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Best Practices for Handling Research Misconduct:
Guidance from the U.S. Regulations

PART I – Procedures

• U.S. Process
• Research Integrity Officer (RIO) Roles and 

Responsibilities
Receiving an Allegation; public allegations
Assessing an Allegation
First Encounter with Respondent
“Bad Faith” Allegations

• Investigation Best Practices and Sequestration

Bestt PPrraaccttiices ffoorr Handling Research Misconduct:
GGuuiiddaannce frroomm ttthee UUU...S. Regulations

PPPPPAARRTTTTT IIII – Proceddddddddduuuuurrrreeeesss

•• U.S. Procccccceeeeeesssssssss
••••• Researrrrrrcccchhhhh Integrrityyy Officeeeeeerr (((((RIO) RRRollles andd 

Respppppoooooonnnnsssiiibbbbiiillliiitttiiieeesss
ReReReReReceiiiviiiing an AAAlleeegatattioioioioion;;; public allegagagatitionononss
AAsAAA sessing an AAlleeegatiooooonnnn
First Encounter wwwith Resssssppoooondnn ent
“Bad Faith” Alleegaaations
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Best Practices for Handling Research Misconduct:
Guidance from the U.S. Regulations

PART II – Special Circumstances
• Retaliation
• Corrections and Retractions
• Handling Admissions
• Time Limitations
• Plagiarism vs. Authorship Disputes
• Misconduct in Clinical Research

Bestt PPrraaccttiices ffoorr Handling Research Misconduct:
GGuuiiddaance frroomm   ttthee UUU...S. Regulations

PPPPPAARRTTTTT IIIIIII – Speciiiiaaaaaaaaaallll CCCCirrcumsttttaaaaannnnnncesp
• RRRRRRetaliationnnnnn
• Correctiiiiiooooonnnnnnsssss anddd RRetractioooooonssssss
•••• Handlingg Admisssioonsss
•••• Timmmmmeee LLLLLLiiimmmiitttaaattiioooonnnssss
•• PPPPPPllllaaaaagggggiarism vs. AAAutthorssssshhhhippppp Dispuutees
• MMMMMMisconduct in CCClinnical RRRReeeessseeeearchh
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The U.S. regulations for handling 
allegations of research misconduct in 
PHS funded research (NIH) are specified
in 42 CFR Part 93
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or handlingThe U.U.U.S.S. rrregulations fo
h misconduct in allegationonons ss of research
(NIH) are PHS fundddeddd research specified

in 42 CFRRR PPart 93
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U.S. federal regulations:
Institutions must have an assurance to obtain funds

Requirements:
1. Institutions must have written policies and procedures 

for managing allegations of research misconduct 
• Protects University officials managing the process
• Protects all involved in process, Rs, Cs, witnesses and 

university

2. Institution’s policy must include:
• A thorough, competent, objective, and fair response to 

allegations of research misconduct 

Institution Responsibilities
UUUUUUU.SSSSSS. ffffffeeeeddeerraall rrrrrreeeeegulatttttiiiiioooooonsss:

IIIIInnnnnnnssssssttttttiiiittttuuuuttiioonnnsssss must haaaaavvvveee ann assurrraannce to obtain funds

RRRRRRRRRReeqqqqqqqquuuuuiiiiirrrreeeeemmmmmmmmmmments:
1111111111.. IIInnssttiiitttttuuuutions musssttt hhhave wrritten pooolllicccies and pprooceddures 

ffffoooorr mmmmanaging aaaallllllegationss of reeessseeaarch misconduct 
• PPrP otects UUUUnininiiveversitity fooffificiallls mmanananaging the process
• PrPrProtectssss allllll involved in pproocessss, RsR , Cs, witnesses and

ununu ivii errrrssssitytytyty

2. IIIInnnnnssttiiiiitttttttuuuutioooon’s policy mustt innclude::
• A AAAA AA tttht oooro ough, competent, oobjeective, anndd fair response to 

Instituutttiioonn RReesponnssiibbilities

Office of Research

At Ohio State University:At Ohhiioo SSttaate UUnniivversity:

Office of Research

Who Handles Research Misconduct 
Allegations at US Institutions?

Research Integrity Officer 
(RIO)

WWhhooooo Handleeeeessssss RRReesearcchh Misconduct 
AAAAAAAAAAAAAllegatiooonnnssss aat US Insstitutions?

Reseaaarch IInnnteeegggrrriiitttyyy Offfiicer 
(RRRIIOOO)))
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Although Not Defined by Regulation, the RIO’s 
Role Has Evolved 

Administer the institution’s procedures

Assure compliance with those procedures

Foster a research environment that 
discourages misconduct  

What is a RIO?
AAltthhoouuggh Not Defineeeddd bby RRReeeggguuulation, the RIO’s
RRoole Haas Evolved 

AAAAddddddministerrr ttthhhee insttitution’ss procedures

AAAAAssureee cccccoooommpplliiaaanncee wwwwiiittthhh tthose procedures

FFFoooooosssstttteeeerrrr a researchh enviiirrrooonnment that 
ddddddiiiiiiissssccccoooourages misccoonducctt

Whaaaattttttt iiiiiss aa RRIIOOOO?????

Office of Research

The role for anyone handling allegations of 
research misconduct includes:

• Receive and assess allegations of misconduct

• Work with institutional legal counsel

• Prioritize complex allegations

• Provide notice and advice to respondent (accused), 
complainant (accuser), and other witnesses of rights 
under institution’s policies and procedures

Thheee rrroollee ffoorr annyyoonnee handling allegations of 
rreesseearchh miisconduct  iiinnncluuudddeeess:

• RRRRReecceeiivvvveeeeee and asseeeeesssssssss aaalleegationss oof misconduct

•••••••••• WWWWWWWWWoooooorrrrrrkkkkk wwwwwith instituuutttiooonal leegal counnsel

• PPPPrriiooooritize commmmppppllleeex alleggaations

••••• PPPPPPrroooovvvide nooooticcccceee aanndd aaddvvicceee ttto rrespondent (accused),
cccooommmpppppplaiiiinnnnaaaannnt (accuser)), aand ooothher witnesses of rights 
uunndddeeeeerrrrrr iiiinnnsssstitution’s policciees anddd pprrocedures

Office of Research

The role for anyone handling allegations of 
research misconduct includes:

• Sequester and safeguard evidence (discuss later)

• Protect whistleblowers/complainants from retaliation

• Keep senior administrators informed of the process

• Communicate with officials in other regulatory areas 
(e.g., protection of human subjects of research) in 
cases that involve more than one regulatory area

Thhheee rrroollee ffoorr aannyyoonnee handling allegations of 
rreesseearchh miisconduct iiinncluuudddeeesss:

• SSSSSSequeeeesssssssttttter and saaaaaffffffeeeeegguuuarrd evidennce (discuss later)

••••••••• PPPPPPrrrrrooooootttteeeeeeeeecccccct whistlebbblllowwwerss/ccomplainaants from retaliation

•• KKKKeeeeeep senior addddmmministraatoors innnfffoorrmmed of the process

•••• CCCCCommmmuniiiicccaaaatttte wiitthh offffiiiciaalls iin ooother regulatory areas 
(((eee...ggg., pppprrrroooottteeeection of hummaan suuubbjeects of research) in 
ccaasseeeeeessssssss thhhhat involve morre than ooonee regulatory area

Office of Research

The role for anyone handling allegations of 
research misconduct includes:
• Staff and train committees reviewing data

• Draft/review reports; finalize a case; and implement 
actions (retractions, termination, etc.)

• Communicate federal oversight agencies

• Handle QRPs/DRPs (authorship, mentoring, data 
management, etc.)

Thhheee rrroollee ffoorr aannyyoonnee handling allegations of 
rreesseearchh miisconduct iiinnncluuudddeeesss:
•• SSSSSSSttaaffff aannddddd train commmmmmmmmitttttteees revieewwing data

•• DDDDDDrrrraaaaaafffffttttttt//////rrrrrrrrreeview repppooortttsss; finaalize a caase; and implement 
aaaaccctttiiioooooons (retracccttttiiiooonnns, teermminationn, etc.)

••••• CCCCCooommmmunicaaaatteee ffeeddeerrraall ovveerrrsssiiiggghhhtt agencies

••• HHHHHaaaannndddddddle QQQQRRRRPPs/DRPs (aauuthorrrssshhhiip, mentoring, data 
mmmaaannnaaaaaggggemmmment, etc.)
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Traits
• Even-handedness
• Good listening skills
• Empathy
• Self-confidence and humility
• Courtesy and firmness
• Courage
• Sense of humor 

TTrraaittss
•• Even-hhhhaaannnddeednessssss
• Good   lllliisssttteeening skillss
• Empppaaathhhhy
• Seeelllfff-ff ccconfiddence andd humility
• CCCCCooouuurtesy aannd firmmmnneess
• CCCCCooouurraagggee
• Sense of hhumorrr 

Office of Research

Challenges
• Hostile/difficult witnesses, respondents and 

whistleblowers, and their attorneys

• Retaliation by persons in the institution against 
whistleblowers

• Bad faith/malicious allegations and allegations used 
as a political weapon

• University COI - powerful people at an institution
working against the person handling the process

• Lack of University support – financial and logistical

CChhhaaalllleennggeess
•• HHHoossttiillee//ddiiiiifffffficult wwwwwiiiittttneeesssesss, reeesspondents and 

wwwwwhhhhiissttlleeeebbbbllowers, aaaaannnddd thheir attttoornneys

•••••• RRRReeeeettttaaaaaaaaaaaliation by pppeeerrrrsoonss in the innstitution against
whhhhhiiiiistlebloweerrrs

••• BBBBBBad faith///mmmmaaalliicciioouuuss aalleeggggaaatttiiooonns and allegations used 
aaaasss a polllliiiitttticccccaaalll wweeaaappoon

••• UUUnniiiiivvvveeeerrrssssity COI - powweerful pppeeeoopple at an institution
wwwwwwooooooooorrrkkkkiiiinng against the peerson hhanndling the process

L k f U i it t fi i l d l i ti lL k f U i it t fi i l d l i ti lL k f U i it t fi i l d l i ti l

Receiving
Allegations

////

Office of Research

Receiving Allegations
In the US: 42 CFR Part §93.318 requires that institutions 
must notify ORI if certain conditions exist:

(a) Health or safety of the public is at risk, including an immediate 
need to protect human or animal subjects.

(b) HHS [other sponsor or institutional] resources or interests are 
threatened.

(c) Research activities should be suspended.

(d) There is reasonable indication of possible violations of civil or 
criminal law.

(g) The research community or public should be informed.

RReecceeiving Allegations
IIIIInnnnnnn ttttthhhhhhheeeeee UUSS:: 4422 CCFR CFR Paarrtt P tt §§§§999333.3311188893 3331118 rrequires that institutions i th t
mmmmmmmuuuuussssstttttt nnnnnoooottiiffyy OOOORRRRI if certttaaaaainnn coonditiiooonnss exist:

((a(( ) Healalth or safety ofofof thehehe public is at ririssk, including an immediate 
neneneneen ededededede tttoooooooooo protect hummam nnn or aaniimal subjecects.

(b(b)) HHHHH S [other spspsponononsor or insstitutionaal] resources or interests are 
thththt reeerreeatened.

(c(c(c(c) ) RRResearrrccchc aaaactivities shoouldd be ee suuuspss ended.

(d(d(d)) ) ThThThheerereerree e isisisis reasonable inddiccation oooff popossible viiiolations of civil or 
crcrimimmminininininnninaaal lllaw.

(g)))) Thhhhe research communiity or public sshould be informed

R i i All ti

(g) The research community or public should be informed.

RR i i All ti

(g))) Thhhe research communiity or public shs ould be informed.
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Receiving Allegations
In what order should critical issues in a 
misconduct case be addressed?

Hypothetical case:  Research projects are larger, more
multidisciplinary and more complex

A case that involves human subjects research, 
financial conflicts of interest, radiation safety and 
possible violation of criminal law (destruction of 
evidence).  
What do you do?  In what order?  And, how do you 
keep review of a case under one policy from 
affecting the review under another policy?

RReecceeiving Allegations
IIIIInnnnnn wwwwwhhaatt  oorrddddder shoooooouuuuulddd cccritttiicccaaal issues dd h ld itti l i in a i
mmmmmmmiiiiisssssssccccoonndduuuucccct caseeeee bbbeee aaddreesssseed?

HHHHHHHHyyyyyyppppooootttthhhhheeeeeeeeeetical caseee:::  RRRRResseearch proojjects are larger, more
mmmmmmmullttiidddddiiiisciplinaryyy annndd morre complleex

AAAAA case thatttt iiinvolves hhumaaannn ssubjects research, 
ffinanciaaaalll ccoonflictss of inteereeesstt, radiattion safety and 
pppppooossibbbbleeee violation oof ccrimmminaaal law (destruction of 
eeevvvviddddeeeennnncccce).  
WWWWWWWWWWhhhhaaaatttt do you do?  In what ooordder?  And, how do you 
kkkkkkkeeeeep review of a caasee underr oone policy from 
affffffecting the revieww uunder anoother policy?

R i i All ti

affecting the review under another policy?

RR i i All ti

afffecting the revieww uunder anoother policy?

Office of Research

Receiving Allegations
Critical to do the right thing in the right order:

A. Recommendation: 
Person handling allegations, usually with University 
general counsel, should have authority to halt any 
misconduct proceeding, if needed, to complete other 
procedures required by law or policy
(ex. protection of human subjects, biosafety issues, etc.)

B. However, priority should be given to the review of an 
allegation of research misconduct over other internal 
University processes
(ex. protect data over authorship or mentorship issue)

RReecceeiving Allegations
CCCCCCCCCrrrriiiiitttttiiiiiiccccccaall ttoo ddoo tttthe rigggggghhhhht ttthhinnggg iinnn the right order:d ttth i hhht thi i th i ht

AAAAAAA.. RReeccoommmmmmendatiooooonnnnn:::  
Persssssoooooooon handlinggg aaalllllleegaations, uussually with University 
gggggggeeeeeennnnnneeeeeeeeeeral counsseeel,,, shoould have aauthority to halt anyyy 
misconduct ppproooccceedinggg, if neeedded, to complete other 
ppprrrrocedures rrrreeequired  byy lawww ooorr ppolicy
(((eex. proteccctittion fof hhuman subbbjececects, biosafeety issues,, etc.)

