Phia
dephia, PAon May6, 1997.

Babara Wilams, DRI InvesigatorSaents!, e apre
sentation  on sgecing  commitees,  comping  tesimony,

in misconduct  cases at the ORI Into-
ductoy  Workshop for  Instiutional Misconduct  Oficials
a NH on June6, 1997.

Pudished ~ Artides

Dusia, Aica K “The Feded Roe In Infuencing Re-
seach Ethics Educaon and Standards
in Scence” Pokssod — Bhics 5 (1&2), Sping'Summer
1996 [issued October 1997

Scheez, MD. ‘Autoshp  Conoverses: ACd for CBE
Sandards”  CBEViews 1997; 204).  125127.



Fecbd Regsir  Nolioes

Fdngs of Sdentiic Msoonduct ~ Notice:. 62 Fed
6637266373 (Dec.18, 1997). [Imam]

FAdngs  of Sdentiic Msoonduct  Noice. 62 Fed
53432 Oa7, 1997). [Shaq]

Frdngs  of Scenfic  Misoondit  Noie. 62 Fed
4001449015 (Sept18,  1997)  [Leorherd]

Fdngs o Scenic  Msoodud  Noice. 62 Fed
4428044281 (Aug.20,  1997).  [Jed]

g & & &

Frongs  of Scerfic  Msoondut  Noie &2 Fed
4428144282 (Aug.20,  1997).  [London

g

Fdngs of Sderic  Miscondt  Noice. 62 Fed Reg
458 (Aug7,  1997).  [Shapid

Frndngs of Sdentic Msoondut  Noice 62 Fed Reg
3792137922 (W15,  1997). [Haid

Fdngs  of Sdentiic Msoconduct ~ Noice. 62 Fed. Reg
32616 @Qurel6, 1997). [Fugang Li

Fndngs  of Soentiic Misconduct  Correciion. 62 Fed
Reg. 2651526516 (May14, 1997). [Sun|

Fdngs of Saeniic Msoonduct ~ Notice. 62 Fed
23779(May 1,1997).[McCown]

Frndngs of Sdentic Msoondudt  Noice. 62 Fed,
23246 (Api 29, 1997).  [Huelskamp]

Frdngs  of Sceic  Msoondit Noie 62 Fed
2960 (28, 1997)  [Sun]

Frndngs o Sdentiic Msondut  Noie. 62 Fed.
1863118632  (Apil6, 1997).  Misd]

Frdngs of Scenic Msoondud  Noie 62 Fed
15712415713 (Api7, 1997, [Poruese]

Frongs  of Scerfic  Msoondut  Noie. &2 Fed
7787 (Feb.20,  1997).  [Boore]

g & & & & &



IV. INFORMATIONAND PRIVACY

FreedomofinformationAct

The Freedom of Information At (FOIBK), 5USC. 8552
adons the pubic access o ORIrecods whie  protecing
ceen  omaion  tet B wihn oe o te Ads ne

exemptions.

ORlrecods ae pimaly  subed 0 exempions 5, 6, ad
7 of the FOIA. Exempton 5covers intemal  govemment
communications  and natices. Exemption 6 covers  docu-
menis about  indviduals tet, | dsdosed,  woud oconst

e adealy uwaraned ivason o pesond  privecy.

Exemption7 coversrecordsthatthegovernmenthas

compled for law enforcement  purposes.

AFOIArequestforORIrecordsshouldbemadetothe

5600 Fishers Lane, Room13 C24, Rockville, MD20857.

The request must reasonably  desaibe the records  sought

o that te agency ofical 5 abe O bcae te recods

wih a reasonable  amount of effort Somerequests  may
be sibed 1 revew, seach and dupication oosts.

Therewere90FOIArequestsreceivedin1997and24

were fowarded from 1996. This is an increase from 79
in 1996. Responses to 84 requests were completed and
14 were camied into 1998, The number of requests rep-
resents a 14 percent increase  over 1996 and s the sec-
ondhighestnumbersince1994.

Privacy Act

The pupose of the Pivacy Ad of 1974, 5USC. 85523,
is to balance the needs of the govemment to maintain
momaion  about  indMduals wih te s o te nd
vidua 1 be poteded aganst uwaranted invasions of
maintenance,  use, and discosure  of personal  informa-
ton about the individual. Under the Prvacy Act an
agency is required o pubish andice of iis sysem of
records when the information in the system is informa-
on about an indvidual thet s reieved by a persond
vl

Therecods in ORIfles ae pat of asysem of recods
that was pubished in the Federa Regser  on Januayb,
1995 (60 Fed. Reg. 2140). However, these records are
Spediicaly eemped fom spedic  povsons of te P
andamendmentofrecordsrequestsbythesubjectof

the recods.  Nonetheless, each request for acoess s
viewed on a casebycase basis.  Addiionally, if
recods are dened under the Privacy Act for reasons
the exempions, the subect of the recods may il be

re-
the
of



efed © dian aess © hs o her eoods o potion
thereof,  under the provisons  of the Freedom of Infor-
maton  Act

APrivacyActrequestshouldbemadetothesystem

manager, Ading Direcor, Dvson  of Research Invest

gaions, OR|, o te Piveacy Ad Oficer, ORl, a 5515 Se
auiy Lane, Sue 700, Rodude MDRO8R2.  For a request
o fad whn te puvew of the Pivacy Ad, it must be
fom te subed o the reoods o hs o her kegd  repe
e

Twele requests for information were receved  under the
Phvecy Ad n 1997, Al requess reoeved esposss. Ths
represents adrop of 37%from the 19 requests  received
in 199%.



Agedk A Cosed Invesigaions Said  Poke

Thissectionpresentsadescriptiveanalysisofthe
29investigationsclosedduring1997underthefol-
lowingheadings: (1) SettingofClosedInvestiga-

fons @Tye o Alegdion, (3 Instiuiional

(4) GovermmentActions, (5) Respondent, (6) Rela-
tionship between Complainantand Respondent,
(7) Complainart, @lengh  of Inquiies,  (9)Length
of Investigations, and (10)Sze  of Panels.  Invest-
gativeoutcomesarebasedonthefinaldisposition
ofthecaseincludingtheresultofanyhearing.

Adions,

SettingofClosedInvestigations

Thesettingofclosedinvestigationsisdescribed
fromfourperspectives: (a) TypeofPHSResearch
Program, (b) Performer of Investigation,
(© Instittional

TypeofPHSResearchProgram

Twenty-eightofthetwenty-nineinvestigations
closedin1997involved PHS extramuralresearch
programs. Theresearchinvolvedintheinvestiga-
tionswassupportedby19NIHinstitutes. Fourteen
investigations(48percent)resultedinamisconduct
finding; 15 investigations (52 percent) did not
Table 1: Investigation Outcome by Type of PHS
Research Program, 1997

Sefing,  and (d)Fundng  Mechanism.

PHS Research Misconduct ~ No Misconduct — Admin. Total
Program Type Closure
Extramural 14 13 1 28
Intramural 0 1 0 1
TOTAL 14 14 1 29

Perormer  of  Investigation

The PHSregulation assigns the primary  responsiity
for conducing  inquiies and investigations o alle-
gationsofscientificmisconducttoapplicantand

awardee  instituions. However, the regulation resenves
the rght of the Depatment “to peform is owninves
tigation at any tme prior to, durng,

or folowing  an

rsiLionis ivesigaion” Nreytree  pecet o te

investigationsclosedwereconductedexclusivelyby
institutions. Oneextramuralinvestigationwascon-
ductedbyORlattherequest oftheinstitution,and
theotherORlinvestigationwasintramural.




Table 2: Investigation Outcome by Performer of
Investigation, 1997

Performer Misconduct No Admin. Total
Misconduct  Closure
Institutional 14 12 1 27
ORI 0 2 0 2
TOTAL 14 14 1 29
Htbd SHy

Sixty-ninepercentoftheinvestigationswerecon-
ductedatmedicalschools. The29investigations
wereconductedby31institutions. Withininstitu-

tions, theinvestigationsinvolvedsuchdepartments

asanatomy, biology, biostructure andfunction,
chemistry,dentistry,dermatology, epidemiology,

genetherapy, molecularbiology, obstetricsand
gynecology,oncology, pathology, pediatrics, psy-

chiatry, psychology, pubic  opinion laboratory, Sur-
gery,andveterinarymedicine.

Table 3: Investigation Outcome by Institutional
Setting, 1997

Institutional Misconduct No Admin.  Total
Setting Misconduct Closure
Medical School 6 12 0 18
Hospital 1 0 0 1
Research Institute 3 0 0 3
Intramural 0 1 0 1
Other 4 1 1 6
TOTAL 14 14 1 29

FundingMechanisms

Thel3fundingmechanismsinvolvedintheclosedin-

vestigations suppoit  grants, conracts  or cooperative

ageemats awaded © indviduaks o insiiiions o
pat besc o dnicd reseach  poeds, pogams o ot
s o O develop newrescaches o suppot  disindy
apeir  reseades. The trediiondl reseath gat (ROD
wasthedominantmechanism. However,themecha-

nsms also indude progam proecs  (POL), center core
gats (P, Soecaized ceres (PO, srd bEes i+
novaion reseach gants (R44), cooperaive  agreements
oD, and cooperatve  dnical rescach  (U10. In adde
ton, mechansms for tanhg  and deveopng  research
es ae involved—nsiiuional neionel  reseach  senice
award (T32), postdocioral individual naonal  research
senice  awards (F32), research  scientist development
anacs (K02, dnca investgetor anacs (KO8, and fist
independentresearchsupportandtransition(FIRST)
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awards (R29).  The investigations were also concemed
wih reseach  and deveopment contads (NO1).  Asige
mechanism was involved  in 16 investigations; 2 mecha
nsms in 7 investigations, and 3 mechansms in 5 inves-

02 01

Table 4: Investigation Outcome by Funding
Mechanism, 1997

Misconduct No Admin. Total
Misconduct Closure

Funding
Mechanism

RO1
R29
R44
PO1
P30
P50
F32
KO2
KO8
T32
uo1
u10
NO1
TOTAL

-
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Type of Alegation

Aleggtions o fakiicaion andor  fabicaion aooounied
for 89 percent of the investigaions dosed and 93 per
cent of the misconduct findings  in 1997.  Falsfication

ether alone o in combinaion  wih fabrication o pla
gasm povdded te bass for 22 investigations (76 per
cef) and 10 meoondut fndngs (71 peroend) Felorication
aone o n combnaion  wih falsification o pagaism
accounted  for 13 investigations @5 percent)y and 8 mis-
conduct findings (57 percent). Plagiaism  alone or in
combnaion  wih  falsfication or fabication accounted

for fve invesigations (17 percent) and o misconduct
fdgs (14 pecen)
Table 5: Investigation Outcome by Type of Allegation,
1997
Allegation Misconduct  No Misconduct Admin.Closure Total
Fabrication 3 1 0 4
Falsification 4 7 1 12
Plagiarism 1 2 0 3
Fabrication/
Falsification 5 3 0 8
Falsification/
Plagiarism 1 0 0 1
Fabrication/
Falsification
Plagiarism 0 1 0 1
TOTAL 14 14 1 29




Insiiuiondl Adions
ThePHSregulationonmisconductinsciencerequires

institutions to impose appropriate  sancions  on ind-
vidualswhentheallegationofmisconducthasbeen

Substantiated. Instiutions repoted 17 adions rebted
to the 29 dosed investigations. In the investigations
that resuted in misconduct  findings, instituions re-

portedsanctionsagainstsevenoftheeightrespon-
dents. Threerespondentshadtheiremployment
terminated,onewassubjecttomonitoring,onewas
suspendedwithoutpay,onewasdismissedfrommedi-
calschoolandonewasrequiredtoparticipateina
bioethics ~ program.

Institutions repoted  taking adions aganst seven re
spondentswhowere notfoundto have committed

scientific misconduct  under the  PHSdefiniion. Inst-
tutional investigations may indude  charges  unrelated
to the PHSdefiniion of misconduct Also, under therr
plenaryauthority,institutionsmayadopthroaderor

namower  definiions of scientific misconduct  for  use
intemally and may impose  administrative acfions  pur-
suant to findings  madeunder those definiions. These

actons induded aleter of repimand, montoing  of
research,  refraction or corection of an artice, and
terminationofemployment.

Table 6: Investigation Outcome by Institutional

Action, 1997

Institutional Misconduct No Admin. Total
Action Misconduct  Closure
Letter of Reprimand/

Censure 0 1 0 1
Monitoring of Research 1 1 0 2
Retraction/Correction

of Article 0 1 0 1
Individual Counseled 0 1 0 1
Suspension With or

Without Pay 1 0 0 1
Terminated Employment 3 1 1
Grant
Withdrawn 0 1 0 1
Dismissed from
Medical School 1 0 0 1
Participates in Bioethics
Program 1 0 0 1
TOTAL 7 6 1 14
GovernmentActions
The PHSregulation on misconduct in science  also rec

ognzes the authoity  of HHSID impose adminstative

ados o ik oanon inesigaios and indiviors o Vo
Hig te reguiation The Depatment ook 32 adminsra:
e ados ape ok n te 14 msodd  cesss
Eight respondents were debared from receving — Federa
gais,  conrads, ad cooperatve  ageemens  for  peods
rangng fom 3 S5yeas Fvwe wee debared for 3 yeas
oefor 4yeas adoefr Syeas  Thieen respondents
were pohbted  flom sening on PHSadMvisoy  commitees,
boads, or peer review goups for peiods rangng fom 3
to 5yeas. Onerespondent was prohbied for 2 years,
ne fr 3yas wofr 4yeas adaefr Syas b
uions employing o respondents were requied o Sub-
mit to te fundng agency and ORlapan for  supenvising
the partidpation o te respondets  n any PHSsupported
reseach for 3yeas  Instuions empoying o resport:
des were requed O suomi  oertiicaion o the fundng
agency and ORI for apeiod of 3yeas that te dala sub-
mied by te espodent N gat  goplcatons eded ad
wes aoouaely  represenied An insiiLiiordl ofical must
endose the respondents  certification and fowad the
endosed  oettiication o te fudng agency ad the ORI

Tworespondenis  wee requied O relad an atide.