BBB... HHHooowwwweeeevvvveeeerrrr, priority shoouuld beee gggiiiven too thhhe revieww off an 
alleeeggggaaaattttiiion of researcch miscoondduct over other innternal
UUnnnnivvvveeeersity processess
(((exexexex. protect data over auuuthorship oror meentorship issuue)

R i i All ti

(ex. protect data over authorship or mentorship issue)

RR i i All ti

(((exxx. protect data over auuuthorship oor meentorship issuue)

Office of Research

Receiving Allegations
Critical to do the right thing in the right order:

Consider external issues:
1. Potential criminal investigation

2. Potential civil litigation (lawsuits)

3. Collaborators at another institution – what to do?

RReecceeiving Allegations
CCCCCCCCrrrrriiiiiitttttttiiiiiccccccaall ttoo ddoo tttthe rigggggghhhhht ttthhinnggg iiinnn the right order:d ttth i hhhht thi i th i ht

CCCCCCoooooonsiiddeeeerrrrr external issssssssssueees:
1111.. PPPPPPPPPPPootential criiimmmiiinnnall innvestigattion

22... Potentiaalll ccciiivil litiggattion (laaawwssuits)

33.. Collllaaaabbbboooorators at aannothhheer institution – what to do?

R i i All tiRR i i All ti
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Receiving Allegations
Make a record of the handling of allegations 
to show you did the right thing
• Create activity logs
• Intake forms for initial conversations with complainants and 

respondents
• Prepare for interview recording/ transcribing 

Have a team to help
• Institutional counsel; trained staff; subject matter experts; 

IT specialist; public affairs office; possibly security 

RReecceeiving Allegations
MMMMMMMaakkee aa rreeeeeecord oooooffff thhhee hhhaannddling of allegations d ff th hh dli f ll
ttttttooooooo sssshhoowwwww you diddddd  ttthhhe right ttthhiing
• Creaeaeeaaee te activity loggssg
• InInnnInnntatatattattatt ke forms fooorr r innniitial coonversationns with complainants and

rrrrerr spondents
• Prepare for ininnttet rview rreccording/g/g/ traranscribing 

HHHHaaaavvvve aaaa tttteeeeaaam to helpp
• IInnsn tititititttut tititit onal counsel; trained ststtaafaff;f; subject matter experts; 

ITITITITITTTTITT spepeppecialist; public afffairrs officeee; popossibly security 

R i i All tiRR i i All ti
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Receiving Allegations

What do allegations look like?
• Very often vague and not specific
• Important to be fair to complainant; listen and be 

patient

How do allegations reach the RIO?
• In person with other staff to verify 
• Telephone
• Anonymously

• Public Allegations

RReecceeiving Allegations

WWWWWWWWhhhhhhhaaaaatt ddoo aalllleeeeeegationnnnns llloooook llliiikkkeee??
• VVeerryyyyy often vaggggguuuuuueee aannd not ssppeecific
• Immmmmmmmppportant to bbbeee fffair tto compllaainant; listen and be

pppppppaaaaatient

HHHHHHHoooooowwww do alleeegggggaaaattiioonnsss rreeeaacchh ttthhhee RIO?
• In peeerrrrsoooonnn wwiitthh oootthherr ssttaaaffff tto verify 
• TTTTeleeeepppphhhhoneTT
• AAAAAAAAAAnnnnoooonnnymously

• PPPPublic Allegations

R i i All ti

• Public Allegations

RR i i All ti

• Public Allegations

Office of Research

Receiving Allegations – SOPRReecceivinggg AAAlleegatiooonsss –– SSOOOPPSS

Office of Research

Receiving Allegations

Date____________            Case#_____________

1. Who is making the allegation: 
• Made by Complainant?
• Referred by a person other than the 

Complainant?  
• Presented anonymously?
• Presented in writing? Keep document
• Oral?  Prepare document

RReecceeiving Allegations

Daaaaaaattteeeee_________________    CCaaasssee##_____________

1111111.. WWhhhhhhooooo is makinnngggg tthhee allegattion: 
• Made byyy CCCooomplaainnant?
• Referreddddd bbby a peersson otthhheerr than the 

Comppppllaaiinnantt???  
• Preeeesssseeeennnnted anonyymmoussslyy??
• Prrrressssented in writtinng? KeKeKeeepp document
• OOOOrrrraaaal?  Prepare doccumment

R i i All tiRR i i All ti

Office of Research

Receiving Allegations

2. What is the Allegation? 

• Obtain as much detail as possible, e.g., fabrication,
falsification or plagiarism of what, by whom (name),
doing what?

• Is the research in question published?  If so, 
where? 

RReecceeiving Allegations

22222222222...... WWWWWWWhhhhaatt iiss tthhhheeeee Allegggggaaaaatiiooonn? 

•• Obbbbttttttaaaaain as muccccchhhh dddeetaail as possssible, e.g., fabrication,
ffffffaaaaaaalllllllsssssssssssification ooorrr ppplllagiarrism of wwhat, by whom (name),
ddddddoooing what???

• Is the rrrreeeessseeeeaaarrcchh iiinn qqueeesssttionnn published?  If so, 
wwwwwwherreeee??? 

R i i All tiRR i i All ti
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Receiving Allegations

3.  Who is the Respondent? (name, title, location)
• Does the Respondent have collaborators in this 

research?  If so, who are they?

• Are there any collaborators at other Institutions?  If 
so, who and where?

• If public allegation, may not be able to name a 
Respondent until more information obtained.

RReecceeiving Allegations

3333333. WWWWWWWhhhhhoooo iiss tttthhhhe Respppppooonnndent??? ((nnaame, title, location)
•• Doooooeeeeeeeees the Respppoonnnndennt have ccoollaborators in this 

rrrrreeeeeeeessssssssearch?  Ifff sooo, whhoo are theyy?

• AAAAre there annny collaabooratoorrrsss aatt other Institutions?  If 
so, whoooo aannd wheere?

• IIIff pppppuuuubbblllliiiic allegation,  mmay nnnooot bbe able to name a 
RRRRRReeeesppppondent until mmore infooormmation obtained.

R i i All tiRR i i All ti

Office of Research

Receiving Allegations
4. When and where did the alleged misconduct 

occur?

5. Is the alleged misconduct still going on? 

6. What is the nature of the research in 
question?

Does it involve special circumstances?
• human or animal subjects? 
• hazardous materials or biologics? 

RReecceeiving Allegations
444444444444. WWWWWWWhheenn aannddddddd wherrrrrreeeeee dddiiidd thhheee aaalleged misconduct dd h did hh ll d i

ooooooccccccccccuurr??

55555555555.... IIIsssssss tttttthhhhheeeeeeeeee alleged mmiiiscconnduct sttill going on? 

66. WWhhhhat is theee nnnature of thee rreessearch in 
qqqqqquueestionnnn????

DDDDDDDDoessss itttt iinvolve speecial ciiirrcuumstances?
• hhhhuuuuman or animaal subjeeccctss?  
•••• hhhhazardous mateerials or bbioologics? 

R i i All tiRR i i All ti

Office of Research

Receiving Allegations

7. Does the complainant have evidence/data to 
support the allegation?

8.   If so, where is that evidence?  

9.   Do others have evidence of the misconduct?
• Who are they? 
• Where are they? (contact information)
• What evidence does each have? Where is that 

evidence?

• If public allegation, may not have any additional
evidence until further examination

RReecceeiving Allegations

77777777777. DDDDDDDoooeess tthhee ccccomplaaaaaaaiiinnnaaannt hhhaaavvvee evidence/data to 
sssssssuuuuuppppoorrrrrtttt tttthe alleeeggggggaaattion?

888888888.  IIIIIfffffff ssssssooooooooo, where isss ttthhhhatt eevidencee?  

99999999.  DDDDooooo others hhhhhaaave evviddencceee ooff the misconduct?
• Whooo aaarrrreeee tthheeyy??? 
• Whhhherrrreee are they? (ccontaaacctt information)
• WWWWWWWWhhhhaaat evidence doees eaccch hhave? Where is that 

eeeevvvvidence?

R i i All tiRR i i All ti

Office of Research

Receiving Allegations
10. What is the best way contact the complainant?

Contact info:  Address; E-mail; Phone; Cell phone

11. What is the complainant’s relationship, if any, with the 
respondent?

12. Has the complainant been retaliated against or seem 
to be at risk for retaliation?

13. Does the complainant have “any other concerns to 
discuss”?

Not relevant to public allegations

RReecceeiving Allegations
1110000000.. WWWWWWhhat iiss theeee best wwwwaaaaayyyy cccoonttaaccctt the complainant?th b t tt t th l i

CoCoCC ntntacacccctttt iiini fo:  Addrererereresssss ; E--mail; PhPPhonone; Cell phone

1111. WWhhaatt iiiiis the comppplaaaaiinaannt’s relatioonship, if any, with the 
rrrreeeesssssppppppooooondent?

1122. HHHHaaaaas the compplllaainant beeen rreeetttaalliiated against or seem 
ttttto bbbe at risssskkkk fffoor rettaalliiation???

111333.. DDDoooeeeessss tthhhheee cccomplainantt hhave “aaanny other concerns to 
dddiiissccccuuuuuuuussssssss”””????

Not relevantt too public aallegations

R i i All ti

Not relevant to public allegations

RR i i All ti

Not relevantt too public aallegations
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Receiving Allegations
14. Note if there are any concerns about whether the

allegation is made in “good faith”?

15. Provide complainant with University’s misconduct
policy, and explain procedures and what happens next.

16. Discuss the confidentiality of the process.

17. Allow the complainant to contact you, if necessary

Not relevant to public allegations

RReecceeiving Allegations
11144444444444.... NNNNNoooooottee iiff tthheerreeeeee are annnnnnyyyyyy cooonnceerrrnnss  aabout whether the

aaaaaallllllllllllleeeeeeegggggaaattiioonnnnn iiis made iiiiinnnnn “““goood faiittthh””??

11111111115555555555.... PPPPPPPPrrrrrrooooooovvvvvviiiidddddddddeeee complainnnaaannnt wwithh Universsity’s misconduct 
pppoolliiccccyyyy, and exppppllaiinnn procceedures aannd what happens next.

111111666666. DDDDDiisssscuss thhhhe cccooonnffiiddeeennttiialiittyyy ooofff tthe process.

1777777. AAlllloowwwwwww tttthhheeee complainant too contaaactt you, if necessary

N t l t t bli lll ti

R i i All ti

N t l t t bli ll ti

RR i i All ti

N t l t t bli lll ti

Office of Research

Receiving Allegations

Why This Level of Preparation?

When things go wrong, the problems often begin 
with the receipt of the allegation due to a lack of 
preparation for all unexpected challenges.

RReecceeiving Allegations

WWWhhhyy TTThhiis LLevel off PPPrrreeepaaarrraaatttiiiooon?

WWWWWWWWWhheenn tttttttttthhhings go wwwwrrrronngg, the prroblems often begin
wwwwwwwiitthh ttttthhhhhe receippppttt ooof the allegattion due to a lack of 
ppppprrrreeppppparation ffooooorrr all unneexpecccttteedd challenges.

R i i All tiRR i i All ti

Office of Research

Receiving Allegations

Why This Level of Preparation?

“After you drive off the cliff, 
your options narrow.”

- David Wright, former ORI Director

RReecceeiving Allegations

WWWhhhyy TTThhiis LLevel off PPPrrreepaaarrraaatttiiiooon?

“AAAAAAAAAAAAfffter yooouuu ddrive offf the cliff, 
youuuuurrrr oppptiioonsss nnnaarrow.”

---- DaDD vvid Wright, former ORI Director

R i i All tiRR i i All ti

Assessing Allegations

Office of Research
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Office of Research

Assessing an Allegation

In the US: 42 CFR §93.307:

An inquiry is warranted if the allegation:

• Fits the definition of research misconduct (F/F/P)
and
• Is sufficiently credible and specific so that potential 

evidence of research misconduct may be identified

Low bar to move to inquiry

Asssseesssing an Allegation

IIIInnnnnnnnnn ttttthhhhhhheeeeee UUSS:: 44222222 CFR §§§§§§§9999333.3300777:

AAAAAAAAAn iiinquiirrrryyyyy is warraaaaannnnteeedd if the aallegation:

••••••• Fiiitttts the definnniiitiooon off reesearch mmisconduct (F/F/P)
aanana dd
•••• IIssss sufficiiiieeeennnntttllyyy ccrreeddiibble aaannnd ssspecific so that potential 

eeevvvvvvidennnnceeee of researcch misccconnduct may be identified

Low bar to mmoove to innqquiry

A i All tiAAsssessing an Allegation

Office of Research

Assessing an Allegation
At Ohio State: 
RIO with Dean Conduct the Preliminary Assessment

• Purpose of preliminary assessment is the same 
as defined in federal regulation

Fits definition of research misconduct?
Specific and credible?

Asssseesssing an Allegation
AAttt OOOhhhiiiooo SSttaatteet :: 
RRIIOO wwiitthh Dean Conduct ttthhhe Prellliiimmmiiinnnary Assessment

• PPPPPPurppossssssssseee of prelimmiinnnaaaryy aassessmeent is the same 
aaaaaaaassssss ddddddeeeeeeeffffffffiiiined in feddderrraal reegulation

FFiits definitiooooonnnn of reseearch mmiiissccoonduct?
SSSSpecific aaaannnndddd creddiibblle?

A i All tiAAsssessing an Allegation

Office of Research

Assessing an Allegation
At Ohio State:
RIO with Dean Conduct the Preliminary Assessment

• Is more information/evidence needed? 
Others at University?  Another University?

• Does anyone other than complainant need to be 
contacted?  The respondent?

• Are there special circumstances that require 
prioritizing the issues?

Asssseesssing an Allegation
AAttt OOOhhhiiiooo SSttaatteet ::
RRIIOO wwiitthh Dean Conduct ttthhhe Prellliiimmmiiinnnary Assessment

• IIIIIs morrrreeeeeeee informatiooonnn//eeevvidence neeeded? 
OtOtOtOtOtOtOtOtOthhhers at Univvveere sisisity?  Annother Uniivversity?