Table 7: Frequency of Type of Government Action,

1997
Government ACHON ............ccccveeeveeeesiieeeeieee s Frequency
DebarmMent .........coooiiiiieeee e 8
Prohibition from Advisory Committees ...........cccocvevciiiiiiiinens 13
Supervision of DULIES .........cciiiiiiiiic e 5
Certification of Data .............ooooviiiiieiiiiee e 2
Certification of Contributors ............cccccvveiiiiiiiiii e, 2
Retraction/Correction ...........cccueeiieeiiiie e 2
10 1 7 32

Respondents

Therespondentsaredescribedby(1) academicrank,
(Qhghest  acedemic degee, and (3)gender.

AcademicRankofRespondents

The mgoity  of alegaions and msoonduct  fndings were
made against  junior  personnel  (assistant professors,
postdocioral felows, sudents and technicans) rather
than senor  persomnel Hiy-nine percert  of the respon-
dents were junior  personnel. Eighty-six percert  of the
modt fequent tages o aegios were pokssos (1),
poscodod  Hows @) adesssat poessos @) A
legationsweremostfrequently supportedagainst

postdodoal dons (67 peroen) Aeggions wee ket
ofen suppoted against  pofessos (9 percert)



Table 8: Investigation Outcome by Academic Rank of
Respondent, 1997

Respondents’ Misconduct No Admin. Total
Academic Rank Misconduct Closure
Professor 1 10 0 11
Associate Professor 1 1 0 2
Assistant Professor 2 2 0 4
Postdoctoral Fellow 4 1 1 6
Student 2 0 0 2
Research Assistant/Assoc. 2 1 0 3
None 2 2 0 4
TOTAL 14 17 1 32

*Note:Onecasehadtworespondentsandonecasehadthreerespondents.

AcademicDegreeofRespondents

Eighty-onepercentoftherespondentshelddoctor-
ates;50percentheldaPh.D.degree; 31 percent
heldanM.D.degree;and16percentheldeithera
B.A.orM.A.degree. Forty-threepercentofthein-
dividualsfoundguittyofscientiicmisconductheld
aPh.D.degree. Allegationsweremostfrequently
supportedagainstrespondentswithmastersde-

grees (100 percent).

Table 9: Investigation Outcome by Highest Degree of
Respondent, 1997

Respondents’ Misconduct No Admin. Total
Highest Degree Misconduct  Closure

Ph.D. 7 9 0 16
M.D. 3 7 0 10
M.A. 2 0 0 2
B.A. 2 0 1 3
Unknown 0 1 0 1
TOTAL 14 17 1 32*

*Note: Onecasehadtworespondentsandonecasehadthreerespondents.

GenderofRespondent

Severywo  percert of the alegations were meade against
males and more alegations were suppoted  aganst  males
(@8%) than females (33%).

Table 10: Investigation Outcome by Gender of
Respondent, 1997

Gender Misconduct No Misconduct Admin. Closure Total

Male 11 12 0 23
Female 3 5 1 9
TOTAL 14 17 1 32*

*Note: Onecasehadtworespondentsandonecasehadthreerespondents.
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Complainants

Companants  ae desobed by (D)relionship o respont
dents, (Qacademic  rank, (3)highest academic  degree,
and (4)gender. The description i5 somewhat tentative
because of the amount of missing data.

RelationshiptoRespondents

respondents N the 1997 dosed  investigations coered a
broad range. The most frequent  relationship was co+
eege (12) foned by piapel  nesir @)

Table 11: Investigation Outcome by Relationship of
Complainant to Respondent, 1997

Misconduct No Admin. Total
Misconduct Closure

Position of
Complainant

Lab Chief,

Research Director,

Dept. Chair, P.I.,

Supervisor,

Employer, or

Mentor 10 1 112
Colleague 4 8 0 12
Employee, Lab Tech,

Postdoctoral Student,

or Student 1 3 0 4
Reviewer of Grant

Application 1 0 0 1
No Relationship 0 1 0 1
Unknown 0 3 0 3
TOTAL 16 16 1 33*

*Note: Onecasehadtworespondentsandonecasehadthreerespondents.
Threecaseshadiwocomplainants.

AcademicRankofComplainants

Seor pasord  (poesso, as0de  poesy)  gopear D
make allegations more oten than junior personne,  ac-
couning  for 57 percent of the complanants. Twertyseven
percent of the complainants  were unknown or anonymous.

Table 12: Investigation Outcome by Academic Rank
of Complainant, 1997

Misconduct No Admin. Total
Misconduct  Closure

Complainants’
Academic Rank

Professor 6 6 1 13
Associate Professor 4 2 0 6
Assistant Professor 1 2 0 3
Postdoctoral Fellow 1 1 0 2
Unknown or anonymous 4 5 0 9
TOTAL 16 16 1 33

Note: Three cases had wo complainants.



AcademicDegreeof Complainants

Eighty-five percent  of the complainants  held ether an
MD. or PhD. degree.

Table 13: Investigation Outcome by Highest Degree
of Complainant, 1997

Table 15: Investigation Outcome by Length of Inquiry,
1997

Complainant’s Misconduct No Admin. Total
Degree Misconduct Closure

Ph.D. 11 5 1 17
M.D. 5 6 0 11

No Degree 0 1 0 1
Unknown 0 4 0 4
TOTAL 16 16 1 33*

*Note: Three cases had two complainants.
Complainants’Gender
Morecomplainantsweremale(79%)thanfemale.

Table 14: Investigation Outcome by Gender of
Complainant, 1997

Gender Misconduct No Misconduct Admin. Closure Total
Male 14 11 1 26
Female 2 1 0 3
Unknown 0 4 0 4
TOTAL 16 16 1 33
*Note: Threecaseshadtwocomplainants.
Length of Inquiry
According  to the PHSregulation, institutions are re-

quiredtocompleteaninquiry“within60calendar
daysofitsiniiationunlesscircumstancesclearty
warrantalongerperiod.”Whenalongerperiodis
required, thecircumstanceswarrantingthelonger
periodmustbeincludedintheinquiryreport. How-
ever,theregulationdoesnotstipulatethestarting
andendingpointsofaninquiry. Intable 15,the
lengthoftheinquirywasmeasuredfromthedate
onwhichtheinquirypanelhelditsfirstmeetingto
thedateoftheinquirypanelreport. Usingthese
criteria, 15inquiries(52percent)werecompleted
withintherequired 60-day period. Theshortest
took3days, thelongest397days.

Inquiry Misconduct No Admin. Total
Length Misconduct Closure

Fewer than 30 days 4 4 0 8
30-60 days 4 2 1 7
61-90 days 1 1 0 2
91-120 days 2 2 0 4
121-150 days 1 1 1 3
More than 150 days 2 2 1 5
TOTAL 14 12 3 29

Length of Investigation

Accodng 0 the PHSreguiation, an investigation shoud
odnaily be compeied wihn @ 120 days of is  niiaion.

Ths ndudes oconduding  the  investigation, pepaing  te
repot  of findings, malkdig thet repot  avalbe  for com
ment by te subeds  of te investigaion and submiting
the repot o the ORIl [ addonal tme 5 needed, the
insiLiion 5 requred 1 request anedenson  fom ORI
However, the regulation does not stipulate a starting
pont for investgations. In Ebe 16, te lengh of te
investigation was measured from the date of the first
meeting of the investgation commitee to the date ORI
receved  te repot Beven  investigations (37 percent)
were completed within 120 days. The shortest  invest-
gaion tok 5 days and the longest  investigation took
893days.

Table 16: Investigation Outcome by Length of
Investigation, 1997

Investigation Misconduct No Admin. Total
Length Misconduct  Closure

120 days or fewer 8 3 0 11
121-180 days 3 4 0 7
181-240 days 1 0 1 2
241-300 days 1 3 0 4
More than 300 days 1 4 0 5
TOTAL 14 14 1 29

Srze of Inguy Panels

The PHSreguigtion requies  indiuions D e neces
say and appropriate experise  to cany out a thorough
and authoriaive evalaon  of te rEevant  evidence n
ay iy or invesigaion h coddng  igues, I
stittions estabiished panels composed of one o eight
members o provide this  expertise. The modal size was
oe.



Table 17: Investigation Outcome by Size of Inquiry
Panel, 1997

Number of Misconduct No Admin. Total
Panel Members Misconduct Closure

One

Two

Three

Four

Six

Eight

TOTAL 1

N
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Sze o Invesigation Panels
Thesizedftheinvestigativecommitteesrangedfrom
onetosixmembers. Themodalsizewasthree.

Table 18: Investigation Outcome by Size of
Investigation Panel, 1997

Number of Misconduct No Admin. Total
Panel Members Misconduct Closure

One
Two
Three
Four
Five
Six
Seven
TOTAL
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Appendx B: Summaries of Closed Investigations
or PHSAdministrative Actions

Resulting

in Findings of Misconduct

Fabiicai

ChristopherLeonhard, DartmouthCollege(DC): Based
uponaninvestigationconductedbyDC,information

ooinred by ORIduing s owersgt revew, and hs own
admisson, ORIl found that Mr.Leonhard, afomer gradu
atestudentintheDepartmentofPsychology,DC,en-

gaged in scientiic misconduct  in biomedical  research

suppoted by two grants from the National Instiute of
Mena Hedlh.  Spedicaly, M. Leonhad faicaied — ex
peimental recods and falsely  represented  them to his
supevisor  as being resuls  oblained  fom mulipe eec

trophysiological sceening sessons  conducted  on eight
anmals, and fabicaied  two sugcd recods  as evidence
of expeimental  preparations (Implantation of indwel

ing €electrodes) on wo animals, which in fact had not
beendone.

Mr. Leonhard accepted the ORIfindng and entered into
aVoluntaryExcdlusionAgreementwithORlinwhichhe

vouniedy  ageed, for the 3year peiod begming  Sep
tember8, 1997, © exdude himsef from senving in any
advisoy capadty to the PHS, and that any instiLtion
thet submis an gpplcaion for PHSsuyppat for areseach
poect  on which his participation is proposed o which
uses hm in any capacty on PHSsupported research or
that submis arepot of PHSfunded research in which
heis invoed,  must concurenty suomit apan for s»
penvison  of his duties. The experimental  records  dd
not appear in any publications.

Enico Poruese, Universty — of Pitsbugh  (UP):.  Based
upon an investigation conducted by UP, information o
tainedbythe ORIduringitsoversightreview,and

Mr. Portuese’sownadmission, ORI found that

Mr. Portuese, afomer gaduae sudent in the Depart
ment of Epdemiology,  Graduate Schoodl of Pubic  Healh,
UP, engaged in scentiic misconduct by fabricating re-
searchdatainbiomedicalresearchsupportedbytwo

gants from the National  Institite of Diabetes and Dr
gesive  and Kidney Diseases.  Spediicaly, M. Portuese
fabricated daa n asudy of angoensnconverting en
zyme polymorphism  and complications from  insulin-de-
pendent diabetes  melitus. In - addition, he fabricated
genelic  daia on lpoprotein jpase  poymophsms  as re
bted t dabetes ocomplications and sk facors. These
fabricateddatawereincludedintablespreparedby

Mr.Potuese  and presented by hm to his doctoral  com+
mitee i October 1996.