• DDDDDooooeeees anyone otther thaan commmppplaaiinant need to be 
cccccoooonnnntacted????  TTTTThhhee rreesssppooonddeennt???

• AAArreee tthhhhheeeereeee special circumstanccceess that require 
pppppprriioooooorrrrrrrriiiittttizzzziiiing the issues??

A i All tiAAsssessing an Allegation

Office of Research

Assessing an Allegation
At Ohio State:
RIO with Dean Conduct the Preliminary Assessment

• RIO and Dean (College of Respondent) write 
assessment report

Circumstances giving rise to allegation, describes review 
and final decision

• Allegations that fail to indicate possible RM are 
dismissed

• Allegations indicating possible RM move to inquiry

Asssseesssing an Allegation
AAttt OOOhhhiiiooo SSttaatteet ::
RRIIOO wwiitthh Dean Conduct ttthhhe Prellliiimmmiiinnnary Assessment

• RRRRRRIIOO aannnnnnnnnnndddd Dean (CCCooollllleeeege of Respoondent) write 
aaaaaasssseesssssssment repppooorrrttt

CCiCC rcumstanceeeeessss ggig ving risse to allegagag tioon, describes review 
aanaaa d final deeeecicicisissionon

• AAAAAlllllllllleeegggggggatioooonnnnssss tthat fail to inddicaattte ppossible RM are 
dddiiisssmmmiissssssssssseeeedddd

• AAAAllllllleeeeeeegggaaaatttions indicating ppoossible RRMM move to inquiry

A i All tiAAsssessing an Allegation
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Office of Research

Assessing an Allegation
Potential Complications:

• The allegation is reported to someone else in the 
University 

• Credible allegations are not assessed at all

• The allegation gets handled by someone with a real or 
perceived conflict of interest (complainant)

• Special circumstances are not handled properly
Notice is not provided to administrators of other regulatory areas 
(e.g. IRB) that may be affected by the allegation

Asssseesssing an Allegation
Pooottteeennnttiiaall CCoommpplicatiioonnsss::CC li ti

•• TTTTTThhhhhheeeeee aalllleegggggaaaaatttion is reeeppppppoooortedd to sommeeone else in the 
UUUUUUUniversssssiiittttty 

• CCCCCCCrreeddiiiibbbble allegatttiiionnns aree nnot asseesssed at all

• TTTTThhhheee allegatioooonnnn gggeettss hhhaannndlleedddd bbbyyy ssomeone with a real or 
peeeerccceeeived cccoooonnnnnffflliicctt ooff iinntterreesttt (ccoomplainant)

• SSSpppeeeccciiaaaaaaalll ccciiiirrrrcumstances arre nott haandled properly
NNNoNoNNNoNNoticccec  is not provided too aadministrrata oors of other regulatory areas 
((e(( .g.g.g. . IRB) that may be aaffeected by theh allegation

A i All ti

(e g ) t at ay be a ected by t e a egat o

AAsssessing an Allegation

(e...g. IRB) that may be aaffeected by theh  allegation

Office of Research

Assessing an Allegation
Potential Complications:

• The complainant, if known, is not interviewed 
immediately, or at all

• Retaliation against complainants or witnesses not 
prevented

• Rumors of the allegation circulate; reputations are 
damaged

• “Bad Faith" Allegations

Asssseesssing an Allegation
PPooottteeennnttiiaall CCoommpplicatiioonnsss::CC li ti

•• TTTTTTThhhhhheeeeee ccoommppppplllainant, ifff kkkkknnnowwn, is noot interviewed 
immmmmmmediiiiaaaaaaately, or at aaaallll

• RRRRRRReettaalllliiiation agaiiinnnsssttt commplainantss oor witnesses not 
pppprreevvvvented

• RRRRRuuummmors offff tttthhhheeeee aaalllleeggaaattiioon cciircccullaate; reputations are 
dddaaammmaaaaggggeedddd

• “BBBBBaadddddd  FFFFaaaaiiiith" Allegations

A i All tiAAsssessing an Allegation

Office of Research

“Bad Faith” Allegations

Office of Research

“Bad Faith” Allegations

The federal regulations (42 CFR Part 93) 
do not define “bad faith”

“BBaadd Faith” Allegations

TTTTTTThhhhhee ffeeeeddddderal regggggguuuulaaations (4422 CFR Part 93) 
ddoo nnnnoooooooooot define “bbbbaaaadd ffaith”

“B d F ith” All ti““BBad Faith” Allegations

版權所有 翻印必究 10

版權所有 翻印必究



Office of Research

“Bad Faith” Allegations
Good faith is defined, 42 CFR § 93.210 

Good faith as applied to a complainant or 
witness, means having a belief in the truth of 
one’s allegation or testimony that a reasonable 
person in the complainant’s or witness’s 
position could have based on the information 
known to the complainant or witness at the 
time. 

“BBaadd Faith” Allegations
GGGoooooodd ffaaiitthh iis definneeddd, 4222 CCCFFFR § 93.210 

GGGGGGoooodd fffffaaaaaaith as apppppppppppliieeed to a ccoomplainant or 
wwwwwwwwiiitttttnnnnneeeeesssssssssssss, meansss hhhavvvinng a belieef in the truth of 
oone’s allegatiiiooonnn or ttesstimonnyyy ttthatt aa rreeaassonnnabbblllee 
persson in the compppllaiinannnttt’’’sss ooor wiitnness’s 
possiition ccccoooouuulldd hhaavvee baassseeeddd on the information 
kkkknnnooowwwwwwn ttttooo ttthe complaainannttt oor witness at the 
ttiimmeeeeee.

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations
Good faith is defined, 42 CFR § 93.210 

An allegation or cooperation with a research 
misconduct proceeding is not in good faith if 
made with knowing or reckless disregard for 
information that would negate the allegation or 
testimony. 

“BBaadd Faith” Allegations
GGGoooooodd ffaaiitthh iis definneeddd, 4222 CCCFFFR § 93.210 

AAAAAAnn aalllleeeeggggggation orrrr  ccccccoooooooperationn with a research 
mmmmmmmmiiiiissssscccccooooooooonnnnnnnnnnduct proooccceeeeeddinng is noot in good faith if 
mmade with knnnooowwwing orr reckleeessss disrreeggaarrd foorr 
information thhhhat wouuldd neeegggaatte the allegation or 
tteeeeeessttttiiimonyyyy. 

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations
In introduction to regulation, 42 CFR Part 93:

Bad faith complainants are those who, under the 
definition of ‘‘good faith’’ . . . do not have a belief in 
the truth of their allegation that a reasonable person in 
the complainant’s position could have based on the 
information known to the complainant at the time. 

We have determined there is no need . . . to further 
address bad faith allegations, given that institutions 
may have internal standards of conduct . . . 

“BBaadd Faith” Allegations
IIIInnnnnn iiinnnnnnttttttrrrroodduccttionn tttto reguuuuullllaaaatiooonn, 444222 CCCFR Part 93:

BBBBBBadd ffaiitttthhhhh complainnnnnaaaaannnnttsss are thosee who, under the 
ddddddddeeffiiiinnniiiiittttiiioooooooooon of ‘‘gooddd faaaaiiithh’’ . . . do nnoot have a belief in 
tttthhhhhhe trrrruuuuth of theirrr allllllegattion that a rreasonable person in 
tttthhhhee ccccomplainannnnnttt’sss posittion coulldd hhave based on the
iiiinnnnffforrmation kkkknnnooowwnn ttooo tthhe ccooompppllaainant at the time. 

WWWeee hhhaaaaveeee ddddeeetermined thherre is nnnoo need . . . to further 
aaddddrreeeeeeeeeesssss bbbbad faith allegaatiions, gggiveen that institutions 
maaaayyyyyyy haaaave internal standdaards of ccoonduct . . . 

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations
Based on the definition of “Good faith”:

“Bad faith” complainants are those who do
not have a belief in the truth of their 
allegation that a reasonable person in the 
complainant’s position could have based on 
the information known to the complainant at 
the time, and acts with knowing or reckless 
disregard for information that would negate 
the allegation.

“BBaadd Faith” Allegations
BBBBBBBaaaaasssssseeeedd oonn tthhhhhhe definnnnniiittttiooonn ooff “GGGood faith”:

““““““BBBaadd ffffaaaaaaiiiith” comppppppllllaaiiinnaants aree those who do
nnoott hhaave a beliiieeefff iiin thhhe truth ooof their 
aallegation thaaaatt aaa reaassonablee person in the 
ccccooommmmmplainant’’’s pposition cccooouuulldd have based on 
ttttthhhhhee informmmmaaaatttiiooonn kknnoowwnn ttooo tthe complainant at 
tttthhhheee tttttttiiiimmmeeee,,,, aaand acts wwwittth kkknnnooowwwing ooor reckkless 
disreeeeeggggaaaard for informmattion tthhhaatt would negate 
thhhheeeeeee aaaallllllllegation.

“B d F ith” All ti““BBad Faith” Allegations
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Office of Research

“Bad Faith” Allegations
Is it a bad faith allegation? How do you know?

Most complainants believe in the merit of their 
allegations
An allegation can lack sufficient credibility or
specificity so that potential evidence of research 
misconduct cannot be identified but still may not be a 
bad faith allegation 
If institutions have procedures addressing bad faith
allegations, the process should be fair in determining
whether it is a bad faith allegation

“BBaadd Faith” Allegations
IIIIsssssss  iiiiiittttttt aaaa bbaadd faiiiitttth alleeeeeggggggaaatttiiiooon??? HHHow do you know?f itth ll ti ? H d

MMMMMMoosstt ccoooommmmmplainantttsssss bbbeeelieeve in tthhee merit of their 
allegaaaaaatttttiiiions
AAAAAAn aaaalllllegation cccaaannn lackk ssufficientt credibility or
ssppeeeecificity sooo tttthhhat poteential evviiddeence of research 
mmmiiissssconducccctttt ccccaaannnnoottt bbeee iddeeennntttiiffiieedd but still may not be a 
bbbbaddd faithhh alllllllegattiion 
IIIfff iiinnnssssstttttiiittttuttttiiiions have prooceedureeess aaddressing bad faith
aalllleeeeeeggggaaaattttiiiions, the proceesss shoulldd bbe fair in determining 
wwwhhhheeetttthhhher it is a bad faith allegatiioon

“B d F ith” All ti

g

““BBad Faith” Allegations

g

Office of Research

“Bad Faith” Allegations
Recommendation for Institution Policy and 
Practice: 

• Individuals handling process (“RIOs”)
should have the authority and responsibility
to investigate instances of possible bad 
faith on the part of a complainants, 
witnesses, or committee members and to 
provide evidence of possible bad faith to
the adjudicating authority.

“BBaadd Faith” Allegations
RRReeecccooommmmeenddaation ffoor IIInnnstttiiitttuuutttion Policy and dd ti f I tit ti P li
PPrraaccttice: 

•• IIIInnnndddddiiiiiiiiiivvvvvvvvvviduals hhhaaannnnddddliingg proceess (“RIOs”)
sshhhhhould havvvveee ttthe aauuuthorityyy aaand reessppoonnsibbilittyy
tttooooo investigaaattte insttanceeesss ooff possible bad 
ffaaaaith onnnn tttthhhhheee ppaarrrtt oof aaa cccooommplainants, 
wwwiiiiitttneeeesssssssses, or commmmitteeeee members and to 
pprrrrrooooooooovvviiiidddde evidence oof possssibble bad faith to
ttttthhhhhhheeee adjudicating aauuthorityy..

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations
Recommendation for Institution Policy and 
Practice: 

• A research misconduct policy should include:
requirement for complainants and witnesses 
(and committee members) to act in good faith
as defined in the policy

conditions to investigate, adjudicate, and 
sanction bad faith allegations 

“BBaadd Faith” Allegations
RRReeecccooommmmeenddaation ffoorr IIInnnsttiiitttuuutttion Policy and dd ti f I tit ti P li
PPrraaccttice: 

•• AAAAA rrrreeeeeeeeesearch mmmiiisssscccoondduct poollicy should include:
requiremmeeennnttt for ccommplainaannts and witnesses 
(and commmmmittee mmeembeeerrrss)) tto act in good faith
as deeeeffinnnnneeeedd iinn ttthhee poolliiiicccy

ccccooonnnndddditions to inveestigatee,,, aaddjudicate, and 
sssaaaanction bad faith aallegattiioonns 

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations
Ohio State Policy:

Frivolous Allegations are those allegations 
that are made in bad faith or with malice, are 
unsupported by credible evidence, and 
which are found to be without merit. 

“BBaadd Faith” Allegations
OOOhhhiiiooo SSttaattee PPoolicy:

FFFFFFrrrrrriivolloooouuuuuuus Allegatttttiiiiioooonnnss aare thoosse allegations 
tttttttthhhhhhhhhaaaaattttt aaaaaaarrrrrrrrreeeeee made iinnn bbbbadd ffaith or wwith malice, are 
uuuuuunnnssssuuuuuupported bbbbyyy creddibble eviddeence, and
wwwwwhhhhhiiiiccccch are ffffoooouuunndd ttooo bbe wwwiittthhhooouut merit. 

“B d F ith” All ti““BBad Faith” Allegations
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Office of Research

“Bad Faith” Allegations

Allegations of research misconduct are 
serious charges and should be supported 
by sufficient credible evidence. 

Ohio State Policy:

“BBaadd Faith” Allegations

AAAAllllllllegattttiiooooons of ressssseeeeaaarrch miscoonduct are
sssssssseeeeeeeeerrrrrrrriiiiiooooooouuuuuuuusssssssss chargesss aaandd sshould bbe supported 
bbbbbbbyyyy ssuuuufficient ccccrreeedddiblee eevidenccee. 