Mr. Poruese accepted the ORIfindng and entered into
aVoluntaryExcdlusionAgreementwithORlinwhichhe
voluntarilyagreed, forthe3-yearperiodbeginning

March25, 1997, to exdude hmsef fom sening in any
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advisory capacity to the PHSand that any institution

thet submis an gpplcaion for PHSsuppat for a reseach
poect  on which his  participation is proposed o which
uses him in any capadty on PHSsuppoted  research  must
concurrenty submt apan to ORIfor supevison  of hs
duies. Nonedf the faicaled data n quesion  has been
pubished, presented a a sdentiic meeting, or used n
ay gant  gpplcations,

XiaominShang,Ph.D.,Universityof TexasSouthwwest-
emMedicalCenter(UTSMC): Baseduponareportrom

the UTSMC,information oogined by ORI duing is over
sightreview,andhisownadmission, ORIfoundthat
Dr.Shang, afomer postdoctoral felow  student
DepartmentofObstetricsandGynecology, UTSMC,en-
geoed N soentiic msondud alsng ok of celen bo
medical research suppoted by atanng  gant fom the
National  Instiute of Chid Health and HumanDevelop-
ment (NICHD).  Spedicaly, DrShag fabicaed  adent
luminescent  fim of a Westem blot by using a physical
masko aer the pior resuis  showing lack of anibody
specificitytoahumansteroidmetabolizingisozyme,

rather than replicating an experiment  as requested by
his  mentor.

in the

Dr. Shang accepted the ORIfindng and entered into a
VoluntaryExclusionAgreementwithORIinwhichhe

vouredy  ageed fr te 3year peiod beging  Sep-
tember29, 1997, b exdude hmsef foom sening in any
advisoy capadty to the PHS, and that any instiution
thet submis an gppicaion for PHSsuyppat for a reseach
poect  on which his  participation is proposed o which
uses him in any capacty on PHSsupported research or
that submits arepot of PHSfunded research in which
he is invoved  must concurenty suomit apln for s»
penision  of his dutes.  The fabricated  data were not
pubished

Felicain

Shoushu Jeo, MD, Unwversty  of Wioonsn (UW): Based
upon reports  from UW,as wel as information obtained
by ORldung 5 oesgt mew, ORfud ta DrJeo,
fomer Reseach Assocae,  Depatment  of Pedatics, Uw,
engeged N scentiic miscondut by faksiying ad aeat
ing lkboatory  recods whie oconducing  biomedical  re-
search. Thedataintheserecordswerereportedina

Natonal  Instiute of Neurdogical Disoders  and Stoke
(NINDS) grant  application to suppot arequest for PHS
fundng  Based on the fadud fndings in the repors,
te g afke  hes been et Jo S, Gueih

V, &Wolf, JA ‘Longterm  comecion of ra modd of
Pakinson's  disease by gene therapy.” Nature  362:450-
453, 1993
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Dr Joo etered o aVoutay Bduson Ageement wih
ORI'in which he vountary agreed, begimning  August8,

197, o eduwe hmsef fom ay Feded gas, oo
tads o copede ageemas or 3yeas @b eduk
himsef fom sening in any advisoy  capadly 1o te PHS
o dyeas ad @tet  ay isilin et sbms an g
plcation for PHSsuyppat for areseach proect  on which
Dr.Jeos paxicioeiion 5 poposed o tet usss himn ay
capacity on PHSsupported research must concurrenty

sbmt apen for sypevson o hs diies © te fudg
agery for lyear oy e 3year exduson

J A London, PhD, Unwvesty of Connecict  Health
Center(UCHC):  BaseduponareportromtheUCHC,as

wel as inomation  obained by ORIduing s oversight
rvew, ORIfound ta Drlondon, fomer Asssat Po
fessor,  Depatment of Biostuciure and Funcion,  Schod
of Denmal Medicdne, UCHC,engaged in scentiic misoor+
dudt by inenonaly faksiying dala in conudon  wih
applyingforandreportingresearchsupportedbythe

National  Instiuite of Neurological Disoders  and Stroke
(NNDS) and the Natonal  Insfitie on Deafness and Other
CommunicationDisorders(NIDCD).

Spediicaly, ORIfound that Dr. Londons gant appica

(D) Foues 6, 7, ad8in apeper (London, JA &Cahen,
LB. "Hoh tme resolion, muliste opicdl  measure-
ment of vertebrate  somatosensory  cotex  duing  eplep-
Methods in Neuobolgy , pp. 61-78, 1988) prepared for
MellmAnnualMeenngofmeEuropeanNeurosuence

Assocation  (hereafter relered 0 as the Euopean Neuw
roscence  peper) that ded suppot by NINDS, NH gants
RO1NS08437andP01NS16993;

@ Foue 1AN apgoer (London, JA, ‘Opicd  recoding
of actvity in the hamster gustoy  cotex  elcited by
electrical stimulation of the tongue” Chemical Serses
15:137-143,1990.)thatcitedsupportbyNINDS,NIH
grantsRO1NS08437and PO1NS16993; Figure 1Awas

founrd o be vey smiar  or identical o Fgue 7o the
EuropeanNeurosciencepaperin#labove;
@ HFgues 10t 13in gat appication 2 P50 DCO0168-

14, “Connecticut Chemaosensory  Clinical Research Cen+
tr” submited t© NDCD, NH on Januay28, 1994, tese
fgues a0 gupear as Fgues 4 7h gat  gopication
2P50DC00168-14A1,submittedtoNIDCD,NIHonSep-

tember28,  1994;

(4)Figures2,8,and9ingrantapplication1R0O1
DCO175201, ‘Opficdl  recodng  of hamser gustaioy  cor



tex  acivity,” submited o NIDCD, NIH on January 29,
1992 these fgures were the sameas Fgues 11, 12, ad
13, respectively, in gant appcation 2 P50 DC00168-14
(see #3 above);

G Foaes supded for Fgues lad 3n gat appca
tion1F32NS09601-01, Modularresponsepattemsin

hamster gustatory  cortex”  submited to NINDS, NIH on
August3, 1993, these figures were the same as Fgures
10and11,respectively,ingrantapplication2P50
DC00168-14(see#3above);

(6) Figure 3ofahandoutthatDr.Londonprovided

duing an NH ste  vist  on Apil25, 1994, conducted
in conuncion  with the review of grant application 2
P50DC00168-14;thetopandbottomportionsoffig-
ure3ofthesitevisithandoutwereverysimilaror
identical to Fgues 6and 7, respecivel,
peanNeurosciencepaper(seetlabove),andapproxi-
mately1150fthe125tracesappearingineachofthe
figuresshowedidentities, withoneortwo"active”
taces being identical

of the BEuo-

(7 Foues 1, 2 ad 3 apaper (London, JA &Wehby,
RG. ‘Clssiicaion of inhbitory responses  of hamster
gustatory  cortex” Bain Research 666270274,  1994)
thatcitedsupportbyNIDCD,NIHgrantsP50DC00168

and T32DC00025;and

® Nre fgues induded N amensopt (ondon, JA &
Wehby, RG. ‘“Excitatory neural responses in the ham-
s gsany aoex! Shmiied © Bah Ressadh, 19%6)
thatcitedsupportbyNIDCD,NIHgrantsP50DC00168
andT32DC00025.

Dr. London accepted the ORIfindng and entered o a
VoluntaryExclusionAgreementwithORlinwhichvol-

uedy  ageed, for te Syear peid begming  Agst8

1997, to exdude heseff fom any Federal gants, oo
frads o cooperaive  ageements and b exdude  herself

fom sening in any advisoy capacty to the PHS.

Dr. Lodon 5 requied 1 suomt alkter o

Chemical  Senses requesting  a retraction of the folow-
ing atde London, JA ‘Opicd reocodng of advy
in the hamster gustatory  cotex  elidted by electrical

stimulationofthetongue.” ChemicalSenses  15:137-
143,1990;

Bain Research requesing  a refracion of the folowing
aride: London, JA, &Wehby, RG. ‘Classiication o
inhibitory responses of the hamster gqusiatory — cortex”
Bran Research 666270274, 1994; and

Qpiical Methods i Neuobidogy — requestng— a refraction
o Sedon V, Resus —Hamsr of the floning  aide:
London, JA, &Cohen, LB ‘Hgh tme resoution, mul-
ste optcal measurement of vertebrate  somatosensory
coex  duing  eplepiiom dedhages ad vetebae g
tatory  oortex” Qoicdl Methods i Neuobioogy , pp. 61-
78, 1988, prepared for the 11th Annual Meetng of the
European Neuroscience  Association.

Wiliam  G. McCown, PhD,  Integra, Inc..
reportforwardedtothe ORIby Compassinformation
Senices, Inc, and information obained by ORI during
s owesght revew, ORIfound that Dr.McCown, fomer
Prgect Diecor at Intega, Inc.  (now Compass Infoma-
fon Semoes,  Inc)  engaged n soentiic misoonduct by
falsifying answer sheets for an “tem Count Substance
AbuseSurvey'supportedbyagrantfromtheNational

Instit.te on Dug Abuse.

Based upon a

Dr. McCownenteredintoa Voluntary Exclusion
Agreementwith ORIlinwhichhe doesnotadmitto
anyactsofscientificmisconductbutvoluntarily
agreed,forthe 3-yearperiodbeginning April 17,
1997 toexcludehimselffromservinginanyadvi-
sorycapacitytothe PHSandthatanyinstitution
thatsubmitsanapplicationforPHS supportfora
researchprojectonwhichhisparticipationispro-

posed orwhichuseshiminany capacityon PHS-
supportedresearchmustconcurrentlysubmitaplan
toORIforsupervisionofhisduties. Noscientific
publicationswererequiredtobecorrected.

Weidong Sun, MD, PhD, Medcal Colege of Pennsyt
vania(MCP)andHahnemannUniversity (HU): Based
uponareportforwardedtothe ORIbyMCPandHUas

wel as inomation  obained by ORIduing s oversight
review, ORlfound that Dr.Sun, afomer graduate st
dentinthe DepartmentofNeuroscience, MCPandHU,

engaged in  scientiic misconduct by falsifying daa in
conducing and reporing  research  supported by a grant
fom te Nationd Insiue o Arhits and Muscuosket
el and Skin Diseases (NIAMS). The reseach also was
repoted  in  applications requesing funding from NIAMS
and the Nationa  Instiute of Dabees and Digesve and
Kidney Dissases.  Spediicaly, Dr.Sun  fasiied data by
misrepresentingcloned DNAsequencesfromchicken

norHmusce  myosin as an isoform  of neuronal  myosin I

fom rat bran.  The falsified DNAwas incuded  in the
followingpublicationsandnuclectidesequencesin
GenBankand EMBL databases:

Sun, WD, &Chanter, PD. ‘Conng of the cDNAencod
inganeuronalmyosinheavychainfrommammalian
band and is  differental eqpresson  wihin - the central
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nevass Sysem” Jourd o Mokalr Bobgy 22441185
1193, 1992

Sun, WD, &Chaner, PD. A uigue oeldar  myosn |l
edhbig diferenial epessn 0 te ceebd coex”
BiochemicalandBiophysicalResearchCommunications
175(2):244-249, 1991;

Sun,W.,Chen,X.,&Chantler,P.D. “Inhibitionof

neuiogenesss by anisense arest of the epresson o a
sedic  Boom o ban myosn I Joud o Misce Re
sach ad Cd Moy — 15184185 199

M64596,"RatmyosinlmRNA,3end. [RETMYOSII);

M80591,“RatneuronalmyosinheavychainmRNA,3'
end."[RATMYOHSE];

M94962,“Rattusrattusneuronalmyosinheavychain
genepromotersequence.”[RATMYOPROQO],and

X62659,598128,“R rattusMRNAforbrainneuronal
myosinheavychain.”"[RRNMYOHC].

Dr. Sunaccepied the ORIfndng  and enered b a Vok
untaryExclusionAgreementwithORlinwhichhevol-

wlady  ageed for te 3year peid begmig  Apil7,
1997, to exdude himsef fom any Federal grants, oo
fracts, or cooperaive  agreements and to excdude him-

sef fom sening in any advisory capacty to the PHS.
Retacion  of the 1992 Joumal of Moecuar Boogy ar-

ide was pubished in 1997 in Voume 2682, page 585.
i

James B. Boone, J., PhD, Unwversty of MissourrCo-

lumbia(UMC):  Baseduponaninvestigationconducted

byUMC,informationobtainedbyORIduringitsover-
sght review, and Dr.Boone's  ownadmisson, ORI found
thet Dr.Boone, fomer Reseach Asssant  Poesso, De
patment of Vetinary — Biomedical Scences at UMC,en+
gagedinscientificmisconductbyfabricatingand

falsifying data in biomedical research suppoted by a
gant from the National Heat, Lung, and Blood Inst-
ue.  Spedicaly, Dr.Boone fabicated the weghts of

individual, isoaied  musdes tat, in fad, had not been
separated by dissecion, and fasdy  presenied  unelated

gammacounterresultsashavingbeenobtainedfrom

the same individual muscles. He presented these data
o hs kboany dedor aste ress  fom wo exper

mentsthatDr. Booneadmittedhedidnotfinish.He

committed  additonal falsifications in conductng  re-
seath, ndudng pesenting: Ma oompuer goead sheet
tat used te abovedesabed ses of the fbicaled  pi
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marydataofmuscleweightsandthefalsifiedgamma

couter resuts 0 generate fase compuitons of blood
fow in separate musdes, (2a computer spread sheet
for the satisical compuaions of the dala fom te two
sefs of fabicated — and falsfied reduced daiz; and (a
hstogam  deived from the falsiied reduced daa that
showed significant diferences n somedf the fabicaed
experimentalmeasurementsonindividualmuscles.

Dr. Boone accepted the ORIfindng and entered into a
Vountaty  Exduson  Ageement wih ORI in which he vo-
uly ageed fr te 3year pad begmig  Febuayld
1997, b exdude himsef flom seving n ay advisoy  ca
pady 1 the PHSad tet any instiuion that suomis an
gppication for PHSsypat for arseach poedt  onwhich
his  paricpation 5 poposed o whch uses im n ay &
pacdy on PHSsuppoted reseach  must concunenty sub-
m o ORlapn r sypvEn o s dies Nosiaiic
pubications wee requed  © be coreced

Amitav Hajra, University of Michigan (UM): Based upon
arepot fom UM, information obtained by the ORI dur-
ing is owesgt rrevew, and M.HarEs own admission,
ORI found that Mr.Haja, afomer UMgraduate studert,
engeged N soentiic miscondud by falsiying and fabi
caing reseach daa in fve pubished reseach  papers,
wo pubished review artides, one submited  but unpub-
lshed peper, in hs docdoa  disseration, and n asb
misson 1o the GenBark dala base. MrHarads  doctoral
tanng  and research  was suppoted by PHSgrants, and
his experiments were conducted at NIHs National Cen
terforHumanGenomeResearch(NCHGR). Mr. Hajra
began hs gaduste reseach at the Universiy
ganwithDr. FrancisCollinsashismentor. When
Dr.Cdiins Ber acoeped the posion  of dedor O te
NCHGRNd estabished  aresearcch leboratory  a the NH,
Mr.Hajra ~ contnued  his research  on the NIH campus.