OOOhhhiiiooo SSttaattee PPoolicy:

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

“Bad Faith” Allegations

Filing frivolous allegations is an abuse of the 
procedures set forth in this Policy, and may 
result in disciplinary action under other 
University rules or procedures

Ohio State Policy:

“BBaadd Faith” Allegations

FFFFFiiiiiiilliing ffffrrrriiiiivvvolous allllllllleeeegggaations is aan abuse of the 
ppppppppprrrrrrooooooocccccceeeeeedddddddddddures settt fffooorrth inn this Poolicy, and may
rreeeeessuullltttt in disciiipppliiinnnary accction uunnder other 
UUUUUnnnnniiivvvvversity rrruuuulllleeess oorrr pprrooocceeeeddduuurrees

OOOhhhiiiooo SSttaattee PPoolicy:

“B d F ith” All ti““BBad Faith” Allegations

Office of Research

Notification of Respondent
/

NNotificaaatttiiiooon ooof Reeessspoonnndddeeentttotificaation ooof ReReeeessspoonndeneeRe
///

Office of Research

Respondent Notification

42 CFR §93.307 Responsibilities for 
maintenance and custody of research 
records and evidence. 

(b) Notice to Respondent and custody of research 
records. At the time of or before beginning an 
inquiry, an institution must make a good faith effort to 
notify in writing the presumed Respondent, if any.  If 
the inquiry subsequently identifies additional 
Respondents, the institution must notify them. 

RReessppondent Notification

444444442222222 CCCCCCFFRR §§993333.307 RRRRReeeesssppponnsssiibilities for 
mmmmmmmmaaaaaaiiiiiinnnnntttteennaaaaannnnce anddddd cccusstoddyyy oof research
reeeeeecordsssssss and evidddddeeennncee. 

((((bbbb)) NNNNNNotice to RRReeesssppponddennt and ccuustody of research 
rreeccccords. At thhhhheee ttime oof oor befoorree beginning an 
iiiinnnqqqqquiry, an iiinnnssstttiittuuttiiooonn mmuuussttt mmmaaakkke a gooodd faith effoortt to 
nottiify in wwwwriiitttiiing ttthhhe preesssummmeeeddd Responnddeenntt, if any.  If 
ttthhheee iinnnnqqqquuuuirrrryyyy subsequenntlyy ideeennttiiffies additional 
RReessssssppppppppoooonnnnddddents, the insttituution mmmusst notify them. 

Respondent NotificationRRespondent Notification
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Office of Research

Good Practices for the initial meeting with 
Respondent (usually the RIO):

• Provide a written statement of the allegation(s) 

• Provide a copy (and URL) of institution’s research 
misconduct policy/website

• Explain Respondent’s rights under the procedures,
including right to counsel

Respondent Notification

GGGoooooodd PPrraacttiicces foorr thhheee innniiitttiiiaaal meeting with 
RReessppondent (usuallyyy thee RIOOO)))::

••••• Provvvvviiiiiiiiddde a writteennn ssssstttaatement of tthe allegation(s)  

•• PPrrroooovide a cooopppyyy (((and URL) of innsstitution’s research 
mmmmisconduct ppppooolicy/weebbsite

•••• EExxxplainn  RRRReeeesponddentt’’s riighhhtss under the procedures,
iiinnncccllluuuddddiiingggg right to couunssel

RReessppondent NotificationRespondent NotificationRRespondent Notification

Office of Research

Good Practices for the initial meeting with 
Respondent (usually the RIO):

• Explain need to maintain confidentiality

• Caution respondent to avoid retaliation, or any act 
that may appear retaliatory

Respondent Notification

GGGoooooodd PPrracttiicces foorr thhheee innniiitttiiiaaal meeting with
RReessppondent (usuallyyy theee RIOOO)))::

••••• EExxppllaaaaaaaaaaain need tooo mmmmaaainntaain confiddentiality

• CCaaution respppppoonnnddent to avoid rreettaliation, or any act 
tttthhhhhat may apppppppear retaaliaatorryyy

RReessppondent NotificationRespondent NotificationRRespondent Notification

Office of Research

Good Practices for the initial meeting with 
Respondent (usually the RIO):
The first encounter with the Respondent is critical:

Set the tone for future encounters and winning the
Respondent’s cooperation

Stabilize the situation, ensure protection from 
retaliation, explain Respondent’s rights, and the 
process is also to protect Respondent  

Identify key issues that may be discussed during the 
inquiry/investigation

Respondent Notification

GGGoooooodd PPrracttiices foorr thhheee innniiitttiiiaaal meeting with
RReessppondent (usuallllyyy the RRRIIIOOO))):
TTTTTTThhhhhee firsstttttt  encounter wwwwiittth thhe Respoondent is critical:

SeeeeSS t the tone fffororor fffuturee eencounteersrs and winning the
RReRR spondenttttt’s’sss ccooperratiion

SStSS abilizeee tthththee situattion, enenssusus reee protection from 
reeeretatt liatttioioioionnnn, explain Reesppondded nntn ’s rights, and the 
prprp oocoo eeese s s s s is also to prootecct Resesspoondent  

IdIdddddeeene titititiffyff  key issues thaat may bee ddiscussed during the 
inininnququququiry/investigation

RReessppondent NotificationRespondent NotificationRRespondent Notification

Office of Research

If the Respondent makes an admission of 
misconduct:

• Record the Respondent’s statement or obtain a 
written and signed statement from the Respondent, 
detailing where, when and how the research 
misconduct occurred.

Respondent Notification

IIIfff ttthhhee RReesppoondentt mmaaakeeesss aaan admission of 
mmiisscconduct:

• RRRRReeeeecccccccccoooooooooord the Reeessspppoooonddent’s stateement or obtain a 
wwwrrrrrriiittten and sssiiigggnnned sstaatement ffrrom the Respondent, 
ddeeeetailing whhhhheeeerre, wheen and hhhooww the research 
mmisconduuuucctt  ooccurrredd.

RReessppondent NotificationRespondent NotificationRRespondent Notification
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Office of Research

If the Respondent declares innocence, but can’t 
offer compelling evidence or explanation to 
establish innocence: 

• Review the allegation in detail and ask Respondent 
to provide evidence/data related to each part of the 
allegation

Respondent Notification

IIIfff ttthhhee RReesppoondentt ddeeeccclarrreeesss innocence, but can’t 
ooffffeerr compelling evvviiidddeence ooorr eeexplanation to 
eesstablish innocennnccceee: 

•• RRReeeeeview the aaaalleeegatioon in detaiill and ask Respondent 
ttttooooo provide evvviiiddence//daata reeellaatteed to each part of the 
aaallegatioooonnnn

RReessppondent NotificationRespondent NotificationRRespondent Notification

Office of Research

Use the critical first encounter with Respondent 
to identify and secure evidence critical to each 
part of the allegation

• Sequester broadly (all potentially pertinent data)

• Sequester data immediately (receipts signed by 
RIO and Respondent)

Respondent Notification

UUUssseee tthhee ccriittiiccal firsstt eeennncooouuunnntter with Respondent 
ttoo iiddeentify and secuuurrre evidddeeennnccce critical to each 
paart of the allegatttiiiooonnn

••• SSeeeeeqqquester brrrroooaaaddly (aall potentiaally pertinent data)

•••• SSeeeequesttteeeer ddata immmedddiiiaaateeellly (receipts signed by 
RRRRRIIIOOOOOO annnndddd RRRRespondent)

RReessppondent NotificationRespondent NotificationRRespondent Notification

Office of Research

Investigation ProceduresIInvestigggaaatiooonn Proooccceeeddduuurrreeesgggatiooonn Proooce

Allegation

Allegation

ORI reviews 

DIO Review at 
assessment

Referral

Administrative Closure

DIO Review at 
Inquiry

DIO Review at 
Investigation

Finding
Yes ORI settles   

ORI issues a 
charge letter  

End

End

Administrative Closure

Case Closure
No  Finding

End

Appeal

Admin. Law 
Judge

ASH Review and 
Misconduct 

Findings Published

Institution 
assesses 
allegation

Institution 
conducts an 

inquiry

Institution 
conducts an 
investigation

Allegation

Allllleleleeeeeegagagagagagag tionnnnn

ORI revivvvivivivvv ews 

DIDIOOOO Review at 
asaasassses ssment

ReRefefeeerrrrrrrral

AdmAdminiinistrstrratiativeve Closursuree

DIDIDIOOO RRReR viewewewew aaaattt t
InInqqquuuqq iririrry

DIIIOOOO ReReReReview at 

FFinding
Yes ORI settles  

ORI issues a 
charge letter  g

End

End

Appeal

ASH Review and
Misconduct 

gFindings Publishedg

End

Administrative Clossure

InInInInnnnnststststtitittittututuuutioioion
asasasasassesesesesessssssssseseses 
alaaallelegagatitionononon

Institution
cocococonducts an

inququq iiry

Institution 
conducts an
investigation

AllegationAllegation
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Institution 
assesses 
allegation

Institution 
conducts an 

inquiry

Institution 
conducts an 
investigation

Inquiry panelFits definition RM
Specific & credible

Investigation 
panel

Preliminary fact-finding 
& information gathering 
indicates allegation has 
substance

Finding of Research 
Misconduct, or not
Recommends 
Sanctions

Allegation 1 2 3
InInInInnnnstststtstitititititututuutu ioioion 
asasasasasseseseses sssssssseseses 
alaaallelegagatitionononon

Institution
cocococonducts an

inquququiiry

Institution 
conducts an
investigation

InInInquirry ppanelFiFFFiFF tts ddddefeffefininiinnittititttioioioioioiioioi n RM
SSSpSpSpSSpS ecififiic &&&&& credible

Investigation
papapanenenell

PPr leliimiinaryy fact-findndn ingg
& informatioon gatherrringg g
indicates allleggation hhhasasa  
substance

Finding of Research
Misconduct, or not
Recommends 
Sanctions

Allegation 1Allegation 1Allegation 1

Office of Research

Best Practices s -- Investigation

Ensuring a fair investigation – 42 CFR §93.310(f)

Take reasonable steps to ensure an impartial 
and unbiased investigation to the maximum 
extent practicable, including participation of 
persons with appropriate scientific expertise 
who do not have unresolved personal 
professional, or financial conflicts of interest 
with those involved in the inquiry or 
investigation.

Beest Practicess nvestigationIn

EEEnnnsssuuriingg a ffair invveesstttiiigggatttiiiooonnn – 42 CFR §93.310(f)

TTakke rrrrreeeasonabbbbblllllleeee sssteeps to eennsure an impartial
aanndd uunbiaseddd innnvestttigation tto the maximum 
eexxttttteeent praccttttiiicccaaable, inncludinngg participation of 
pppeeeeeersons wwwiiitttthhh aaapppppprrroooppprrriiiaaattteee ssscientiificc expertisee 
wwwwhhhhooo do  nnnnoooottt hhave uunrresssoolllvvved personal 
ppprrrooofffffeeessssssssiiiioooonal, or finannciaalll cccooonflictts of intereesst 
wwiittttthhhhhhhhhh thhhhose involvedd iin thee innquiry or 
innnnvvvveeeessstigation.

Best Practicess nvestigationIn

g

BBeest Practicess nvestigationIn

g

Office of Research

Best Practices s -- Investigation

How to ensure a fair investigation

• The panel should include the required
disciplinary and technical expertise

• Panelists should be held in high regard

• Avoid, if possible, including vulnerable
colleagues – e.g., assistant professors up for 
tenure

Beest Practicess nvestigationIn

HHHooowww tto eensuure a ffaaiir iiinnnveessstttiiigggation

• TThhe panel shouuuuulllddd iiincclude tthhe required
ddddddiiiiisssssccccccciiiiiiipppppppplinary annnddd tecchhnical exxpertise

••• PPaaaaanelists shhhhhooould be helddd iinn high regard

• AAAAAvvvvoooooid, iiiiffff ppppossible, iinccludddinnng vulnerable
cccooollllleeeeeaaaagggguuuues – e.g., asssisttaaanntt professors up for 
ttttteennnnnnnnnuuuurrreeee

Best Practicess nvestigationInIBBeest Practicess nvestigationInI

Office of Research

Best Practices s -- Investigation

How to ensure a fair investigation

• Ensure no conflicts of interest (COIs)
No collaborations or co-authorships 
No financial interactions
No social/personal friendships
No prejudice against each other
Any reason that person cannot be fair and impartial 
to all?
Any reason anyone else would see a COI?

Beest Practicess nvestigationIn

HHHooowww tto eensuure a ffaaiir iiinnnveessstttiiigggation

•• EEnnssuuuurrrrreeeee no conffffffllllliiiicctttsss oof interreest (COIs)
NNNNNNNNNNNooo collaborrraaatiioooonss oor co-authhorships 
No financccciiialll interaacctions
No soccciiaaall///ppeerrssooonnaal ffrriieeennndddssshhips
No pppprrrreeejjjjuuuddddiice againsstt eeeaacchh other
AAAAnnnnyyy rrrreason that pperrson cccaannnot be fair and impartial
ttttttttoooo aaaall?
AAAAny reason anyonnee else woould see a COI?

Best Practicess nvestigationInIBBeest Practicess nvestigationInI
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Office of Research

Best Practices s -- Investigation

How to ensure fair investigation

• Provide panel with general outline of the
allegations

• Review Institution’s Policy and Procedures, if
available, with panel

Beest Practicess nvestigationIn

HHHooowww tto eensuure fairr  iinvvveeestttiiigggaaation

• PProviiiiddddddde panel wwwwwittthhh ggenerall ooutline of the
aaaaaaaalllllllllleeeeeeggggggggggaaaations

••• RReeeeview Instttiitttution’ss Policccyyy aand Procedures, if
aaaaavvvvailableeee, wwwiitthh ppaannell

Best Practicess nvestigationInBBest Practicess nvestigationIn

Office of Research

Best Practices s -- Investigation

How to ensure a fair investigation

• In US, RIO and Counsel provide support 
(logistical, clerical, scientific) throughout 
process

• Review criteria for determining whether an
investigation is warranted/misconduct occurred

Beest Practicess nvestigationIn

HHHooowww tto eensuure a ffaaiir iiinnnveessstttiiigggation

• IIn UUSSSS, RIO andddddd CCCooounsel prroovide support 
((((((llllloooooooggggggiiisssssssssstical, cleeerrricccal, scientificc) throughout 
pppprrroooooocess

• RRRRRReeeeview ccccriiiittteeerriiaa fffoorr deettteeermmmining whether an
iiiiinnnnvvvveeeeeeestiiiiggggaaaatttion is warraanteeeddd//misconduct occurred

Best Practicess nvestigationInBBeest Practicess nvestigationIn

Office of Research

Proceed Systematically:

• Analyze all aspects of each allegation

• Consider evidence to support/or/refute each
allegation

• Does more evidence need to be
sequestered/obtained?