The possbily tat doa hed been fbicaied o faied
it cameto te atenion  of Dr.Cdins when an edior
informed  him that reviewers of a manuscipt  had ques-
toned the authentcty of a figure. Whenintervening
events and a suvey of laboratory  notebooks and other
daia confimed  deep concems,  Dr.Colins confionted  the
student who admitted to fabricating major porions  of
his  dissertation rescacch  and related  reseach  publica
tions. The UM, NH and ORI were notified. Dr. Colins
a0 sbmied  refadions and coredions o te Eeat
publicaionsanddatabases. ORlaskedtheUM,where

MHga wesocompeing hs fid  year of medcd schod,
o condud afoma  investigation.

of Michi

The oy~ rseach repos (15)  and review  arides
67 oroied BHled o Bhiced  di



@O Haa A, Cds, FS ‘Sudue o the leukema
associated  human CBFBgene”  Genomics 26(3)571-579,
1995, Refracion  pubished in Genomics 38:107,1996.

@ Haa A Ly PP, Sk NA Cdis FS Ow
epesson o coebinding fdor (CBP) reees  oelir
transformation by the CBF3-smoothmuscle myosin

&r Boogy 15949804989, 19%5. Retadion  pubished
in Moeakr ad Cllr Boogy 167185 19%.

® Haa A W PP, Wag Q, Kdgy, CA, Say, T,
Aden, RS, Sedk NA, adCds FS ‘Tre ke
miccorebindingfactorf3-smoothmusclemyosinheavy

chan (CBAZSMMHC)chimeric  proiein requies  both  CBF3
andmyosinheavychaindomainsfortransformationof

NH 3T3 ceks” Poc N Acd Sd USA26)/1926:1930,
19%5. Retadion pbished n Poc Nal Acad Sa USA
93:15523,1996.

@ Wres C, Gepy, PE Hga A Shik E Re
T, BB R Ll PP, adGds FS ‘Goe hdg & 3
smooth musce myosin heaw chain chimeric  protein i
voved in acute myelod leukemia  forms unusual  nudear
e sudies  n tasomed NH3BeR Ao A
Acad Sd USARAI6301635, 195 Comedon  pudshed
in Pc Nal Aad Sa USARBISEZ, 19%

© LW PP, Wmegp C, Hga A, Bae TB, Keky,
CA, Adken RS, Bagg A Redy, J, Codgam
Winen, CL, adCdis FS  ‘ideniicain o te di
mericproteinproductofthe CBFB-MYH11fusiongene

n iv16) lkeuema o’ Ganes Chomosomes ad Carr
cer 167787, 199%6. Coredion pubished n Gees Cho
mosomes, and Cancer 1871, 1997.

© Ha A Ly PP, adGds FS Tadnig pogp
efes o te kedemc IM16) fuison  gere CBFBMYHIL” n
‘Moecuar  Aspeds of Mygod Sem Cd  Deveopment”  in
L Wof adAS Peks ek Quet Tgais h Moddt
ay ad hmuobgy (¢ Quet Tgoes ), woume 2110 Mokear
b Aypes o Meld Sen(d Deeqprat |, SpigeVelg
Bein  and NewYok, 1996, pp. 289298 The Quret T
s voume has no mechanism for publishing  retractions
bu te seies edr  hes been naiied

() W PP, H&a A Wrerp C adGds FS ‘Mo
lecuar  pathogenesis  of the chromosome 16 inversion  in
theM4EosubtypeofAcuteMyeloidLeukemia.” Blood
85:2289-2302,1995. Correctionpublishedin Blood
891842, 1997.

Mr. Hajra submitted a fabricated nudeotide  sequence:
U22149, “Human leukemia-associated core bindng fac-

torsubunitCBFbeta(CBFB)gene, promoterregionand

paial  CDS” GenBank (NCBI, NLM, NH). This database
enty wes removed in Sept 1996. The majoity of data
repoed N M. Hgas  dsseraion, “Transfomation prop-
ertiesoftheleukemicCBFZ-SMMHCchimericprotein,”

wes fabicaed Heaso fabiced — and fakiied oigrel
rescarch dala in amanusoipt submited  for  publication
to Oncogere but wihdrawn  prior o publication.

M. Hga wesfound 0 be soey resposbe for the daa
falsification and fabrication and no patients  were in

volved n te reseach. Mr. Hafa acceped te ORI find
ingandenteredintoa\oluntaryExclusionAgreement

in which he voluntarily agreed, for the 4vyear period
begnning Juy7, 1997, © exdude hmsef fom any Fed
eal gats, ootrads o cooperave  agreements and o
exdude himseff fom sening in any advisoy  capacty
o the PHS.

AnnMarieHuelskamp,M.H.S., The JohnsHopkinsUni-

versty  School of Medicne  (JHUSM):Baseduponare-
portforwardedtoORIbyJHUSM,informationobtained

by ORIduing is ovesght revew, and Ms.Huekkamps
ownadmission,ORIfoundthatMs. Huelskamp,are-
searchprogramcoordinatorinthe JHUSMOncology

Center engaged in  scentiic misconduct by fabricating
paiet nevew dia for asudy of qely o e mea
sues in cancer  patents. The research  waes supported by
agat fom te Naiod Caoxr Insitie OR awn foud
that Ms.Huelskamp engaged in scentiic misconduct by
fBeying paiet sAls dia bydHig O ybe te &
tus of teated breast cancer pafents and misrepresent-
ing data from previous ocontacts as the updated status
for aswdy. These data were reported in an NCI grant
application and gave the appearance that some patients
outcomes were more favorable  than they actualy — were.

Ms.Huelskampacceptedthe ORIfindingandentered

into aVountary Exduson Agreement wih ORI in which
she has vountarly ageed, for te 3year peiod begn
ning Api17, 1997, © exdude hersef fom senving in
any advisoy capacty to the PHSand that any insti-
ton that submis an application for PHSsuppot for a
rescarch  proed on which her participation 5 proposed,
or which uses her in any capacty on PHSsuppoted re-
search, must concurrenty submt apln to ORIfor sw
pevson  of her duties. No soertiic publications were
requred 1 be coreded

FugangLi,Ph.D.,UniversityofOlkdahomaHealthSci-
encesCenter(UOHSC)  :Baseduponareportfromthe
UniversityofOklahoma,informationobtainedbyORI

dung 5 owesght rmiew, andDrls  oanadmission,
ORfoud tet Drli afomer posidodod "ov n te
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DepartmentofBiochemistryandMolecularBiology,
UOHSC,engaged in  sdentiic misconduct by fabricating
and faksiying dota in oconduding and repoting research
supportedbyagrantfromNIH'sNationalHeart,Lung

and Bood  Instive. Spedicaly, Drli faboicaed ad
faied dia n asudy novig e daadeizaion o
glyooprotein bhdng D Psdedon onte suae o he
man leukocytes. The questioned  data were induded in
a manuscript  that  was withdrawn  prior  to  publication.
Drli acceped te ORIfindng and entered o a Vok
untaryExclusionAgreementwithORlinwhichhevol-

utady  ageed, for te 3year peiod beghning  Jure3
1997, to exdude himsef fom any Federal grants, oo
tractsorcooperativeagreementsandtoexcludehim-

sef fom senving in any advisoy capadly to the PHS.
No sceniic pubications were requied o be coreded

Daid N. Shepio, MD, S Jude Chiders  Reseath Hos
piel (SICRS): Based upon arepot fom SICRSas wel as
information obaned by ORIduing 5 owesgt rvew,
ORIfound that  Dr.Shapio, fomer faolly  member, SICRS,
engeged N soentic msoondudt by fasiing the author-
dp o e pldaos Bed n b boggd dedes
n aed NHgat agylcios Spedicaly, Dr.Shepio
ised himsef  as an auhor whenhe was nat Dr. Shapio
aso fabicaed data for Fgues 5and 7in the foloning
pubdicaiont St JE Jn IS, &Sy DN ‘The
aveolar rhabdomyosarcoma PAX3FKHRfusion  protein  is
a transaiptional adivator” Onoogere 11545552, 1996,
DrShepio  hes sbmited alker 1o Onoogere requesing
fefedin o tee Ues

Dr. Shapro acceped the ORIfindng and entered b a
Vourtary  Exduson  Agreement in which he voluntarily
ageed, begming JWy20, 1997, o (Dedude - himsef
fom ay Federd gans, ocoads o cooperave agree-
ments for 2 yearss;, (2)exdude himseff  fom senving  in
ay aMsoy  cgpady o the PHSIr 3yeas and @Qthat
any instiution that submis an appication for  PHSsup-
pot for arescach poed  onwhch his partidpation [
proposed or that uses him in any capacty on PHSsup-
poted research must concumenty suomit aplan for s
pevson of hs duies © te fudng ageny fr gopovd
for lyear folowing the 2year exduson.

ccoionPhcia

ManojMisra,Ph.D.,DartmouthCollege(DC): Based
uponthe ORIreviewofareportforwardedtoORIby

DC, Dr.Msas admsson of caan fds n tet  repot

andORI'sownanalysis, ORIfoundthatDr. Misra,a

former  postdoctoral research assocate in Department
of Chemisty, DC, engaged in scientiic misconduct by
intenionaly aeing  kboaioy noebook  data entries
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for reseach suppoted by agant from the Natonal In
diue  of Enionmental Healh Sdences.  Spediicaly,
DrMsa adered bbostoy  noebook dala eies i two
inslances  in aneffot  © oconceal pior  manpulations of
that data wihout dsdosue o eqanagion o te pint
cpal  investigator or anyone else.  The experiment at
e voved anassay of the chemicd adMy o aca
cnogen, and Dr.Misra's change in the readings of the
“control”experiment,inwhichnocarcinogenwas

pesert,  changed the resuls

Dr. Msa acceped the ORIfndng adenered o a Vo
untary Exduson  Agreement with ORI in which he volun-
fy ageed fr te 3yexr peod begrig  Api7, 1907,
o exdude himsef fom sening in any advisoy  capadly
0 te PHSad et ay instiuion tet sbmis  an godca
ton for PHSsuppot for areseath poect on which his
partication 5 poposed o which uses him n any capac
ty on PHSsuppoted reseach  must concurenty ubmt a
pn b ORfr syevan o b5 dies  Nosoenic pb
icaiors wee requied  © be coreded

Plagiarism

S. Advaf Imam, PhD, Unvesty  of Souhem  Caliomia
USC): Based onarepat  fom USC as wel  as inomation
digned by ORIdung & oesgt mew, ORoud ta
Dr.lmam, an Associate Professor in the Department of
Pathdogy,  USC, engaged in scentfic misconduct by i
dwg pegaized meedl n agat appcaion shme
ed 0 te Neod Caox Idie (Ne)}

Spediicaly, Dr. Imams gant appication conained  ex
tensve  pagphvasng of the et of anoher  researcher’s
independentgrantapplicationtoaStateagency.

Dr.mam had been gven that appication by a coleague
in confidence. The coleague  wes a reiener  on the State
grant  application and requested  that Dr.Imam  evaluate
itandreturntheapplicationtohim. Theother
researcher'sapplicationwassubsequentlyfunded.

Dr. ImamparaphrasedorcopiedintohisNClapplica-

fn d o te dher eseadhe's gedc ars, te bade
groundonproposedmethods, theexperimentaldesign

and research  plan, and most of the references, oy the
preiiminary resuts sedions of Drlmam's  application
wee dieert

Dr. Imamhes acoepted the ORIfindng and enered o a
Vountaty  Exduson  Ageement wih ORI in which he vo-
uniarly  agreed, for the 3year peiod begnning  Decem-
ber8, 1997, © exdude himsef foom any Feded ganss,
conracts  or cooperaive agreements and o exdude  him-
sf fom seving n any aMsoy  cgpady o the PHS. No
Seriic pudcaions wee requed  © be coreced



Appendix C:. Summaries of Closed Investigations Not Resufing in Findngs of Misconduct

Fabricaion  : The respondent  allegedy  fabricated data
obtainedfromsubjectsinanationwidehealthsurvey

sudy.  The instiuiordl investigation conduced  tat er
ros in dala ety coud have occured and that there is
insuficent eidence © suppat afndng of scentfic

misconduct ORI concured  with  the  instituion's find-
g

Falsification . Areseacher  wes charged  with  alegedly
fafying reseach ress  hn tree vesons o an upuo
lshed  manuscipt Bath the instiuion ad ORI found a
number of discrepances that lent cedence o the de
gaion of data faksification. However, because the ds
crepancies  between the  representations of the parties
cannotberesolvedduetotheageoftheresearchand

the absence of the oigina histoogy ~ sides  upon which
the complainant  and respondent reportedy  based their
andyses, ORldoes nat find ta tee © suficent sub-
dantve  evidence t mekeafndng of sdentic misoor:
dut onte pat of the respondet n this case

Falsification . The respondents  were charged with pos
sble falsiication of reseach accompishments by pub-
lshng te samerescach resus i mulipe  papes ad
posshe AN o fues n tee pldcos For
te e o possbe  faicaion o ressach  accompeh
ments, the instittional investigation panel  concluded
tet te padice o ducae  pubicaion 5 unacoepiabe
n repoing  reseach  wihn the  sdentiic communty  and
found that the respondents had commited  scentiic ms-
conduct However, ORI generaly does not consder  such
dupication in publicaions (which amounts o “sefpla-

gasm?’ o esus) O oosiue ‘Pagiarisn’ uder the
PHSdefniion o soertiic miscodut . ORI futher  con+
duded tat tis s amater thet invoves sandads for
scholarshipandthatadherencetothesestandardsis

appropriately handed by te instiution. Regading the
possbe  fadicaion o fgues n hee pudcios OR
aous wih e insiios odsrs  tet msdicet

aeldene eds © ddemre e,  deniy  regposbb

ty, or assess te sgnificance o any msrepreseniation,

o o makeafndng of sdentic misconduct . Thus, ORI
dd not make a findng  of scientific misconduct  under
the PHSdefntion nts e

Falsficaion . Acowoker aleged that the respondent
had falsiied daa in apubished paper and for  continu-
ingresearchsupportedbyPHSfunds. ORIconducted

an investigation o te mater. ORIfound that bas i
daa sdedion mayhave occured,  but tere  wes insuf
cent evdence t determine  a delberate intent t de
ceiveonthepartoftherespondent. Further, ORI

dentiied abk o fomd tanng o te resecach  Sof
in te resecarch area and weaknesses in the study design
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andimplementationthatmayhavecontributedtoany
dota sdecion bas. Thus, ORIdd not mekeafndng of
Sertic misoonouct

Faksiicaion : The respondent  aegedy  fasied te s&
tus of tree manuscipls as “submited’ in a feloaship
application © NH. The instiuion deemined et  the
respondenthadcommitted academicmisconduct.”ORI

acceped the fads deveoped i the instiuion's report

as final  investigative fndings  and concured  with the
instiuion's fndngs tat te datos Were inacourae
and the respondents  actions  were inappropriate. How-

ever, in tis insance, ORldd not find the deviaions

fom accepted practices  suficenty seious o make a
fdg o soeniic misoondud under the  PHSdefniion.

Falsification The respondent  was charged  wih  falsely
representing rat or mouse musce fbers as chicken em
byo muste s n apshed  pgoer The insliutions

investigation conduded that (1) misrepresentation ad
ooor N aefgre hn te pgpe;, @Qte  souce ad pepe
raion of the fssue n the eedronmicrographs n oques
ton shoud hae been accuately  descbed and (Qthe
misrepresentation shoud be coreded n the lieratue.
Based on ORIs review of the indtiuion's investigaion
repot  and accompanying materidl  as wel as addional
mateial  obigined fom the instiiion and fom te re
spondernt, ORlacoepis  the  insfitiion's report Honever,
because of the minor nature of the apparent misrepre-
sentaion  and evidence that the body of the research on
whichthe paperwasbasedwasnotindoubt, ORIdid
notbelievethematterwarrantedPHSactionanddid

not make a findng  of scientific misconduct  under the
PHSdeiniion.
Falsfication Acowoker adleged that the respondent

had falsiied daia repoted in apubished paper and in
wo conradt  proposals. The instituional investigation
conduded that inadequate record keeping and alack of
sandadized  and consstet methods for evaluaing  pa
fet daa led © dia dsoepandes. The insfiution de-
ermned tet tee wes nsufident aience O warant
afndng of sdentic misconduct  but  recommended thet
corrective measures be taken and that the joumal  edr
tor  be notiied about the emos  and inconsistences in
the pubished peper ORIoconcured  wih  the  insiiuion's
findingandrecommendations.

Faksiication . The respondent  degedy  faldfied Sate-

ments about the extent of his reseacch on gene expres-

sioninculturedcellsinanabstractsubmittedfor

pubcaion and od  preseniaion a a poessond oo

etymeeting. Theinstitutiondeterminedthatthe

respondents  acfions were wiong but not serous  enough
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D warat afdyg o soenic msoode gven te
ior satus of te respondent,  his immedate  admowledg
metof s er n pogme, adte imed ipadt o an
astec  ta hed been piled bt wihdawn pior D pe
Sentation. ORl acoepied  the  instiution's oconduson  ad
dd not maeaidyg o sdenic misoonduct

FabricationFalsiication : Therespondens  degedy hed
foiced  and faksiied dta Mg te epesson o
amigens  on anmal cels, using antigenzed  antbodes
and reaied  immundogical tedhnioues. The institiional
invesigation deemined  tet  faksiication o fabicaion
hed oooured ORI aoeped e indiiLiion's fad  ind
ingsandconclusion. However, ORIwasunabletode-
terminewhowasresponsibleand,therefore, didnot

makea findng o scentfic misconduct

FaksiicaionFabication ok wesdeged tet te egon
des knowingy repoted  falsfied o fbicaed  daia n
aseies of manuscipts  and publications. The data in
queston wes relaled O subeds  made eligble for the
et dudes by neniodl ficaios ad i
tons onthe pat of one of the paricipatng physicans
in a number of multicenter trials. ORI dd not make a
fdg o sdenic msodd n ts  mater

FaksicaionfFelicaion : Theregodet adegedy B
fed o fBhicsed te oo o Eegoe d aemps D
oded daa fom newmahes n oconundion wih  afeder
aly funded progam to determine sk factors  for new
mohes and bebes.  The insiiution oonduded  an invest

gaion o te mater and deemined that there waes not
st etk o BHEm a Hoan ante pat
o te eypodet o s saf © warat afdg o soen
ic meodao Ahogh te edee ideied  tet tee
was an unusualy large number of calls  wihout  subject
coted  ad thee  were dsoepances betnveen te dfical

recods and the woksheets, there was no dear evidence
o amongaly ncentve  for  fabicated phore caks. Fur-
temoe, tee wesapossbe eghdion o te dsoep
ances  between te diical recods  and phone worksheets.
Theebe, ORlaoeped te insivios fdg ta tee
was insuficent eidence © makeafndng of sdentic

misoconduct

Pegarism  © Acoleague  adleged tat te respondent  hed
plagiarized material  from a grant  application and had
induded the pagarized mateiadl  wihout  atibution n
fon deermined that the respondent had coped portions
of the complainants grant  application. However, the
institution conduded that a preponderance  of the ew
dence dd nat esabish tat the respondent  had inenion

ay used the mateid  wihout appropiagle  permisson or



difierences o ogpnon edt regadng te sandads  for
pemison,  diation, and adeonedgment  of oher  peopes
cortiouions D gat gopcatons, as opposed © pubica
fons, and that tere wes apecepion amongthe depart
mental facuty  that  appications were communaly  oaned
ad ther oot commonly shared.  Thus, the  instiuiion

dd nat fd  suficent eene o et D dese D nake
afdg o soeniic msoondud . ORloonoured wih the
s fdg

Plagiarism  :Therespondentwaschargedwithplagia-

izng badgound mateid  fom a dinica poocd and
using the plagiarized material  n an appendX 0 a gant
applcation. The insfiution medeafndng  of sdeniic
misconductagainsttherespondent. ORlacceptedthe

institiion's frdng thet the respondet commited pa
gaism  under the instiution's slandards. However, be-
caue the pagaism wesimied 1o backgoud materd,
andbecauseadditionalinformationsubmittedtoORI

suggested the copying of text mayhave resuted from a

misunderstanding raher than aninent 1t deceve, ORI
dd not make a findng  of scientific misconduct  under
the  PHSdefiniion. Fndly, because the  inditiion hes

takenadequateactionstoprotectPHS-supportedre-
search and research  gpplications, ORIwWl nat ke any
uber adon n ts e

FabricationFalsification/Plagiarism : The respondent
degedy  deveied  fom Feded  polces, te Unverstys
policies, and esgbished  sandards  of conduct in con
tesing  of investigational dugs for anumber of years.
Spedicaly, te epodet degedy (Dadminseed n
vestigational dugs wihout the patents informed  cor+
st adte Uniesys insiiLionel Revew Boads (RB)
gopovat  (Qfed O monior ad repat seios adverse
eets rEhed © admingeig the  investigaiondl dugs,
Qused  investigatonal dugs O teat paens not en
tered  on investigational protocoks; and (4)faksified a
ookeagues  aedentals n aNaod Indfiuie of Healh
(NH) gant  gpplcation. For the it tree issues, te
Universityconcludedthattherespondenthadcommit-

ed soentic msodd by seiosy  deiding fom pec
ices ocommonly acceped within the  scentiic communiy
for proposing, conductng, o repong  research. The
FoodandDrugAdministration(FDA)andtheOfficeof

Protecion ~ flom Research Risks (OPRR) took acion re-
bed t© these fndngs uder ther rEevant reguistions.
ORI reviewed te avaidbe  evidence and detemined  that
oonssent wih 42 CFR 850101  and pior  NIH polcy,
no futher  action was required by ORI, and ORI dd not
make a finding  of scientific misconduct  under the PHS
deiniion Ths codsn dd nat aled  te Unvesiys

findingsthattherespondentcommittedacademicmis-

oonduct as defred i the Unversy  poldes and proce
duresortheactionstakenbyFDAandOPRR. Forthe

fouth e, te Unvesty  deemined  that te alegar
ton coud not be subsiantated by e evdence and dd
not maekeafndng of soentic msoonduct ORI aooepied
ts oy
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AppendixD: Executive Summary: Reporton1996 AnnualReportonPossibleResearchMisconduct

In 1996, 88 instiutions repoted  miscondudt adiiies—
recept  of an alegation, o conduct of aninqury andor
investigation—intheirAnnualReportonPossibleRe-

seach Meodd  Fydour o tee isiuions opered
70 newcases in 1996, the other insituions were sl
respondng o alegations receved  eafer. Tre led of
misconductactivitydeclinedbetween1995and1996,

but remained comparable to the activiies repoted  in
1993and1994.

The instiutions aso repoted receMig the hghet num-
ber of alegaions o dae (127) and the highest number
o tree tpes of misconduc—iabicaion, pegasm,  and
dher  pradioes.

The 70 new cases opened by the institutions resuted in
6linquinesand25investigations. Somecaseswere

dosed folowing  a preimnay asessment o the alega
tons or were receved too ke in the year © begn an
ductedin1996waslessthanin1995,butcomparable
tothenumbersin1993and1994.

Efots to resoe the reputaion of exonerated  respon-
dentswerereportedby 700fthe88institutionsre-

porting misconductactivities. Maintaining

cortidentiality wes the most frequent  acion ced (60
cases). Letters were sent to pates invoved in the
caseinformingthemthatmisconductwasnotfound

in45cases. Materialrelatedtotheallegationwas
notplacedinorwasremovedfrompersonnelfilesin

13 cases. In two cases, atdes  were pubished NN cam
pushewslettersornewspapers.

Eghiyoe o the eghyeght instiLiions that repoted
misconduet  aciy epoted kg adon © poed  te
whistieblower. The most commonactons taken to pro-
e whskeboners wee mananng  conidentiblly ©2
Cases)  esebiy  apdy potbing  rekion )
caionng  te respondent aganst  reldiating 0 monk
oing  for reiaion (26; remndng depatment dhais
anddeansaboutprotectionsaffordedtocomplainants

were madein good fath  (20).

Bghtynne  percent of the respondng instiuions inck-
cated that they had the required polices  for handing
alegations of sdentiic misconduct. Three hundeed  and
fotywo  instiuions (1 pecert) eher indcaed  tat
they dd not hawe te requred poicy or dd not answer
the question. However, 163 of these institiions hae a
pocy onfe wih ORladdwl be so nomed.  Pdides
were requested  for review fom the remaining 179 inst
wions  for which ORI has no poicy.
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Two instiuions fled 1 repot te gpenng of invest
gationsin1996comparedtofourin1995andtwoin
1994. ORI asked the institutions to submt repots on

Twohundredandeighty-twoassuranceswereinacti-

vaed, nddng 201 insiuions tet dd not eum e
Amnual Repots or submit the required  misconduct  poli
des and 71 instiutions thet  voluniary wihdew  ther
assurances  rather  than submt the Annual Repot  Smal
businesses accounted for 66 percent of the inactivated
assurances,  higher  educaion  accounted for 85 peroent

The1996AnnualReportrecordsthehighestresponse

rae 89 percert) ® dae in te shotest amount of tme
because of the excelent  cooperaion  receved fom i+
stituiions. The response rate was 4 percent  higher  than
the previous high recoded for the 1995 Annual Report

The1996AnnualReportformwassentonJanuary 14,

1997, b 3310 insiLiios indudng 141 foegn st
tons that had an assurance on fle  wih ORIl as of De-
cemberl, 1996 Seweny tree pevet o te indilios
respondedbytheMarch3deadline. Asecondmailing
producedanadditional524responsesbytheMarch31

fral  deadine. Previous suneys had been completed in
Api, Mayor Jure.

Sk hundred and thity-eight instituions (21 percert)
Fourhundredandseventy-eightofficialsand198ad-

deses wee new.  Thityeght o tese indiuions mede
bothchanges.