Best Practices s -- Investigation

PPPrrrooocceedd SSyysstemaattiiccaaalllllly:

• Anaaaallllyyyyze all asssssppppeeecctss of eacch allegation

• CCCCCoooonsider eeeevviidddenccee to supppport/or/refute each
aaaaallegation

•••• DDDDDoooooesss mmmmoooore evideencce nnneeeeed to be
ssseeeeeqqqqqqqquuuueeeestered/obtaainned??

Beest Practicess nvestigationInBest Practicess nvestigationInIBBeest Practicess nvestigationInI

Office of Research

Best Practices s -- Investigation

Proceed Systematically:

• Who should be interviewed, in what
order?

• Panel communications with Respondent,
Complainant, Witnesses always through
“RIO’s” office

Beest Practicess nvestigationIn

PPPrrrooocceedd SSyysstemaattiiccaaalllllly:

• WWhhooooooo should bbbbbbeeee iiinnnteervieweedd, in what
oooooorrrrrrrdddddddddeeeeeeeeeer?

•• PPPPanel commmmmmmunicaationss wwwiitth Respondent,
CCCComplaaaaiiinnaantt,, WWWiittnessssseeess always through
“RRRRRRIO’ssss”  oooffice

Best Practicess nvestigationInIBBeest Practicess nvestigationInI
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Office of Research

Best Practices s -- Investigation

Proceed Systematically:
• Review background reports

e.g., Assessment/Inquiry Reports

• Review all existing evidence/data

• Is specific expertise required?

• Should other allegations or respondents
should be added?

• Justify the conclusions with evidence

Beest Practicess nvestigationIn

PPPrrrooocceedd SSyysstemaattiiccaaallllly:
••••• RRRReevviiiieeeeew backggggggrrrrooouunnd reppoorrts

eeeeeeeee.g., Assessssmmmmmeeennt//Inquiry RReports

••• RRRRReview allllll eeexxistinngg evideennce/data

• IIIs specccciiifffiicc expppertttisee reeeqqquired?

••• SSShhhhooooulllldddd other alleeggatioonnnss or respondents
sssssshhhhhhhoooouuuuld be addedd?

J tif th l i iith id

Best Practicess nvestigationIn

J tif th l i ith id

BBest Practicess nvestigationIn

J tif th l i iith id

Office of Research

InterviewsIIInnnttteeerrrviewwwsssnnnteeerrrviewwws

Office of Research

Best Practices s -- Investigation

Interviews – prepare in advance:

A list of general questions to initiate the 
interview

Develop the line of questioning for each 
allegation about which the interviewee may 
have knowledge

Beest Practicess nvestigationIn

IInnnttteeerrvviieewwss –– pprepaarree innn aaadddvance:

AAAAAAA lllliisstt oooooffff generaaaaalllll  qqquuueestionss tto initiate the 
iinntteerrrrrrvvvvvvvview

DDDDeeeevelop thhhhheee llline oof questtiioonning for each
aaallllegatiooonnnn aaabboouutt wwhiiccchh tthhhee interviewee may 
hhhhhaaaavvve kkkknnnnoooowledge

Best Practicess nvestigationInIBBeest Practicess nvestigationInI

Office of Research

Best Practices s -- Investigation

Interviews – prepare in advance:

Develop specific, key questions 

Identify the lead and follow-up person for 
each line of questions

Ensure all questions are answered; follow-up
on inconsistent statements

Always pursue evasive, defensive, 
obfuscating answers

Beest Practicess nvestigationIn

IInnnttteeerrvviieewwss –– pprepaarree innn aaadddvvvance:

DDDDDeevveelllloooop speciffffffiiiicccc, keey queessttions 

IIIIIddddddeeeeeeennnnnnnntify the leeeaaaddd aandd followw-up person for 
eeaaaach line oooooffff qqquesttioons

EEnnnnsureeee aaaalllllll qqquueesssttiioonsss aaaaree answered; follow-up
ooonnn iiinccccoooonnnnsistent staatemeeennttss

AAAAAlllllllllwwwwaaaays pursue evassive, ddeeffensive, 
bffff ti

Best Practicess nvestigationInI

bf ti

BBeest Practicess nvestigationInI

bfff ti
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Office of Research

Best Practices s -- Investigation

Interviews – prepare in advance:

Stay focused; this should not be a collegial
conversation

Allow respondent to talk – do not interrupt

In US, interviews are recorded or a court 
reporter transcribes the interview

Beest Practicess nvestigationIn

IInnnttteeerrvviieewwss –– pprepaarree innn aaadddvance:

SSSSSSttaayyyy fffffoooocused; tttttthhhhhhiiisss sshouldd nnot be a collegial
ccoonnvvvvvvvvvvveeersation

AAlllllow resppppoooonnndddent too talk –– ddo not interrupt

IInnn US, iiintttteeerviiews aarre rrreecccorded or a court 
rrreeepppppooorrrrtttteeeerrrr transcribeess theee inntterview

Best Practicess nvestigationInBBest Practicess nvestigationIn

Office of Research

Best Practices s -- Investigation

Interviews – prepare in advance:

Initiate all calls: do not let witness phone in; 
verify number and identity in advance.

Ask for identification for unknown, in person 
witnesses.  

Conduct interviews sequentially, if possible, to 
prevent witness-to-witness communication

Beest Practicess nvestigationIn

IInnnttteeerrvviieewwss –– pprepaarree iiinnn aaadddvvvance:

IIIIInniittiiaatteeeee all callsssss::::   dddooo nnot lett wwitness phone in; 
vveerriiffffffffyyyyyyyyyyy numberrr aaannndd iddentity iin advance.

AAssssk for ideeeeennnntttiiiffficationn for uunnkknown, in person 
wwwwiiitnesseeeessss. 

CCCooonnnndddduuccccttt interviewws seqquuueentially, if possible, to 
pprrrrreeeeeeeeevvvveeeent witness-too-wwitnesss communication

Best Practicess nvestigationInBBeest Practicess nvestigationIn

Office of Research

Data Sequestration

Office of Research

42 CFR §93.305 Responsibilities form
maintenance and custody of research 
records and evidence. 
(a) Either before or when the institution notifies the 
Respondent of the allegation, inquiry or investigation, 
promptly take all reasonable and practical steps to obtain 
custody of all the research records and evidence needed 
to conduct the research misconduct proceeding, 
inventory the records and evidence, and sequester them 
in a secure manner . . .” 

Data Sequestration

444444442222222 CCCCCCFFRR §§993333.305 RRRRReeeesssppponnsssiibilities form
mmmmmmmmaaaaaaiiiiiinnnnntttteennaaaaannnnce anddddd cccusstoddyyy oof research
reeeeeecordsssssss and evidddddeeennncee. 
(((((aaaaaa)))))) EEiitthhhhheeer before ooor wwwhenn tthe instittuution notifies the 
RRRReeeessppoooondent of ttttthhhheee allegaatiion, inqqquiiry or investigation, 
ppppprrrrooooommmppptly takeee aallll rreeaassoonnaabbblleee aaannnddd practiccall steps to obbtain 
custoddy of aaaall ttthhhe researcchhh reecccorrrds and evviiddeennnccce neeeddeeddd 
to condducccctttt ttthhhhe research misconnnduuuct prooceeeddiing, 
iiiinnnnvveennttooooooooorrrryyy tttthhhe records annd evidennncee, and sequester them 
in aaaa ssssssseeeeccccuuuure manner . . .” 

DData SequestrationData SequestrationData Sequestration
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Office of Research

42 CFR §93.307 continued
(b) To the extent it has not already done so at the 
allegation stage, the institution must, on or before the 
date on which the Respondent is notified or the inquiry 
begins, whichever is earlier, promptly take all reasonable 
and practical steps to obtain custody of all the research 
records and evidence needed to conduct the research 
misconduct proceeding, inventory the records and 
evidence, and sequester them in a secure manner. 

Data Sequestration

444444222222 CCCCCCFFRR §§9933333.307 ccccccooooonnntttiiinuuueeeddd
(((((((bbbbbb)))))) TTTTTTToo tthhee eeeextent it haaaaassss nnnott alreaddyy done so at the 
allllleggatiooooonnnnnnnnn stage, theee innnnsttituution musst, on or before the 
dddddddddaaaaaaaattttttteeeeeee oooooonnnnnnnn which thee RRReeespoondent is nnotified or the inquiry 
bbeeeggiinss, whichevvveeeerrr iis earrlieer, prommmppptttlly taakee aallll rreeasooonaaabbllee 
and ppractical steppps to obbbtaain cccuuusstttoooddy of all the reseeearrrch 
recordds anddd eevvviiddeennccee nneeeeddeeeddd tttooo conducct the reseaaarccch 
misconnduccccttt pppproceeding, innventttorryy the records and 
eeevvviiidddeeennncccccceeee, aaaand sequesterr them iiinnn aa secure manner. 

DData SequestrationData SequestrationData Sequestration

Office of Research

The federal regulation does not specify a 
process for sequestration

An institution can allow sequestration without 
federal policy, if University policies allow
sequestration

Without data, investigation will be
inadequate

Sequestration SOP

TTTTTTThhhhhee ffeeddeerrrrraaaaal reguuuuullllaaaatttiiiooon dddoooeees not specify a 
ppppppprrrrrroooooocccceesssssss ffffor sequuuuueeesstrrationn

AAAAAAAAnnnnnn iiiinnnnnnnstitution cccaaan aalloow sequuestration without 
ffffeeeddddddeeeral policcccyyy,,, if Unnivversityy ppolicies allow
sssssseeeeqqqquestraaatttiiioooonn

WWWWWiiiitttttthhhhouuuutt ddddata, inveesstigaaatttiion will be
iiinnnaaaddddddeeeeqqqquuuuate

Sequestration SOPSequestration SOPSequestration SOP

Office of Research

University written policy can state that the 
university owns the research data generated 
by university employees using university 
facilities, with grants made to the university. 

Reference this research data policy in the 
research misconduct policy. 

Also include in the misconduct policy that the 
“RIO” has the authority and obligation to 
sequester evidence which, is necessary to 
evaluate and review an allegation of 
misconduct.

Sequestration SOP

UUUUUUUnnnniivveerrssiittyyyyyyy writteeeeennnnnn pppoooliccyyy ccaan state that the 
uuuuuunnnnnnniiivvvveerrsssiiittttyyyy owns ttttthhhe rreseaaarrcchh data generated 
bbbbby unnnniivvvvversity emmmmmpppllloooyyees ussing university 
ffffffaaaaaacccccciiiilllllliiiitttttttttiiiiiiies, with gggrrraaaantts made tto the university. 

RReeeefference ttttthhhhiiis reseeaarch dddaatta policy in the 
rrrrressearch mmmmmiisssccoonnndduuctt ppppoliicccy. 

AAAlllsssooooo innnnccclllluuuude in the mmiscooonnndduct policy that the
“RRIIOOOOOOOOOO”””” hhhhas the authoorrity annndd obligation to 
sssseeeeqqqquuuueeeester evidencee wwhich, is necessary to

l t d i ll ti f

Sequestration SOP

l t d i ll ti f

Sequestration SOP

l t d i ll ti f

Sequestration SOP

Office of Research

If you were to sequester, how would it be 
done:

Assemble a set of subject-matter advisors 
from key disciplines whom the RIO can 
call upon confidentially to review 
allegations and, when necessary, help
plan and even participate in 
sequestration.

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be
ddoonne:

AAAAAAAsssssssssssssssssssemble aaa ssseeeet ooff subjecctt-matter advisors 
fffrrrrrrom key ddddisssciplinnees whoomm the RIO can 
ccccall upon confideenntiaaallllllyyy ttoo review 
aaaallegaaaattttiooooonnnnss aanndd, wwwhheeenn nnecessary, help
ppplllaaannnn aaaannnd even paarrticipppaaattee in 
sssssseeeeeeeeeqqqquuuuestration.
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Office of Research

If you were to sequester, how would it be 
done:

Prepare sequestration team – typically, 
RIO, RIO assistants (preferably with some 
forensic training), institutional legal 
counsel, subject matter/disciplinary 
expert, IT experts, security.

Prepare for secure storage of 
sequestered data. 

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be 
ddoonne:

PPPPPrrrreeeeeeeeeeepare seqqquuueeeesttraation teaam – typically, 
RRRRRIIIO, RIO aaasssssistaannts (preeffeerably with some 
fffforensic tttttrrrraaaining)), institttuuuttiioonal legal 
ccccounseeeelll,,, ssubbjjeectt maaatttteeerr//disciplinary
eeeeexxxxpeeerrrt,,, IT expertts,, seeecccuuurity.

PPPPPPPPPPrrrreeeeppppare for secuuree storraagge of 
sssseeeeqquestered data. 

Office of Research

If you were to sequester, how would it be 
done:

Sequester immediately (witnessed, signed 
receipts)

Begin record-keeping for all evidence, 
including data the Complainant or other 
witness may provide in the initial interview.

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be
ddoonne:

SSSSSSeeeeeeeeeeqqqqqqqquester iimmmmmmmeediiately (wwitnessed, signed 
rrreeeeeceipts)

BBBBegin rrrreeeeecccooorrdd-kkkeeeeppiinnnggg fffor all evidence, 
iiiinnnnnnncluuuuddddiiiinnnng data thhe Commpplainant or other 
wwwwwwiiiiiiittttneeeess may provide inn thhe initial interview.

Office of Research

If you were to sequester, how would it be 
done:

Plan to sequester broadly to pursue all 
leads; consider data that has not yet been 
identified, and where it might be - e.g., 
review recent grant proposals, 
manuscripts, publications. (The scope of 
the case may broaden) 

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be 
ddoonne:

PPPPPPPllllaaaaaaaaaaan to seqquuueeessssteer broadlyy to pursue all 
lleeeeeeads; connnnsssiiiddder ddaata thaatt has not yet been 
iiiiidentified,, and wwheeree iittt mmight be - e.g., 
rrrreviewwww rrrreeeeeccceenntt ggrraaanntt ppprooposals, 
mmmmmannnnuuusssscripts, pubbliicatiiioonns. (The scope of 
ttthhhhhhhhhheeee ccccase may brooaaden))) 

Office of Research

If you were to sequester, how would it be 
done:

Coordinate with IT for electronic 
evidence/data that may be pertinent 
(including e-mail) and where it is stored. 

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be
ddoonne:

CCCCCCCCCCCoordinatteee wwwwithh IT for electronic 
evidenceeee//dddata tthat mayy be pertinent 
(includinggg e-maail) annnddd wwhere it is stored. 
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Office of Research

If you were to sequester, how would it be 
done:

For data in central facilities (e.g., 
university e-mail, shared data storage 
facilities), sequester immediately using 
appropriate technology. 

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be 
ddoonne:

FFFFFFFFFFoooor data innn ccccenntral facilitties (e.g., 
universittttyyy eee-maail, shareedd data storage
facilities)))), sequessterr iimmmmmediately using 
apprrrooooppppprrriiaattee ttteecchnnoooolooogggy. 

Office of Research

If you were to sequester, how would it be 
done:

Carefully document all evidence 

Some “RIOs” assign evidence #s to each 
piece of data after sequestration for 
tracking or create computer data base of 
all the evidence in a case

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be
ddoonne:

CCCCCaaaaaaaaarrrrrrrrrefully dooocccuuuumennt all evvidence 

SSSSSSSome “RRIIIOOOOss” asssiggn eviiddeence #s to each 
ppppiece oooofff ddddaattaa aaafftteerrr sssseeeqqquuueestration for 
ttttrrrrackkkiiiinnnngggg or creatte commmppputer data base of 
aaallllll tttthhhheeee evidence inn a caaassee

Office of Research

If you were to sequester, how would it be 
done:

Helpful to have signatures and dates on 
forms for releasing data and receiving it

Use a secure evidence room, or cabinet, 
to store data

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be 
ddoonne:

HHHHHeeeeeeeeelllllllllpful to haaavvveeee ssiggnaturess and dates on 
fffoooooorms for rrreeellleeeasingg data aand receiving it

UUUUse a sssseeecccuurree eevvideennncceee rroom, or cabinet,
ttttoooo stoooorrrreeee data

Office of Research

If you were to sequester, how would it be 
done:

Supervise access to data 

Consider how to handle Respondent 
resistance to sequestration

IIIfff yyyoouu wweree to seeqquueeesssteeerrr, hhhow would it be
ddoonne:

SSSSSuuuuupppppppppppervise aaccccccceeeesss to dataa 

CCCCCCConsiderrrrr hhhooow to hhandlee RRespondent 
rrrresistannnnccceee ttoo ssseeqquueessstttrrraaattiion
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Office of Research

Some Institutions resist sequestering 
all sources of evidence for fear of 
invading Respondent’s privacy.

SSoommeeee Instituuuuuttttttiiiooonnnss reeesssiissstt sequestering 
aallll ssssources ooooooffff eeevidencee ffor fear of 
innnnnvvvvvvvvvading Reeesspppoondent’s pprivacy.

Office of Research

Part I – End
Questions?

Best Practices for Handling Research Misconduct:

Guidance from the U.S. Regulations – Part II

Susan Garfinkel, Ph.D.
October 2018

BBeesstt PPrraactices foooor HHHHannndling Reeeessssearrrccchhh MMMiiiscooonnnddduuucccttt

Guidance ffffrroomm ttthhhee UUU.SSSS. RRRReeeegulaatioons – Parrrt II

Susan Gaaarffinkellll,, PPPPPhhhh.D.
Octobeer 20188888

ttt

Office of Research

Best Practices for Handling Research Misconduct:
Guidance from the U.S. Regulations

PART II – Special Circumstances

• Handling Retaliation
• Corrections and Retractions
• Handling Admissions
• Time Limitations
• Plagiarism vs. Authorship Disputes
• Misconduct in Clinical Research

Bestttt PPPPPrraaccttiicces ffffooooorrrrr Handling Research Misconduct:
GGuuiiddaaaance frrrrooooommmm  ttthee UUU...S. Regulations

PPPPPAARRTTTTT IIIIIIII – Speciiiiiaaaaaaaaaaalllll CCCCirrrcumsttttaaaaaannnnnncesp

•• Handlingggg RRRRRReeeeeettttaliaation
••••• Correcttttttiiiiiooonnnnns andd RRRetracttttiiiooooonnnnns
••••• Handddddlliiinnngg AAAddmmiisssioooonnnnnsss
• Timmmmmeeeee Limitationss
•• PPPPPPlaaaaagiarism vs. AAuttthorshhhhhippppp Dispuutees
••••• MMMMMisconduct in CClinnnical RRRReeeeeseeeeeearch
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Tasks Assigned to RIO

• Know the University Policy & Develop SOPs 

• Manage retaliation

• Manage corrections and retractions

• Monitor administrative actions or sanctions

Taasskkss AAssssignedd ttoo RIO

••••• KKnnooww tttthhhhhhe Univvvvvveeeeeersssiiitttyy Pooolliccyyy & Develop SOPs 

•• MMaannnnnage retaliiiaaaaaattttiiooonnn

••••• MMMMMMMMMaaanage corrrrrrecccttionns and retrraactions

•• Monitor aaaaaddddmmministraativve actiioonns or sanctions

Office of Research

Handling Retaliation

Retaliation defined in the regulation (42 CFR 
§93.226 as):

. . . an adverse action taken against a 
complainant, witness, or committee member 
by an institution or one of its members in 
response to —

(a) A good faith allegation of research misconduct; 
or
(b) Good faith cooperation with a research
misconduct proceeding.

Office of Research

Retaliation SOP
RRRRRRRRRRRRReeeeeetttttaaaaaaallllliiaattiioonn ddeeeeeeefined iiiiinnnn ttthhhee rreeeggguulation (42 CFR 
§§§§§§§§§§99999999333333.2222222222226666 aasssss)))):

.. .. .. aaaaannnnnnnnnn adverseee aaaacccttioon takenn against a 
cccccccooooommpppplainant, wwwiiitttnessss, or commmittee member 
bbbbyy aaaan instituuuuttttiooon or oonne of iittss members in 
rrrreeeeesssppponse ttttooo ———

(((((aa))))) A goooooooodddd faith allegaaatiion ooff rresearch misconduct; 
ooorrr
((bb)))))) GGGGGGGooooooood faith cooperrattion wwiitthh a research
mmmmmmmiiiissssccccoooonduct proceedingg.

RReetaliation SOPR li i SOPR t li ti SOP
Also under the General Responsibilities for 
compliance 42 CFR §93.300:

Institutions under this part must –
(d) protect the positions and reputations of 
good faith complainants, witnesses and 
committee members and protect them from 
retaliation by respondents and other 
institutional members

Office of Research

Retaliation SOP
AAAAAAAAAAAllllllssssssooooooo uunnddeerr tthhhhhhe Gennnnneeeeeeraaal Reeessspppoonsibilities for 
ccccccccooooooooommmmmmmpplllliiiiaanncccceeeee 42 CFRRRRRR §§§933.300:

IIIIIInnnnnsssssttttiiiitttttttuuuuuuuuuutttions undddeeerrr ttthiss part musst –
((((dddddd)))))) protect ttthhheee positioons anndd reputations of 
gggoooood faithhh cccoommpplllaaiinnaanntttsss, wwwiittnesses and 
cooommitttttttteeeeeee membbberrs annnddd ppprotect them from 
rrreeettaaaaliaaaatiiioooon by respoonddentttsss aand other 
iinnsssssssttttttttiiiittuuuuttttional membeerss

RReetaliation SOPR li i SOPR t li ti SOP
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Recommendations for Best Practices

1. The prohibition of retaliation should be
included in the institution’s research 
misconduct policy or other related policy,  
(& defined in policy) and also allow for the 
investigation of retaliation allegations, the 
adjudication of such cases, and the 
application of appropriate sanctions

Office of Research

Retaliation SOP
RReeccoommmmmmmmmendaaaaaattttttiiiiionnnss fooorr BBBest Practices

1..... Theeee prohibitionnn ooofff reetaliatiooonnn should be
iiiiiinnnnnnnccccccllllllluuuuuded in ttthhheee insstiitution’ss research 
mmmiiisconducccccttt pppolicyy oor otheer related policy,  
((((&&&& defineeeedddd iinn ppooolliicccyy)) aaaannnddd aalso allow for the 
iinnnnvvvvestiiiggggaaaattttiion offf reetaalliiaatttiooon allegations, the 
aaadddjjjjjuuuuuuddddiccccation of suuchh cassseess, and the 
aaapppppppppppplllliiiicccation of appproopriattee ssanctions

RReetaliation SOPR li i SOPR t li ti SOP

2. The person handling allegations (“RIO”) 
should have the authority and responsibility 
to caution against retaliation for everyone 
connected to a misconduct case; and to 
investigate evidence or allegations of 
retaliation whenever they arise; and when 
allegations of retaliation appear to have 
substance the RIO should provide evidence 
to the appropriate adjudicating body.

Office of Research

Retaliation SOP
Recommendations for Best Practices

2..... Theeee ppppperson haaaaanndddllinng alleggaations (“RIO”) 
ssssssshhhhhhoooooooouuuld havee ttthhhee aauthority aand responsibility
tttooo caution aaagggaaainstt rrretaliatttiiiooonnn for everyone 
ccccoooonnected ttto a misconnnddduuucct case; and to 
innvestiggggaaatttee eevviidddeenncceee ooorr allegations of 
rrrreeeetttttttaaaliaaaattiiioooon whenevveer thhheeyyy arise; and when 
aalllllleeeeeeeeggggaaaattttions of retaaliaationn apppear to have 
sssssuuuuuuuuubbbsssstance the RIOO shoulldd ppprovvidde evidencce 
tttto tttthe appropriatee aadjudicaating body

RReetaliation SOP
RReeccoommmmmmmmmendaaaaaattttttiiiionnnss fooorrr BBBeest Practices

to the appropriate adjudicating body

R li i SOP

ttto the appropriatee aadjudicaating body

R t li ti SOP

3. The “RIO” should provide notice of the 
institution’s retaliation policy in initial 
conversations/interviews with complainants, 
witnesses, respondents, and any 
committees.

Office of Research

Retaliation SOP
Recommendations for Best Practices

3... Theeee ““““RIO” shooooouuuulllddd pprovide nnotice of the 
iiiinnnnnnssssssstttttttttiiiiiiiiittttttution’s rrreeetttaaaliaation policcy in initial 
cccoooooonversatioooonnnsss/inteervviews wwith complainants, 
wwwwwwitnesses, rresppponnddentttsss,, aand any
ccoooommitttttttteeeeeeeesss.

RReetaliation SOP
RReeccoommmmmmmmmendaaaaaatttttttiiionnnss fooorrr BBBest Practices

R li i SOPR t li ti SOP

4. The “RIO” should have the authority and 
responsibility to require interim actions by
other administrators during the review of an 
allegation of misconduct to protect those 
who are at high risk for retaliation or may 
already have been retaliated against.  This 
may require reassigning employees to work 
in other locations. 

Office of Research

Retaliation SOP
Recommendations for Best Practices

4.... Theee ““““RIO” shooooouuuullddd  hhave thee authority and y
rrrreeeeeessssssssssppppppppponsibilittyyy tttooo reeqquire inttterimmm aaaccctttiiiooonnns by
ootttttthhher admmmmiiinniiissstratoorss durinngg the review of an 
aaallllegatiooonnnnn oooff mmiiisscconnddduuucccttt tto protect those
wwwwhhhho aarrrre aaatttt hhiighhh riiskkk ffooor rrretaliation or may 
aaalllrreeeeeeaaaaddddyyyy have been retaallliaatted against.  This 
mmmmmmaaaaaaaaayyyy rrrequire reasssiggning emmployees to work 
iiiiinnnn oooother locations..

RReetaliation SOP
RReeccoommmmmmmmendaaaaatttttiiionnnss fooorrr BBBest Practices

in other locations.

R li i SOP

iiin other locations..

R t li ti SOP
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5. The “RIO” should have the authority and 
responsibility to assess for potential conflicts 
of interest any institutional official or other 
employee assigned to play a role in 
protecting a complainant, witness or 
committee member from retaliation and have 
that individual recused a appropriate. 

Office of Research

Retaliation SOP
Recommendations for Best Practices

5..... Theee ““““RIO” shooooouuuullddd hhave thee authority and y
rrrrrrreeeeeeesssssssppppppppponsibilitttyyy tttooo asssess forr potential ccconfffllliiiccctttsss
ooff interest aaannny insstittutionaal official or other 
eeemmmployeeeeeeee aaassssiigggnneeedd tttooo ppplllaay a role in
pppprrrrooooteccccttttiiinnnngggg a compplaaiinaaannttt, witness or 
cccooommmmmmmmmmmiiiitttttee memberr frommm rretaliation and have
tthhhhhhaaaaaaatttt iiiinndividual reccussed a apppropriate. 

RReetaliation SOP
RReeccoommmmmmmmmendaaaaaattttttiiiiionnnss fooorr BBBest Practices

R li i SOPR t li ti SOP

6. At closure of the misconduct case, the RIO 
should take necessary actions to protect 
and, if necessary, restore the reputations of 
person who may have been retaliated 
against or persons charged with retaliation, 
but exonerated after review. 

Office of Research

Retaliation SOP
Recommendations for Best Practices

6..... At cccclllooooosure of ttttthhhhheee mmiisconduuct case, the RIO 
ssssssshhhhhhoooooooouuuld take nnneeeccessssary acttiions to protect 
aannnnnd, if necceeeessssssary,, reeestoreee thhhe reppuuttaattiionss of 
ppppeeerson who mayy haaveee bbbeeeen retaliated 
aagggainstttt oooorrr pppeerrssoonns ccchhhharrrgged with retaliation, 
bbbbbuuuuuuuuttt exxxxoooonnnnerated affteer reeeviieew. 