The Annual Report sunvey coninues  to encounter  prob-
s wih (Dthe  iniial respose e, (@)emoneous o
confusing  responses  regarding the  avaiabity of pok
s te denly o te eyodde o ad te name
of the organization, and Qunansnered  questions.
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Aperdk E Scerfic  miscondut reled  figeion  duig 1907
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CIVILLITIGATION

US exd Kawi v. Jdn WareCaoe e agad, No
BAPOVB CD. G4 & Nov2l, 199 D Semaams
Kauwi fed t6 q Bmadn ude te Fae Chs Ad
(CA 3USC 8§37 &gy ta te derbs gabmt
Bd B s or paymat D te Naod  Cave Indilie
N byHhyg aeEdy ©Odle emh ek i gat
gyleios adpogess |gaos shmied b NA - The Unied
S deded O reveg ad DiKaui eed D puse
hs complit  independenty. OnMach4, 1997, te case wes
devsed o juisdoiondl goucs wihot pede for d
decls eogt te Unvedy o Cdora & Los Agess
Dr.Kauui then fled anamended compai,  ad te cae
wesd pedg a te edd 197, OnlaayXd 198 te
et out dersed d te dds h te s aEd  te
(geVolz| decas ad S Jors Hogpid ad Hesh Genr
. Honever, te cout dened amoion © desmiss dams
apnd  the Jon WayreCaox InsiLie uder e Faee
Cams Ad ad2for wogud ®mein uder 31 USC
8370 . Notd e hes been shedied

Fsher v. Universiy  of Pitsbugh et a. No¥1160
(WD. Pa, fed Decl8 199 DiBarad Foe fed a
compaint against te Unversty — of Piisburgh, ORI and
several  other HHSagences and officials, and others.
DrFsher  deged that te Unvesly  woked n conunc
ton with HHSt remove hm from his postion wih the
NationalSurgicalAdjuvantBreastandBowelProject
(NSABP)andasprincipalinvestigatoronvarousPHS

gais. Hefuher deged tet tese ados 0 addion
to an ORI scientific misconduct  investigation and the
placement of annotations in MEDLINE® and
CANCERLIT®oncertainNSABParticles, resultedinan

impngement  of hs  constiutional nghs indudng  free-
domof  assodation, fre speedh, and due process as wel
as violations of Federal regulations. He sought dam-
ages against the nongovemment defendants and inunc-
tive  relief. ORlissued its repot on the misconduct
investigation on February 28, 1997, which did not make
afdyg d soic meoodud by DiFsher o e dher
respondents. In March 1997, the govemment fied  briefs
moving 0 dsmiss the case, ad te cout dsmissed those
chargeswhichwerethesameasthosepreviouslydis-

missed in 1996 n Fsher v. Naiod  Instities o Healh |
934 F. Supp. 464 (DC. 199%). OnAugust27, 1997, al

'0CGQads ad od  adamnd  figaion cases ebied o ORIs msson  May
cases, espedaly  those N which ORIs namedapat, reque adve parcpe-
fon wih te Depatment of Jusice, indudng shaing o information, dsoovery,
te kg o deposions, pepagion o bies  ad peadngs, ad sraegy deo
sons.  The ligation summares povided  here do not indude  qui tam cases which
ae under sed and, therefore, ae not yet pubidy repoted, cases in whch ORI
has only a pefipheral interest, nor cases in which acomplaint has not yet been
fed o aninddmet  ssued



pates enered b asdement  ageement, and te case
wes dismissed  with  prejudice. Nether ORI nor NH ad-
mited  iabity o wongdong.  The case 5 now dosed.
Needleman v. Varmus, No.92-0749(W.D.Penn. filed

Dec. 4, 1992 No. 963351 (3d Cr).  Dr. Hebet L
Needeman fled al4oout dass adon aganst OR|, the
UniversityofPittsburgh,andvariousgovemmentand

unversly dicels sedy  nude eef  ad dameges
Hedeged tet hs  consiiuiondl s  wee vosied i
the ocouse of the Universiys scentiic miscondudt i
vestigation against him. The University dd not find
Dr.Needeman guity  of scientiic misconduct, and ORI
acceped  the Universiy's report Athough in 1994, the
distict cout demssed te case aganst the Feded de
fendants,wocountsremainedagainsttheUniversity

defendants. In 1996, the court dismissed

Dr.Needeman's  procedual  and subsiarive  due process
cdam under 42 USC. 81983, and dedined to exerdse
supplemental  jurisclicion over hs pendent Sate dam
for breach of contract Dr.Needeman appeded to the
US. Cout of Appeals for the Thid Circut, and on A
gust 4,1997 theappellatecourtafirmedthelower

oouts ming n Athough DrNeedemen faded 1
raise his Frst Amendmentcaims in his Noice of Ap-
ped, the Thid Crout ocout ageed tat Dr.Needeman
hadnotshownthattheUniversitywasanagentofthe
FederalgovemmentforpurposesofaFirstAmendment

dam, and the misconduct  investigation dd not vioate
de poess.  lasly, te gopebe  oout dfimed as moat
te eafer ddit oout dessd o d dans  agadt
theFederaldefendants. Dr. Needlemandidnotapply

for awi o cetoar fom te US Supeme Cout wihn
the requred 90day perod, and the case is now dosed

Pogoxc v. Unied Saes e a , No PIM963106 O. Md,
fled Oct 3 19%) Dr Mkuas Popovic brought aocom
pat  ude te Feded Tot Caims Ag, 28 USC. 82671
é seq , degng  negigence,  iveson  of phacy, e
ford  nidn o emoordl  dHEss, s D he oo
reasons contaly 1 pubic  poly, and due pocess  vida:
fonrs agst te Unied Sees DrPopoic  aso bougt
daims of due process \idiations aganst the fomer dr
e o te O o Saric hegty 0 ORs pe
decessor  agency.  DrPopoic aleged tat these adions
oooured as arest o the sdentic miscondudt invest-
gationconductedbyOSlandORI. ORIhadmadefind-
ingsofmisconductagainstDr. Popovicwhichwere

reversed by the HHSDepatmental  Appeals Board (DAB).
OnApi2y, 1997, te ddict oout  partely gaied te
defendants'motionforsummaryjudgment,dismissing

three counts of the complaint The cout then ordered
suppemental  brieing  on the intentional inficion of
emotionaldistressand due process counts, and

Dr. Popovicfledanamendedcomplaintonthethree

couns previously  dismissed. OnFebuay27, 1998, the
US. Dstict Cout for the Dstict o Mayland ganed
thedefendant'smotionforsummaryjudgementbydis-

missing the remaining two counts and refused

Drx.Popovics request o reconsder  te desmissal  of the
previously dismissedcounts. OnMarch 25,1998,

Dr.Popovic  appeded the dsmissal

US exd Ca¥an v. lhedy o Asugh gd., No
910715 (WD. Pa, fled May1991);, Cantekin v. DHHS
No. 932044 (WD. Pa, fled Dec. 1993). Dr.Erdem |
Catelin fled ts qu @madon uder te Fase Cams
Ad (FCA), 31 USC 83730, agpinst te Unvedy  ad
ahes (No. 91:0715.  Dr.Cantekin deged tat the de
fendantsdefraudedtheUnitedStatesbymakingfalse

financial dsdosue  saements  n gppicaions for Fed
ed gats TheUnted Saes dedned © nenvere In
conuncion  with the qui @m acton,  Dr.Cantekin sub-
mited a Freedom of Information Act (FOIA) request for
ORI fles. Heappeded ORIs denid of his FOIA request
(N0.93-2044),andHHSreleasedsomematerials. The

FOIA case was dismissed in 1995. In 1997, the distict
cout dsmissed  Dr.Cantekin's pre-October 27, 1986, FCA
claimsbecausepriortoa1986 Amendment,the FCA

requred dsmissal  of qu @m sus  based on infomation
aready in te govemments  possesson. The cout  noted
thet DrCanekn  faled ® submt ay evidence tat re
buted the deendans  assation, supporied by afida,
thatthegovemmentwasawareoftheallegedconduct

before October1986. Thecourtfurtherdismissed

Dr. Cantekin's consolidated Sate  whistieblower action
as time-bared, hs Federa whistieblower acion  under
31 USC. 83730 aganst te indvidual defendants,  his
dam o od oompagy, adhs dam for beach o oo
tract. The cout then ordered the pates to submit a
statement ofthe remaining claims, including

Dr.Canegdn's ‘Soentiic faud dam”  The cese remaEs

pending.

Razv. Uhied Saes , No. %6242 (WD. la, fed Od 17,
1996). In 1995, Mr. Yoam Razfied apo sead  adion
againstLouisianaState UniversityMedical Center
(LSUMC)andORIafterORIlaccepted LSUMC'sfinding

thet futer  nvesigaion wes ot warmraned  wih  respect
D a sdentic miscondut  alegaion rased by MrRaz n
1992, Alegng that ORI was negligent in handing the
misconductinquiry,Mr. Razsoughtmoneydamagesin

addon  to an injunction to requre ORIto reopen an
investigation against the exonerated  scientiic misoon-
duct respondent The US. magstrate  judge dismissed
Mr.RaZ adion wihout predoe, nng tat o te ex
ent hs dm wesatt adon, it must be bought  under
the Federal Tot Caims Adt (FTCA), 28 USC. 82671, &
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seg. In 1996, MrRaz fied an adminstatve FTCAdam
and,afterémonthselapsedwithoutaDepartmental

response o his dam,  te panif bought a secod sut
under the FTCAagainst the United States, in the same
cistrict cout, saing te samedams and requess  for
an inunction and money damages as in the fist  action

OnJanuary2l, 1997, the magstate  judge recommended
dismissal  of the matter, and on May22, 1997, the dis-
tidc oout demssed te adon wih preudce. Mr.Raz
appedled the dsmissal o the US. Cout of Appeds for
the Hih Cicu, and on Novermber14, 1997, the appet
Be oout afimed te bwer coufs  demssa The case
i5 now dosed.

Posty v. Shaala , Consoidated CANo. DKC832344 (D.
Md. fledAug.10, 1988) No.96-1793(4thCir.).

Dr.Maureen  Polsby  oniginaly dleged  Vidations o te
CM Rghts Act of 1964 by NH. However, she expanded
her dam t asset that a ocontbuing fadcor © te &
leged  \idaions wes ORIs e D nie a soeniic
misconductinvestigation,eventhoughanNIHinquiry

detemined  that there was no basis for such an invest
gaion.  Dr.Posby  then sought discovery from ORI re-
gading the ORIfles, and ORI requested a protective
oder fom te cout before it woud reease  any recods.
The cout faled ® nle ontis issue, and in 1996 the
case went o tial The Judge ed in favor of HHScon
ddng ta DrPodyy hadfaed D poe her daims of
gender  discimination. Dr.Posby then appeded © the
US. Cout of Appeals for the Fouth Ciout po se. The
e b d pady

US exrd Begev. Uhesy o Adbarg e d., No N
93158 O. Md, fied 1993 No. 952811 (gpped). After
ORI decined 1o pursue Dr.Pamela Berge's alegations
o soentic msoondu, sefed ts qi Gmadn wur
der the False Chims Ad (FCA), 3L USC 837300,  seek
ing both damaeges and oMl penalties. She charged  thet
the Universty  of Alabama, through the individual de-
fendants,obtainedfundingfromNIHbymakingfalse

dams in vaious grant applcations, and she aso as
seted anumber of pendent State law daims.  The Unied
Siees dedned O intervene. Nevertheless, Dr. Berge
obtainedajuryverdictinherfavorandwasawarded

treble  damages against the Universiy and damages and
perdies  against te oher defendants. The Universty
ofAlabamaappealedtotheU.S. CourtofAppealsfor

te Fouth Ciout, ad saved  indfiiions and assodar
tons fled suypoing amas anae ek The Depat
ment of Jusice (DQOJ), afer oonsulation wih HHS, aso
fled anamicus bief onsaed bBues ndudg e oo
sfitionelty o te g amposon  adis gt
itytothestates. TheGovemmentalsorejectedthe

argumentsofseveral amici  thattheFCAshouldnotbe
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gypicabe 0 soeniic miscondudt ssues by noing  that
d mare o sdenic msoodl,  eg ., te &g o
daa o the misrepreseniation o s b seare agat
maygve fise 1o a legimae FCAdaim.  OnJanuay 22,
1997, the Fouth Crout rmvesed te lower oouts  ded
son and found in favor of the Unversty — defendants  on
themerits. However,theappellatecourtdeniedthe

Universiy's Juriscicionel agumenis and ageed wih  the
govemment tat the FCAs aupicdle o mates of so-
enfic ~ miscondud, and State  instumentaliies are not
shielded from such liabiity by the Eleventh Amendment
of te US. Constiuion. 104 F3d 1453 (4h Cr 1997).
OnCQOctober 14,1997, theU.S. SupremeCourtdenied

DrBeges  pdion o caoai wihout  dsousan The
case s now dosed.

Ardes v. Batr Cdege o Medde & d., No 2428
(h DC Has Couty, Tex, fed AQ2D, 199, No H
B4640 SD. Texy NoB23IB5 (h DC Hais  County,
Texy No%B26I8 Gh O)  DrAeds omaly are
sacth e a Bar Chee o Medde BCM), d a
bnwaut  aganst BOVad severd  of 5 employees N Texes
Sae oout, seekdng damages on vaiouls gounds  sumoundk
ing his empoyment dismissal by BCM. BCVhad dismissed
DrAngeldes afer  an investigaion commitee  determined
thet he had commitied  soentic misconduct by faksiying

and fabricating rescach dala n fve gant poposas
NH and fve pubished  scientfic papers.  In 1996, BCM
removed te case © Federl ocout amung tet te case
nodved te oconsiudion o Feded bBw Eding 1t BOMs
cbigations uder the soentiic msoondut povisons . of
Secion 493 of the Pubic Heath Senice At 42 USC.
8§28, 42 CFR Pat 50, Supat A Honew, te Feded
ocout ten, sa goke , remaded te caxe bak © te Sae
ocout for futher poceedngs  besed wpon te bk of aFed
ed quesion. BCVeppeded 0 the US. Cout of Appeas
for te Ah CGoi adte Dgaimet o Jsie  fow

ing consuitation wih ORland HHS, fled anamas aunae
bif  wh te Fh Gad poing BOMs agument tet
t wesuder aFeded reguboy — ddigaion D invesiae

the deggiions o msoodd  keved agping DrAngeldes

ado epat toe fdgs © OR Theebe, te goen
ment agued that BCMSs Federal  obligations insuiated it
fom  Dr. Angeldes defmation  daims. OnJuy1l, 1997,
te Aih Coit oout demssad te gped for Bk o g
pelle  jurscicion, but noed tet tese Bsues ooud be
rvened by te Texss See ocout 117 F3d 830 Gh G
1997). The See oout hes set atd dae for Sepember
198 adte cace 8 dl  pedg

USA. v. Hpa Satuc e d , No 50005005930951
(led 1995. The US. Govemment fled breach of con
tad dams n Speir Cout for te Deid  of Monted
Povince of Quebec, Canada, against St Luc Hosptal and



te Unesy o Pisugh  seekig recowey o PHSgart
funds related to breast cancer reseach fabricated by a
S L reseache,  DrRoger Possosn NHpeviosy e
covered grant funds from the University of Pittsburgh
through a negotated  setfiement  based upon ORI's 1993
fdg o soeniic msoondudt against Dr.Posson The
at B d  prdg aggd S L

US exrd dd Geoo v. Boad of Regets o te Uner-
sy o Caibng a d , No. CABH(LSP) (SD. C4,
fed Jue 1965). DrPab dd Gueco fled ts qu &Gm
actionundertheFalseClaimsAct(FCA),31U.S.C.

§3730(0). Hedaimed that the Boad of Regents of the
Unversty  of Calfomia a San Dego madefase sate
mentsinseveralgrantapplicationssubmittedbythe

Unversty  of Califomia at San Diego on behaf of the
codefendants,  the prindpal investigators onsaved  PHS
gants for  investigating new types of vaccnation and
immunotherapy.OnOctober 14,1997 allpartiesen-

tered into seflement and release agreements, and the
Universty  agreed to pay $135000 to the United States
O seie the casee Fomthat amount the Uned Sttes
ageed 0 pay Drdd Guemo $10125 as hs shae of the
proceeds, and the Unversty  aso ageed to pay $30000
ofhisattomeys'feeandexpenses. Thecaseisnow

dosed

US exd Lava C St v. Dr Robet J MKers J,
et a , No. 965176CBM (CD. Ca, fied Juy25,  199%).
MsSoot fied ts qu @madon uder te Fae Cams
Ad FCA, 3LUSC 8370, o £ agad DrRdet  J
McKenna,Jr.,andotherdefendantsincludingvarious

physioans, nuses,  hospiak, adte Unedy o Ca
o a e MsSoot deged tat e das wee
submited to the Heath Care Fnandng Administration
(HCFA), NH, and the Depatment of Enemy. She daimed
thet the defendants  inappropriately bled HCFAfr un+
approvediungreductionsurgeryandmisrepresented

spedfics  about the suged pocedure,  ndudng motak
ty res. Sheaso fied a sdeniic misoonduct alegar
ion wih ORI However, ORI determined that only one
ofthenameddefendantshadsubmittedagrantappli-

caion to the NH, and none of these grant applcations
were funded. OnMarch27, 1997, the United States de-
cdined 10 intervene, and the seal on the complaint was
subsequenty  fied. MsSoot eeded D puse te cae
independently. The defendants  fled a Moton to Dis-
miss, however, the Cout has not aced upon it, and the
caseremainsopen.

US exrdd Smamav. Unvesly o Souhen Caliomg
agad., Gv. No. %4050 CD. Cd fied Jueld, 19%).
Dr. RameshC.Shamafiledthis quitam action  under
te Fake Cams Ad (FCA), 31 USC. 83700, degg

that Dr.Dieter Kramsch and the Uniersty — of Southem
Calfomia USC) sbmiied  falsiied epeimena resus
andor methodology about studies exploing  the treat
ment of atherosderosis n saed PHSgat agopcaions.
Dr.Shama aso aleged that Dr.Kramsch and USCoon
duced eqeiments onanima subecs that had not been
approved by the institution's anmal care and use com-
mitee, and they submited falsified potocol  synopses
descrbing  research  conducted  on animal  subjects. In
July1997 theUnited Statesdeclinedtointervene.

Dr.Shama has edected t pusue his compaint  indepert
denty, and the case remains open.

Hasan M. Jal§ ad.v TeCaebd Gt Foudamn
aad , No 196 CV1406 OC. Cho, fied Jue28 19%).
Dr.Jas, afomer enpoee o te Cevdnd Cinc Fonr
diion OCP, fd ast agget CCF s fomer kb d¥f
atCCF,andotherCCFemployees. Healleged:viola-

fos o I5USC 811253 (e desguios o agn
felse  desaipions, ad diuion  fobdden) by misrepre-
sening  Dr.Jalss rescarch  and breaching pomises  and
representations; breachofanemploymentagreement;

Aue © dow te Feded megHOs Oon soaic s
oondud,  inientiordl nerference wih  Dr.Jass career
andprospectiveeconomicadvantages; retaliation

agangt  a whistiebloner; Oefamation;  unfar competiion;
anddiscriminatorypaypractices. Thedefendants

countersued,  alleging, among other  things,  defamation,
revened Dr.JeEs alepions o sgeniic misoonoudt
andadministrativelyclosedthecasebecausenocon-

necion wih PHSfundng coud be found — CCFrequested
tat te ORIAdng Diedor povde an afidavt regarck
ig te edent of ORIs juisddion oer etanud s
entificmisconductcasesforwhichthereisnoPHS

funding. ORIl provided  the affidavit in December 1997,
andthecaseremainspending.
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Compliance ReviewCase Summaries

The folowing  are summaries of all complance and re-

Compliance

Thiscasewasintiatedbasedonacomplaintbyare-

respondet  deged ta the oMy adons constued
noncomplance wih te requrement  ocodied a 42 CFR
Pat 50, Suppat A Dfaue o evew  te ocompain
at in peson, 2atenps by the indfiuiondl o
infuence  awiness to change hs tesimony, 3te re
fisd o the inditiion 0 eend te nvesigaion Oead
line,4) providingtheinquiryreport,preparedbya

Separate  inquiy  commitee, to the investigation com-
miee,  5Hoonict o neest onte pat o anindiu-
tonal ocounsel regarding  her invovement N a separate
employment  dispute  iniiated by the respondent, 6)the
impostion ~ of an unfar buden of proof regarding the
resporcerts  couner Slegpions, 7)desy by isifordl
officials in the producion  of documents necessary for
the respondents  defense,  and 8)faiure by the Provost
to review the respondents  comments to the investiga-
fon repot Each ssue wesfly examned, and induded
an extensve  review of documentation, induding  inter-
Vew  fansaps, goheed as pat o te isiiod s
conductinvestigation. Anumberofactionstakenby

the institiion wee dealy wihn  ther  dsoeion n a
view,deadlineadherence therequirementthatdocu-
mentationbeprovidedtosupportcounterclaims,and

the shaing of te ngquy repot wih te invesigaion
commitee), whie the other allegations were not sup-
poted by the recod. ORIl conduded that there was no
insufiicent eidence 0 sypot te respondents daims
tet te vaiols adons by instuiondl oficiels duing
the misconduct  investigation voaed  povisons of te
Feded region

Compliance

Acompliancereviewwasconductedbecausedocumen-

ion at the institution suggested that there could be
poceduid  defdendes n te idiliod poes AW,
theinstitutionhadexperiencedcomplianceproblems

with previous misconduct  inquires and investigations
and was 2 years deinquent  in revisng is poides ad
proceduresinresponsetoanORIpolicyreview. The

revew rised ooncems about the  instiuional impemen-
won o te Feded msoondudt  reguibion Spedicaly,

the instiiion had delayed the iniiaion of an inquiy
for seven months whie attempting t resove the sus



peced  scentfic misconduct trough  alegd  setfement
The institution adnowledged that there had been a de-
by wih iniiaing the inqury but indcaed thet oher
dspue  resolution pocesses were avalkdbe for  addess
ing oonfics. The insfiuion wes nomed tet ts a
temae  dspue  resolution process s not an accepiable
aematve when alegaiions of soeniiic misoondud ae
responded  posiively o ORIs request for apan o en
sue that the poides woud be revised and implemented
in compliance with the Federal regulation. As pat of
the poicy revison, the instiuiion ceated a new siaff
posion  for Diecor of Reseach Etics and Reguiaioy
Compliance, one of whose responshiiies is to montor
the progess of inquiies ino  alegaions of misconduct
andensurethattheyproceedinatimelymanner. The

instiuion's revised poides  and procedures  have been
reviewedbyORlandarenowincompliance.

Compliance

Aocompiance  review of an instiutional misconduct  pro-
0ess Wes inliated nh respose b adam ta the respon
dentwasnotaffordeddueprocessduringanongoing

investigation. This review examined both the aleged
bk o de poess ad te insiviod pddes  ad po
cedues for complance wih the Federd  reguiation. The
respondents  attomey daimed that his dient  was not
interviewednoraffordedtheopportunitytocomment

on the inqury  or investigation reports. ORI considers
such omissons  in te inquiy  and investigation process
signiicarnt; honever, ORI subsequenty  determined  that
PHSdid not have jurisdiction in te misconduct  matter,
and therefore the  institiion wes not requied  to folow
te poigos o te Feded mglin N b meew The
ORrvew o te insiuions Stentic meoonddt ok
des for compiance wih the Federa regulation dd fnd
a number of defidences, and arepot  summarzing  the
fndngs  wes fowaded to the instiution. The insiiLr

ton madethe suggested changes to s poicy and sub-
mied s mevwed pddes © OR, whch ORten revened
andapproved.

Compliance

Arespondent in a scientific misconduct  case alegedly
threatenedtoretaliateagainstthecomplainantswho

meade allegations of scentfic misconduct  against  him
by threatening to make a counter  scientific misconduct
allegation against one of the complainants  and threat-
enng te dena of tenue to te oher ORI contacted
the instiution and eqressed concem over the  possbl

ty of whisteblower retaliaion which was documented
in statements  relayed to ORI Acompliance review was

iniiated o addess the whisieblowers oconcans and
revew the indiution's podes  and pocedues  for come
pee wh te Feded egEN InsiiLiorel diices
assued ORIthat they were moniting  the potential re-
taliation and would take appropriate  Steps to prevent
any retlation agans  the whisieboners. ORIs revew
o the instiutional poices  and procedues  noed vaik
ous defidencies ad arepot  wesfowaded © the inst
uon for ter meew adadn  insiviod diicels
ageed to folov the ORI Model Poicy for dealing with
alegations of scentiic misconduct und ther  revised
poy b adoped by te instiion

Compliance

Asystemwidecompliancereviewwasconductedona
Stateeducationalsystembecausesomeofthecampus

alicies fed D poaly ocodd iues adinest
gations  of soeniic miscondut  alegations. The sysem
indudes 12 separate  campuses that until  recenty  were
covered under a sysemwide  set of misconduct  polices
and procedures. Whenthe chancellor  subsequenty — de-
centralized ts  funcion, each dfficie was encouraged
o develop apdcy tloed — spedicaly b s owmcam
pus. ORIl reviewed the polices  and procedures estab-
lishedateachcampusanddeterminedthatrevisions

were requred on the poides  and procedures  of al  the
campuses. Nineofthetwelvecampuseshaverevised

ther poloes and pocedures o bing them intb  compk
ance wih the Federal regulation. The remaining  three
campuses have agreed to use the ORI Model Policy pend
ing the submisson to and approval by ORI of ther re-
veed poices  and procedures.

Retzlation

Ajnor  reseacher at areseach  insiite caimed  tht
she sufeed  rellation asamrsk o mekng aegaions
o scentic mscondudt against  her  supenvisor. The re-
scacher  damed tet as aresk  of her alegaions, her
salarysupportwasterminatedprematurely,thework-

g eoment  a te reseach  inslitie became incess-
ingy hoste, and she was moved to a smaler  work area,
which imied her access 0 necessaly lboatoy  equip
aegpios o rekion, ad adsed te dices orE
vew the mater, as indiiuions bear the pimay respon
shity for e nvesigaion o deged redEin The
institutionchosetoimplementtheORIwhistieblower

guideines  in the investigation of the retgiation com-
paint,  and conduded that the evidence dd not support
afnding that retaliation had occurred. ORI reviewed
te insiiLiion's repot  and deemined  tat e st
fon  subsantaly doned  te invesigaive pooess oo+
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taned in the ORI whisteblower guidelines, and there-

foe  satisfied is regueioy  requiement  for  addessing
whisiebonver  complaints.
Retgliaion

ThiscasewasreferredtoDPEfromDRIforreviewof

possbe  reaiation. Aressacher  aseed tat ande
gationofscientiicmisconductwasmadeagainsthim

by afomer Chaman i retaiaion for anealer dega
fon of fnancal mscondudt Arevew o te fie  ind
ced tet ORIdd not have juisddion nhts cc= The

Retzlaton

The compainant  aleged, ta as arest o makg de
gations  of scentiic misconduct  against @ member of his
lboratory, he was removed from his posiion  as labora
oy dief a the ressach cener,  and uimaiely wes ds-
missed. Thecomplainantalsoclaimedthathiswife

initially dscovered the aleged miscondut  tat he re-
poted, and therefore  she shoud aso be poected as a
whistieblower in s case. Hs wie waesaso dsmissed

subsequent  to the allegations being made.

Oficals a the instiuion wee conaced,  and infomed
o ter dbiggion D poed te posion  and repuiation

o indvidels that  meke alegations o soentic misoon+
duct in good faith. They were asked to investigate the
claimsofretaliaionmadebythecomplainants. The

instituional officials revened the documentaion  pro-
vided by the complainants, as wel as other documenta-
n td erEed N e s Tre isiLiord dies

concduded, based on this review, that the adions that
ked up o the dsmissal of the compainant and hs wife
were based on seious  fnancal pessues  a the reseach
center,whichweredocumentedpriortothedatethe

aleged misconduct  was reported. The institution pro-
vided  addiional documentation  to suppat ter  condu-
sions,includingevidencethatthecomplainantswere

each noified  that ther posions were n jegpady  prior
b te degpions of soentic misconduct

ORrvened ad the maeids rmevat 1 the compait,
and agreed with the institution's assessment that  the
adions tken dd nat appear 0 be in refdiaion for the
misconductallegations,giventhesequencecfevents

and doumstances . prior o the time te alegations were
made. In accodance wih ORI procedures,  the  complain-
ants were provided with the institution's assessmert,
includingthesupportingdocumentation,andaskedto
providecomments. ORlevaluatedthecommentspro-

vided, and concduded that no new substantve  evidence
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hadbeenproducedbythecomplainantsinsupportof

ther dam. The case was then dosed wih no further
ORI adion.