RReetaliation SOP
RReeccoommmmmmmmmendaaaaaattttttiiiionnnss fooorrr BBBeest Practices

R li i SOPR t li ti SOP

Corrections and 
Retractions

Office of Research

• Two goals for any misconduct proceeding:  
a) identifying individuals who may be 

responsible for research misconduct, and 
b) restoring the integrity of the research record. 

• Attention focuses on Respondent(s) when
cases go public

• Restoring the integrity of the research 
record is equally, or more, important

CCorrections and Retractions
•••• TTwwoo ggoooooaaaals forrrr aaaaannyyy mmiissscccoonduct proceeding:  

aa)) iiiidddddentifyinggggg iiiinnnndddiviiduals wwhho may be 
responsibbbblllee  fffoor rresearchh misconduct, and 

bbbbbbbbb) restorinnnggg ttthhhe inteegrity off tthe research record. 

•••• AAAAttentioooonnn ffooccuussees oonnnn RRReeesspondent(s) when
cccasessss ggggoooo ppuubbllliicc

•• RRRRRRRRReeeessssttttoring the intteggrity oooff tthe research 
rrrreeeccccord is equallyy, oor morree, important

CCCC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr

版權所有 翻印必究 26

版權所有 翻印必究



Office of Research

• Correction or retraction of publications 
and grant proposals which have been 
plagiarized or which contain fabricated 
or falsified data is a critical part of the 
process

CCorrections and Retractions
•••• CCoorrrreeccttttttiiiion orr rrrrrreeeettrrraacttiiooonnn of publications 

aaaanndd gggggrrrrant prooooopppppooosaals whhhicch have been 
pllaaaagggggiarized ooooorrr wwwhhicch conttaain fabricated 
oooooorrrrrrr fffffffffalsified dddaaatttta iis a criticaal part of the 
ppppprocess

CCCC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr

Office of Research

• Important to identify all the affected data 
and text, sometimes looking beyond the 
initial allegations 

• Research misconduct may be a “one-time 
occurrence,” but often one known instance 
of misconduct is part of an extensive 
pattern of fabrication, falsification or 
plagiarism by that respondent.

CCorrections and Retractions
•••• IImmppoorrttaaaaaant to idddddeeeennntttiify aaallll the affected data 

aaaanndd tttteeeexxxt, sommmmmeeeeetttiiimes loooookkiing beyond the 
iiniittttiiaaaaal allegatttttiiiiioooonnnsss 

•• RRRRRResearchhhhh mmmiscondduct mmaay be a “one-time 
oooccurreeeennnncccee,” bbbuutt oofftteeennn ooonne known instance 
ooof misssscccooooonnndduccttt iiss ppaarttt  ooff an extensive
pppaaaattttteeeerrrrnnnn of fabricaatiion, ffaaallsification or 
pppppppplllllllaaaaggggiiiiarism by thaat resppooonndent.

CC
f ff

CC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr

Office of Research

• At minimum, look to see if evidence exists 
for similar instances of falsification, 
fabrication, or plagiarism, and/or absence 
of supporting research data.  

• If no evidence exists, there may be no way 
to verify prior research.

CCorrections and Retractions
••••••• AAtt mmiinniimmmmmum, llllooooooooookkk to ssseeeee if evidence exists 

ffffoooorr ssiimmmmilar inssssstttttaaanncees offf ffaallsification,
ffabbbbrrrrriiiiication, ooooorrr ppplllaggiarismm, and/or absence 
ooooooffffff ssssssssssupportinnnggg rrresseearch daata.  

•••• IIIIf no evidddddeeeennce exxissts, ttthhheerre may be no way 
tttto veriiffffyyyy ppppriior researrrrchhh.

CC
i i l k if idi i

CC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrections and Retractionsoorr

Office of Research

• When it is determined that research is 
fabricated, falsified, or plagiarized, 
correction of the research record is 
required.

• Caution should be exercised in the timing, 
especially if the case becomes public, 
there is often pressure from coauthors and 
others to correct the literature rapidly.

CCorrections and Retractions
••••• WWhheenn iittttt is detttteeeeerrrmmmiineeddd ttthat research is 

ffffaaaabbrricccccaaaated, falllllssssssiiifffiedd, or ppplaagiarized,
corrrrrrrrrrection offfff ttthheee reesearchh record is
rrrreeeeeeeeeeqqqqqqquired.

••• CCCautionnnn ssshhoouulldd bbee eeexxxeeerrrcciised in the timing, 
eeespecccciaaaalllllly iiff tthhhe ccaaseee bbeeecomes public, 
ttthhhhheeeeeeerrrreeee iiiis often preesssureee ffrrom coauthors and 
oooooooootttttthhhheeeers to correctt thhe liteeraature rapidly.

CCCC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr
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• Rapid corrections or retractions can result 
in incomplete or inaccurate corrections (or 
statements assigning responsibility) 
before all of the facts are known.

• There may be consequences for innocent 
co-authors.

• The institution may work with the journal 
to determine the appropriate timing for a 
correction or retraction.

CCorrections and Retractions
•••• RRaappiid cccccooorrecttttiiiooooonsss orrr rrreeetractions can result 

iiiinnnn iinnccoooommmpleteeee oorrr innaccccuuurraate corrections (or 
ssttaatteeeeements aaaaasssssssssiiigggnning resspponsibility) 
bbeeffffffffffooore all of ttthhhheee faacts aree known.

•• TTTTTThere maaaaayyy bbbe coonnsequeennces for innocent 
ccco-authors.

•• TTTTTTThe iiiinnsssstitution mmay wwwoorrrkk with the journal 
tttooooo ddddeeeettttermine thee aapproooprriate timing for a 
cccccccccoooorrrrrrrrection or retrraction.

CC
iid ti t tiiid

CC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr

Office of Research

• When the decision to retract a paper is 
made, the retraction of journal articles is 
sometimes difficult 
• Journals may require a signature of the 

corresponding author, and sometimes all the 
co-authors, for the retraction

• One of these will likely be the respondent 
who may be reluctant to cooperate

• A conversation with an editor can often 
lead to a strategy for retraction.

CCorrections and Retractions
•••• WWhheenn tttthhhhhe deccccciiiissssiooonn tooo rreeetract a paper is 

mmmmaaddeeeee, the retttttrrraaacctioon off jjoouurnal articles is 
sommmmmmmetimes dddddiiiiiifffffffiiicccult 
••• JJJJJournals mmmaaayyy reequire a siggnature of the 

correspppoooonddding aauthor, anndd sometimes all the 
co-authhhhhoooorrrs, for tthee retraaaccttiioon

• OOOOne ooooffff tttthese will likeelllyy bbe the respondent 
wwwwwwhhhhhoooo mmmmay be reluucttant ttooo cooperate

• AAAA cccconversation wwitth an eedditor can often 

CCCC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrrections and Retractionsoorr

Office of Research

• Someone at the institution (usually the 
RIO in the US) monitors retractions to 
assure they occur.

• The RIO may track the questioned 
articles for a year or 18 months.

CCorrections and Retractions
••••• SSoommeeoooonnnne at ttttthhhhhheeee iiinnstttiitttuuutttion (usually the 

RRRRIIOO iiiinnnn the USSSSS)))) moonitorrrss rretractions to 
assssssssuuuuure they ooooocccccccuurr.

•• TTTTTThe RIO mmmmaaay traack the qquuestioned 
aaarticlesss fffooorr aa yyyeeaar oorrr 111888 mmonths.

CCCC rrreeccttiions and RetractionsorCC ti d R t tiCCC rrrections and Retractionsoorr

Office of Research

• After an institution makes a finding of 
misconduct against one or more 
respondents, it typically imposes sanctions 
(a.k.a. administrative actions) 

• Actions may be, up to and including 
dismissal of the respondent(s).

Monitoring Other Administrative Actions

•••••• AAAAAAfftteerr aann instituuuuutttttiiiionnn mmaaakkkeeess a finding of 
mmmiiissccoooonnnnnduct aggggggaaaaaaiiinnnstt one oorr more 
resppppppppppppoooondents, iiitt tttypically immposes sanctions 
((((aa...kkkkkkkk.a. admmiiinnniiissstraativve actioons) 

•• AAAActionssss mmmmaaayy bbeee, uuppp ttoooo aannd including 
ddddiiiisssssmmmiiiissssssssal of the reessponnnddeent(s).

Monniittoorringg OOtthher Administrative ActionsM it i Oth Ad i i t ti A tiMonitorriinngg Other Administrative Actions
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• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

1. The institution may require the respondent to 
agree to and cooperate in the retraction as a 
condition of continued employment

Monitoring Other Administrative Actions

••••• WWWWWWhheenn ddiiiiiisssmissaaaaaaalllll isss nnoottt ssooouught, institutions 
mmaayy pppppllllace ressssppppppooonnnddents oonn probation with 
ssppeeccccccccccific condiiitttiooooons for speccific periods

111111. The inssstttittuuution mmaay requiiree the respondent to 
agree to and coooperaaattteee iinn the retraction as a 
connnnddddiitttttiiiooonn ooff cccoonntinnuuueeeddd employment

Monniittoorringg OOtthher Administrative ActionsM it i Oth Ad i i t ti A tiMonitorriingg Other Administrative Actions

Office of Research

Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

2. The institution may require the respondent to 
identify all other places where the data/text in 
question has appeared so that it can be
retracted as well

Monniittoorringg OOtthher Administrative Actions

••••• WWWWWWhheenn ddiiiiiisssmissaaaaaallll isss nnoottt sssooouught, institutions
mmaayy ppppplllace resssssppppppooonnnddents oonn probation with 
ssppeecccccccccccific condiiitttiooooons for speccific periods

222222. The insssstttitttuuution mmaay requiiree the respondent to 
identify all other pplaceeesss wwhere the data/text in 
queeeesttttiiiooonn hhaasss aappppeeeaaarrreddd so that it can be
reeeetttrrraaaacted as weell

M it i Oth Ad i i t ti A tiMonitorriingg Other Administrative Actions

Office of Research

Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

3. The institution may exclude respondent from 
supervising junior researchers

Monniittoorringg OOtthher Administrative Actions

••••• WWWWWhheenn ddiiiiisssmissaaaaaaalllll isss nnoottt ssooouught, institutions 
mmaayy pppppllllace ressssppppppooonnnddents oonn probation with 
ssppeeccccccccific condiiitttiooooons for speccific periods

333333. The inssstttitttuuution mmaay excluudde respondent from 
superviising juniorr ressseeeaaarrcchers

M it i Oth Ad i i t ti A tiMonitorriinngg Other Administrative Actions

Office of Research

Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

4. The institution may reprimand the 
respondent, exclude respondent from 
supervising junior researchers

Monniittoorringg OOtthher Administrative Actions

•••••• WWWWWhheenn ddiiiiissmissaaaaallll isss nnoottt ssooouught, institutions
mmaayy ppppplllace resssssppppppooonnnddents oonn probation with 
ssppeecccccccccccific condiitttiooooons for speccific periods

444444. The insssstttittuuution mmaay reprimmand the 
responddddent, excluude rrreeessppondent from 
suppppeeerrrrvvvviissiinngg jjjuunniorrr rrreeseearchers

M it i Oth Ad i i t ti A tiMonitorriinngg Other Administrative Actions
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Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

5. The institution may require that a respondent’s 
research activities be supervised, similar to 
action taken by ORI

Monniittoorringg OOtthher Administrative Actions

••••• WWWWWWhheenn ddiiiiiisssmissaaaaaaalllll isss nnoottt ssooouught, institutions 
mmaayy pppppllllace ressssppppppooonnnddents oonn probation with 
ssppeeccccccccccific condiiitttiooooons for speccific periods

555555. The inssstttittuuution mmaay requiiree that a respondent’s 
researchh activitties beee sssuuppervised, similar to 
actttiiiiooonnnn ttaakkeenn bbyy OORRRRII

M it i Oth Ad i i t ti A tiMonitorriingg Other Administrative Actions

Office of Research

Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

6. The institution may de-tenure a faculty 
member or demote a respondent 

Monniittoorringg OOtthher Administrative Actions

••••• WWWWWWhheenn ddiiiiiisssmissaaaaaallll isss nnoottt sssooouught, institutions
mmaayy ppppplllace resssssppppppooonnnddents oonn probation with 
ssppeecccccccccccific condiiitttiooooons for speccific periods

666666. The insssstttitttuuution mmaay de-teennure a faculty 
member or demmoote aa rrreeessppondent 

M it i Oth Ad i i t ti A tiMonitorriingg Other Administrative Actions

Office of Research

Monitoring Other Administrative Actions

• When dismissal is not sought, institutions 
may place respondents on probation with 
specific conditions for specific periods

7. The institution may debar a respondent, 
similar to an action taken by ORI, preventing 
respondent from receiving PHS (NIH) funds 
for specific periods

Monniittoorringg OOtthher Administrative Actions

••••• WWWWWhheenn ddiiiiisssmissaaaaaaalllll isss nnoottt ssooouught, institutions 
mmaayy pppppllllace ressssppppppooonnnddents oonn probation with 
ssppeeccccccccific condiiitttiooooons for speccific periods

777777. The inssstttittuuution mmaay debaar a respondent, 
similar tto an acctioon taaakkkeeenn by ORI, preventing 
resssppppoooonnnndddeenntt fffrroommm rreeeecceiiivving PHS (NIH) funds 
foooor sssspecific periodds

M it i Oth Ad i i t ti A tiMonitorriinngg Other Administrative Actions

Office of Research

In the U.S., the RIO monitors that administrative 
actions are being enforced 
• May create administrative teams appropriate for the 

specific case to monitor administrative actions, which 
includes representatives from:

Grants and Contracts Administration 
Chair or Dean from Respondent’s department 
Dean of the graduate school. 

Monitoring Other Administrative Actions

IIIIIIIIInnnnnnnn ttttthhhhhhheeeee UU.SS., tttthhhhe RIOOOOO mmmonittooorrsss tthat administrative 
aaaaaaacccccccccttttttiiiiooooonnss aarrrrreeeee being eeeeennnnnfffooorcced 
• MMMMMMaayy ccrrrrrrrrrreeeeate adminnniisssttttraativve teamss appropriate for the 

ssssssssppppeeeeeccccccciiiiiiffffffffiiiic case too  mmmooonitoor administtrative actions, which 
iiinnccllluudes repreeesssseeennntativess from:

GGrants aaannnddd CCoonnttrraactss AAAdddmmmiinniistration 
CCChair oooor DDDDDeeeaann ffrrroomm RReesssppoondent’s department 
DDDDDeeeaaaannnn ooooff the graduaatee schhhooool. 