Retaliaion/Compliance

A\visiing poessor  and an asssant  poessor contaced
ORIwih ocompans  of indiutional relaiation for make
ing daegations of soeniiic mscondudt In addion  ©

the alegaiions, these  indviduals aso damed tat te
institional pocess for deaing wih ther  misconduct
alegations wes faned.  The Visiing poessor a0 had
fed abnst agpist e indiuin whth indwed &
s eed D hs daim o edEin Tre bnat  een
tualy  was settied, and ORI was so informed. Because
sement o te ek mooed ot the reEkEin dam,
ORdd not puse ts retdiEion compait  futher. The
assistant  professor  independently  submited  documen-
"on © ORIn sypot o hs e compat, which
induded being deprived of access to computer labs and
the deeion of compuer accounts, not beng abe b hae
accesstoworkcompletedortoolsdeveloped,being

locked out of and having no ofice for severa  months,
cess to a communicaion  system that he had developed.
This  individual also infomed ORI that he intended to
e alw st agangt the instiuion ORI nomed  the
assat  poesssy tet Fote bwak wesfed  ORIwold

consider it anelecion of remedies by the complainant
n ku o te indiviord poess.  Thebwak  wes seved
before  the  institutional process  was iniated, and the

case was dosed.
Retaliaion/Compliance

In ths case, a posdociora ’low westdd hy her Bbo
@oy dedor te sewesfed for coladng  te Car
o the insiiuion's Posdocoa Tranng  Grant Commie
tte aswel as ORIregading possble  scentiic miscon-
duct onte pat of areseacth tednidan woking in the
samelab. Shehadraisedthesesameconcemstothe

bboratory  drector  previously, and ony ocontacted ORI
whensheconcludedthatnoformalactionwouldbe

taken to investigate her complaint. ORI cotacted ~ se-
nor  dices a te idiion egpdg ts by
acion taken against the complainant, — and those off-
cas assued ORItet ts  indvidual coud nat be fred
by her bboatoy  direcr  for repoting  possbe  soent
ic ~ miscondudt, and her poston  wes seaue. Over the
nextfewweeks, thecomplainantwasprovidedspace

ousde her kboaty o conve her wok  The inent
ton of ths movewasto provide aoodlng of”  period
for boh  indviduals.
aloned 1o rejoin



sphere 0 be inblerable. The compainant  tod  insti-

tonal  officials that she wanted to be removed immed-
aely fom te kboary, and asked tat she be aloned
D e her Honsp  esewhee Insfiuiord oficiels

stated that they would suppot the complainants fek
lowship, even at ancther institution. However, before
any official adion westaken onths request, the com
painant  resigned her postion pior t the end of her
Hongp, adket te isilin

Whie the complainants posion  and repuiaion  dd ap-
pear 0 be adversey affeded by her adons  in reporting
dopd s nmsodd,  te rsiiod (0 923 hed
taken a number of steps to proect  the complainant  and
ORfoud tet the insiuion met the regueioy  requie-
ments. ORI also recommended that the institution de-
velopandimplementnewpoliciesandproceduresto

prevent and respond to any future  retaliaion against
good fath  whistiebloners.

Retaliaion/Compliance

This case wes iniiated on the bess of concems regad
ing potental complance  issues that were raised  duing
the ORlovwersght revew of an instutonal misconduct
amongdecisionmakers, theinquirycommitteeandthe

reocet, 2te e © reood o poike  tasops
o nevews adimomeion  © OR|, 3posshe recim:
naion aganst the complainant,  and 4)scope  of the i
quiry. Thereviewfoundnoevidencetosupportthe

aey nibenced  inoviduals noved n te nuy po
0ess or took reciminatory afs agangt  the complainant
Regadng the recoding of interviews, there s no Fed
ed requement ta ts be done duing an inquy. Ad
athough  the institution inquiry  report  was augmented
withthreeadditionalassessmentsinresponsetoORI

quesios, ORIwesuimeey sadied tat d te pet
nent issues were covered duing the inquily  process,  ne-
gatingthe needfortheinstitutiontoopenan

nestan
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ORI Handbook  for

Research  Integrity Officers: Bxecutve  Summary

The OR Hadbook o IsiiLiorel Reseach  hegily O
es B diled b fe sdos 1) hiodudon, 2 s
tutionalResponsibiliies; 3) ORIOversight4)ORI

Outreach; and 5) Appendices.

The nstivional responshiies sedon  desabes  te
obligations that  instiutions assume by appying  for or
receMng  PHSresearch funds: 1) Developing an admin-
isratve pooess for respondng O alegations of soen+
fic  msoondud,  2)submiting an assuance;,  Jkegping

an assuance  adve  4)respondng 0 degations of so
enic  misconduc,  5)restoing reputations of exoner-
atedrespondents;6) protectingthepositionsand

repuistions of companars; 7)cooperaiing wih te ORI
8y resach  negiy, 9rioming Sariic ad
adminstraive saff  about the instivion’s poides  ad
pocedues  for respodg  © adeghions o soeniic s
conduct;and10) implementingPHS/DHHSadministra-

e abs

The PHSoversight  secion covers:  1)the ORI mission
structure;2) otherPHSofficesthathandleresearch

ass  Jindiliod ekl Hoest d isi
ford iqies  ad nvesigaions, S5oondit o o
s ad invesigaions a instiutions; 6)determinaions

of misconduct,  administraive acions, and the heaing
process;,  7)defining plagiarism; Qthe assurance pro-
gram;9) theAnnualReportonPossibleResearchMis-

ocondu;,  10)intiuional aompane  rvews 1)revew
of retaliaion complaints; 12)implementation of PHY
DHHSadministrativeactions;and13) thePHSALERT

sysem.

ThePHSoutreachsectionreportsonthemechanisms

used by ORI 0 keep instiuiions, the scentiic commu-
ny, andte pidic infomed about PHSefots o hande
scentiic miscondudt and pomote  reseach  integriy n
duding; 1) publications; 2) corferences and workshops,
3) speakers, MNresponses 0 Feedom of Information Act
reqm. 5 Fedad Regeler  naices;,  Gpubic noices;
7)naiicaion D purd edos Ypes meaes  ad
9) ORIHomePage.

Theappendicescontaindocumentsandformsrelated

o te instiutiona responshiiies and PHSoversight
funcions  detaled abowe indudng te Federa reguia
ton, model poicy and procedures  for responding o aF
kgaions  of soentiic miscondud,  gudeines for aDAB
heaing and respondng to retdliation compiaints, legal
dedsions  and rulings, and the Annual Repot fom.

Thetextofthehandbookandmanyoftheappendices
are available onthe ORIHome Page athttp://

aichhsgov.



AppendixH:

Materials ~ Available  from ORI

Generalinformation

Which Ofice  Handes What Type of Reseach Abuse.
Behs te dieet Feded dices ta ae o
cened wih dasss o te eeach  poess

HHSFactSheetonPromotingIntegrityinRe

search . Desobes the sysem that the Depat
mentofHealthandHumanServicescurrently
usestopromoteintegrityinbiomedicaland

behavioral  research  suppoted or conducted by
agpoess o te US Puic Hedh Sevie  Daed

February 28, 1997.

ORIl An Infroaucion . Desabes te studue
and funcions  of the Ofice of Research Ineg
and qualiications, as wel as the address and
telephone  numbers for the various dvisions.
Prined in September 1993.

RegulationsandGuidelines

Responshiity of PHSAnaerdee and Agolcart  Irr
Stions for Deaing wih and Repoting Pos
sibleMiscondlctinScience .PublicHealth
Senvice  (PHS) reguiion 42 CFR Pat 50, Sub-
pat Ata reqies  each insiuion tet  goples
for arescadh, rescadhaning, o research
related grant or cooperave  agreement under
te Pibc Hedh Sevie Ad © hae esabihed
unfom poices  and procedues for investiget
ing and reporing  instances  of aleged or ap

Guideines  for the Conduct of Research Within
the Pubic Hedth Senice . Inended t provide
aframeworkforthefairandopenconductof

and creativiy. The guideines  indcate  what &
ddt n PHSntamud  reseach,  reseach  tain
g, admebed advis kstled onJanay 1,
1992,

Generd Procedures  and Inquiry  Instruciions for
Sceentfic Misconduct  in Inramural Research .
Senves as areference book for handing  alega
tionsofmisconductinscienceinvolvingPHS

nramual  research, lssled Apd 21, 1994

ORIModelPolicyandProceduresforRespond-

ing 0 Aegaions o Sdentic Msoondudt . I
tended as gudance only. The model poicy was
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desgned pimaily  for use by instiuions thet
ae dedopng o ®iing  ter pddes  ad po
cedures for handing  scertiic misoondudt cases
where ORI has jurisdiction. The model proce-
duresweredesignedtoprovidemoredetailed
guidanceonhowtoconductinquiriesandin-

vestigations in cases where ORIWMl  review  and
fdowv wonados ta the instiuion deades
o tke. Aso avaladble ondskete in WP51,
WP61, or ASCIl fomat (desse  Spedily).

ORI Guidelines for Institutions and

Whistieblowers . Intended to provide  guidance
in responding to possble  retaliation against
whisteblowers in cases invoMng  PHSextramu-

ralresearchand provideinformationto
whistleblowersregardingtheappropriate

mehod for sbming & rellion compaint

ORI Handbook for  Instittional Research  Integ-
ity Officers. Desgned as areference work for

etamua  insiuional oficals who hae re-
sponshity for handing  alegations of misoot
ductinvovingPHSresearch. DatedFebruary

1997.

Suppot  of Research  Integrity Meetings . Guid-
ance for dewveloping proposals  requestng ORI
support  for research  integrity meetings. ORI
seeks proposals flom  insiutions, professional
ass00eions, and scentiic ooefes  tat wish
to  colaborate wih ORIt cosponsor  a confer

enceorworkshoponhandiingscientificmis-
conduct  alegations o te pomoion of reseach
niegiy. Ihduwdes  instrudions and an goplca
fon fom

ORIPasttionorinformationPapers
“The Whistiebloner's Conditional Priviege O
Report  Allegations of Scentfic Misconduct”

PreparedbyORIllawyers, PositionPaper#1
describing  protections for  whistieblowers in
Ocfamaion  sUis.

‘ORI Addresses Ten Issues in  Inquiies and In-
vestigations.” ORIl Posiion  Paper #2 that sum-
maizes the PHSposiion  on issues  conceming

alegations of misconduct in PHSsupported  re-
seach. Based onaseies  of atides published

n te ORI Newsketer.

Institutional Compliance  Reviews . Information
paper that eqlins ORI Complance Reviews, i+

Reports

Regular

dudg the pupcse o te rvews dells  about
the o basc pats of the review as wel as de-
Hing te gedc s eamed h te W
Jrocess.

ORI/AAASConferenceonPlagiarismand Theft

ofldeas .Summaryreportofconferenceheld

on June 2122, 1993. Singe copes may be re-
qesed o te repot s avakbe onddete
WP51, WP61, or ASCI fomat (pease  Spedily).

IntegrityandMisconductinResearch .1995
Repot of the Commisson on Research Integrity
to the Secetary of Heath and HumanSenvices,
the House Committee on Commerceandthe
Senate Committee onLaborand Human Re-
SOUCES.

Consequences  of  Whistieblowing Repot  on the
studyofthe“ConsequencesofWhistieblowing

for the Whistieblower  in Misconduct in Scence
Cases’ conduced by e Reseath Tiange  Inst
tute. Singlecopiesofthereportmaybere-

Quesied

ConsequencesofBeingAccusedofiViisconduct
Reportonthe“SurveyofAccusedbutExoner-

ated  Individuals in Research Misconduct  Cases’
oonduced by te Reseach Tiange  Instiute.

Reporton1996AnnualReportonPassibleRe-

search Misconduct . The repot  summarizes the
momein tet edarud  isivios fd  wih
ORIto maintain ter adive assurances and the
adions tat were tken as aresut o tose sub
.

ManagingIntegrityinResearch: Conference

Summary. Areportonaconferenceco-spon-

soed by the Unvesty  of Michigan and ORI that
washeldinAnnArbor, MichiganonFebruary

1011, 1988

ORI Publications

Armud Repots . Amual repots  saiing n 194
desabe  ORIs  sgniicant accompishments  dur-
ing te cdendar year Sige oopes of te 1993



ORI Amnual Repot and the Biennial  Report  from
199192 are also avaldble  upon request

ORI Newskter . Quartedy  publication of ORI
The ORI Newsketier is sent to PHSagences and
a agppicat  and anardee indtiutions thet had
anactiveassurancewithORlandismeantto

fadiitate commoninterests  in handing  alega:
tons of soentiic miscondudt and pomoting i
egly i PHSsuppoted research

*AvailableonORlIntemetHomePage:

hipjaridhhsgov

Torequest oopes, contact

The Ofice  of Research Integrity

Dvison of Poicy and Education

5515 Secuity  Lane, Suite 700, Rockville, MD20852
Telephone:(301)443-5300;FAX:(301)443-5351
Intemetrequests@osophs.dhhs.gov
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borevic

ARILO Agency Research  Integiy Lieison  Officer
DAB Departmental AppealsBoard
DPE Duvson of Poicy and Educaton, ORI
DRI Dvison  of Reseath Invesigaions, ORI
GMIS  GrantsManagementinformationSystem
HHS DepartmentofHealthandHumanServices
IMPAC  InformationforiMlanagement,Planning,
Anaysis  and Coordination  computerized  infor-
mationsystemonHHSextramuralprograms
NIH Naiondl  Instiies o Hedh
OGC  Ofice of the Genera Counsel
ORI Ofice o Reseath Inegiy
oSl Ofice o Sceniic Inegrity ended n 199
PHS Pubic Healh Senvice
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