Monniittoorringg OOtthher Administrative ActionsM it i Oth Ad i i t ti A tiMonitorriinngg Other Administrative Actions
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Handling Admissions

Office of Research

The Federal Regulations 42 CFR §93.316:
Completing the research misconduct process – ORI 

a) ORI expects institutions to carry inquiries 
and investigations through to completion 
and to pursue diligently all significant 
issues. 

Office of Research

Handling Admissions
TThhee FFeddeeral Regulatioooonnns 4442222 CFR §93.316:
CCCoommplletinng the researccchh mmmisconddduuucccttt process – ORI 

aa))))) OORRRRRRRRRRRI expectttsss iinnnsstittutions tto carry inquiries 
aaaand invessstttigggatioonss throuuggh to completion 
and to puuuurrrsue ddiligentttllyyy aall significant 
issueeessss. 

l R l ti 42 CFR §93
HHaannddling AdmissionsH dli Ad i iHH dli Ad i i

The Federal Regulations 42 CFR §93.316: 
Completing the research misconduct process –
Institution    

An institution must notify ORI in advance if 
the institution plans to close a case at the 
inquiry, investigation, or appeal stage on the 
basis that the respondent has admitted 
guilt, a settlement with the respondent has 
been reached,  . . .    

Office of Research

Handling Admissions

TTThhee Feddeeral Regulatiiioooonns 4442222 CCCFR §93.316:
CCCoommpletinng the researrrrccchhh mmisconddduuucccttt process –
IInnsssttiittuuttiioonn    

AAnnn iiiinstitutionnn mmmustt nnotify OORRI in advance if 
tthheeee institutiooonnn planss tto clooossee a case at the 
iiiiinnqqqquiry, iiinnnnvvvvveeeessttiiggaaattiiooonn,, oooor aappeal stage on the 
bbbbbaaaasssssssis tttthhhhaaaatttt the responndeennnttt has admitted 
gguuiiillllllttttttt,,, aaaa settlement wwith thheee rrespondent has 
bbbbbeeeeeeeeeeennnn reached,  . . .  

HHaannddling AdmissionsH dli Ad i iHH dli Ad i i

The Federal Regulations 42 CFR §93.316: 
Completing the research misconduct process – ORI

b)  After consulting with the institution on its 
basis for closing a case under paragraph 
(a) of this section, ORI may conduct an 
oversight review of the institution's 
handling of the case and take appropriate 
action including: 

Office of Research

Handling Admissions

TTThhheee FFeeddeerraall Regullaatiiiooonnns 444222 CCCFR §93.316: 
CCoommpleting the researrrccchhh mmmisconduuuccttt process – ORI

bbbbb))))) AAAAAAAAAffffffffffffttter consuuultttiiiingg wwith the institution on its 
bbbbasis forr ccclllooosingg aa casee uunder paragraph 
(a) of this sectioon,, OOORRRIII mmay conduct an 
overssssiiiigggghhhttt rreevviiieeww oooffff ttthee institution's 
hhhhhannnnddddlllliiiing of the caase aaanndd take appropriate 
aaaaaaaaaaccccttttiiiion including:

HHaannddling AdmissionsH dli Ad i iHH dli Ad i i
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The Federal Regulations 42 CFR §93.316:
Completing the research misconduct process – ORI 

(1) Approving or conditionally approving closure of the 
case;  

(2) Directing the institution to complete its process; 
(3) Referring the matter for further investigation by 

HHS; or,  
(4) Taking a compliance action.

ORI needs to make its own findings for the 
government based on institution’s 

research misconduct findings 

Office of Research

Handling Admissions

TTThhhee FFedderall Regullatttiiiooonns 444222 CCCFR §93.316:
CCoommpleting the researrrcchhh mmisconduuucttt process – ORI 

(((((1111))))) AAAAAppppppppppproving orrr coooondditioonally appproving closure of the 
ccccase; 

((((2222)))) Directing tthhhe instituutiion ttooo coomplete its process; 
(((((33))) Referrrriiinggggg ttthhee mmmaatttterr ffooorrr fuuurther investigation by 

HHHHHHHHSSSS; oooor,  
((44)) TTTTTTTaaaaaakkkiiiinnnng a compliancee actioonn.

OOOORRRRI needs to makkkee its ownnn fffiiindingggsss fffooorrr theee 

HHaannddling AdmissionsH dli Ad i iHH dli Ad i i

What should Institutions consider?

Obtain written and signed statement of the F/F/P 
and admission to research misconduct

• I have decided not to contest the allegations of 
misconduct (not RM)

• I made a terrible error (not RM)
• Oral admission can be reversed (i.e., R claims coercion) 

Office of Research

Handling Admissions

WWWhhaatt sshhoouuld Institutiooonnnnsss cooonnnnsssiiiddder?

OOOOOObbbbbbtain wwwwwwwritten annnndddd sssignned staattement of the F/F/P 
aaaaaaaannnnnnddddddd aaaaaadddddddddmission tttooo ressearch miissconduct

•• II hhhhave decidddeeeeddd not too ccontesssttt tthhe allegations of 
mmisconduuuuctt ((not RM))

••••• IIIII mmmmmaadeee aaaa tttterrible erroor ((nottt RRRMMM)
••• OOOrrraalllll aaaadddmmmmission can bbe reveeerrsseed (i.e., R claims coercion

HHaannddling Admissions

n

H dli Ad i i

n

HH dli Ad i i

What should Institutions consider?

Obtain enough information to ensure that 
Respondent’s admission is sufficient for a 
research misconduct finding for the institution 
and for the regulatory agency

• Know the specific F/F/P 

• Consider full scope of F/F/P; potential obstruction 
by respondent to full scope

Office of Research

Handling Admissions

WWWhhaatt sshhoouuld Institutiooonnnnss cooonnnnsssiiiddder?

OOOOOObbbbbbtain eeeeeeenough innnnfffoooorrrmmaation too ensure that
RRRRRRRRReeeeeeeessssspppppooooooooondent’s aaadddmmmisssioon is suuufffficieeennnttt for a 
rreeeesseeaaaarch miscccccooonnnductt findinggg ffoor the institution 
aaaaaannnnddd ffffor the rrrreeeggguullaatttoorryy aagggeennccy

• KKKKKKKnnnowwww thhhhe specific FF/FF/P 

•• CCCCCCCCCCoooonnnnssssider full scopee oof F/F/PPP; ppotential obstruction 
bbbyyyy respondent to fuull scope

HHaannddling AdmissionsH dli Ad i iHH dli Ad i i

What should Institutions consider?

Institution may be involved in the signing an 
agreement for a voluntary settlement 
agreement between ORI, Respondent 
and/or Institution or can have a settlement 
agreement of its own

Office of Research

Handling Admissions

WWWhhaatt sshhoouuld Institutiooonnnnsss cooonnnnsssiiiddder?

Innnnnnssssstitutiiiiooooooon may beeee innnvvoolved in the signing an 
aaaaaaaagggggggrrrreeeeeeeeeeeemmmmmmmmment for aaa vvvoluunttary settttlement
aaggggrreeeeeement beeeeetttwwween OORI, RReesspondent
aaaaaannnnddd////ooor Instiiiittttuuutttiiioonn ooorr ccaann hhhaaavvvee a settlement 
aaaaaggggrrrrreeeeeeeeemennnnt oooof its ownn

HHaannddling AdmissionsH dli Ad i iHH dli Ad i i
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Office of Research

Settlements May Occur Without Admissions

Institution makes a research misconduct 
finding

Respondent accepts the finding 
Not an admission to research misconduct

In the US – Institution reports settlement to 
ORI and ORI approves case closure
• An Institution may consider written settlement 

without regulatory agency

Handling Admissions

SSeettttlemmeents May Occcccccuur WWWWiiittthhhooout Admissions

Inssssttttttiiiiitttution maaaaakkkkeeess aa reseaarrch misconduct 
fffffiiiinnnnnnnnddddddddding

RRRRespondeeeennnt acceppts thhhee ffinding 
Not aaaann aaddmiisssiion ttoo reeesssearch misconduct

IIIInnnn thhhheee UUUUS – Instittuttion reeepports settlement to 
OOOOOOORRRRRRIIII and ORI appprrovess caase closure
•••• AAAAn Institution maayy considdeer written settlement 

ith t l t

HHaannddling Admissions

ith t l t

H dli Ad i i

ith t l t

HH dli Ad i i

Time Limitations

Office of Research

Office of Research

42 CFR §93.105 Time limitations. 
(a) Six-year limitation. This part applies only to 
research misconduct occurring within six years 
of the date HHS or an institution receives an 
allegation of research misconduct. 

Time Limitations

4444444222222 CCCCCCCFFFFFRR §§999993333.105 TTTTTiiiiimmme limitttaaattiions.
((aa)))))))) SSiixx-yyyyyyyyyyyear limitaaatttiooooon. TThis parrt applies only to
rrressssssearrrrcccch miscooonnnddduct occcurringgg wwwithhhiiin siiix yeaaars 
off tthhee date HHHHSSS or annn instituuutttiooon reeceeives annn 
allegaation ooooffff rrrrreeeesseeaarrrcchh mmiissscooonduct. 

TTiimme LimitationsTi Li it tiTi Li it ti

Office of Research

42 CFR §93.105 Time limitations. 
(b) Exceptions to the six-year limitation.
Paragraph (a) of this section does not apply in 
the following instances: 

(1) Subsequent use exception.

(2) Health or safety of the public exception.

Time Limitations

44444442222222 CCCCCCCFFFFFFRR §§999993333.105 TTTTTiiiiimmme limitttaaattiions.
((bb)))))))) Exceeptions tooo   ttthhheee siiixxx-year lllimmmitation.-
PPPPPPPPPaaaaaaaraggggrrrraaaph (a) ooofff ttthhis sseection ddooes not apply in 
tthheeee ffoooollowing innnnnssstttancees::

(((((11))))) Subsssseeeqqquentt usse exxccceepption.

((22)))))) HHHHHHHHeeeeaaaalth or safetyy oof thee puublic exception.

TTiimme LimitationsTi Li it tiTi Li it ti
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Office of Research

42 CFR §93.105 Time limitations.
(2) Health or safety of the public exception. If ORI 
or the institution, following consultation with ORI, 
determines that the alleged misconduct, if it 
occurred, would possibly have a substantial 
adverse effect on the health or safety of the 
public.

Time Limitations

4444444222222 CCCCCCCFFFFFRR §§999993333.105 TTTTTiiiimmme limitttaaattiions.
((22))))))))) Heallth or safeeetttyyy offf tthe publlliccc exception. If ORI 
orrrr ttthhe iiiiinstitutionnn, fffollowing connssultation with ORI, 
ddeeeetttteerrmmmmines thaaaaattt the alleeged mmiissconduct, if it 
oooooocccccccuurrrrred, wwwwoooouuuulldd ppooossssibbllyyy haaave a substantial 
aaaadddddvvvveeeerrrsssssse eeeeffffffffeeeect on the healttth oor safety of the 
pppppppuubbbllliiicc....

TTiimme LimitationsTi Li it tiTi Li it ti

Office of Research

42 CFR §93.105 Time limitations.
(1) Subsequent use exception. The respondent 
continues or renews any incident of alleged 
research misconduct that occurred before the 
six-year limitation through the citation, 
republication or other use for the potential 
benefit of the respondent of the research record 
that is alleged to have been fabricated, falsified, 
or plagiarized. 

Time Limitations

44444442222222 CCCCCCFFFFFFRR §§999993333.105 TTTTTiiiimmme limitttaaattiions.
((11))))))))) Subssequent uuussseee eexccceptionnn. The respondent 
cooooooonnnttiinuuuues or rennneewwws aanny inciddeent of alleged 
rreesssseeaaaarch misccccoooonnnduct thhat occcccuurred before the 
ssssssiiiixxxxx-----yyyeeeear limmmmiiiittttaaaaatttiiioonn tthhhrroouuggghhhh thhhe citation, 
rrrreeeeppppuuuubbbbblllllliiicaaaattttiiioooonnnn or other uuse ffforr the potential 
bbbbbbeenneefffiiitttttt ooooffff tttthe responddeent offf thhee research record 
thaaaattttt iiiiisssssss aaaallllleged to havee bbeen ffaabbricated, falsified, 

ll i i d

TTiimme Limitations

l i i d

Ti Li it ti

ll i i d

Ti Li it ti

Office of Research

Outcome: 2008 publication is included
cited by Respondent in 2015
(within the six-year time limitation)

MEETS THE SUBSEQUENT USE EXCEPTION 

Subsequent use exception – 6 year time limit

2012 2018

IncludedExcluded

Respondent’s 
Publication 
date: 2008

Respondent’s publication 
date 2015 cites the 2008 
publication 

OOOuOuuuOO tctctctcooomo e: 2008 publiccattion is innncllluduu ed
cited by Reesppondent inin 2015
( ithi th i ti ee li it ti )

SSuuubbbssseeqquueenntt uusse exxcceeppptttionnn – 6 year time limit

20012 2018

IncludedExcluddddedeedee

Respondent’s 
Publication
date: 2008888

Respoponpondenent’s publication 
ddatd e 2201015 cites the 2008 
ppubpubpublicaation

(within the six year time limitation)(within the sixx year timee limitation)

Office of Research

Outcome: 2008 publication is excluded 
cited by Respondent in 2010
(NOT within the six-year time limitation)

DOES NOT MEET THE SUBSEQUENT USE EXCEPTION 

Subsequent use exception – 6 year time limit

2012 2018

IncludedExcluded

Respondent’s 
Publication 
date: 2008 Respondent’s publication 

date 2010 cites the 2008 
publication 

OOOuOuuOuO tctctccooomo e: 2008 publiccattion is exexexclclcludedd 
cited by Reesppondent inin 2010
(NOT ithi tth i ara ti e li it ti )

SSuuubbbssseeqquueenntt uusse excceeppptttionnn – 6 year time limit

20012 2018

IncludedExcluddddedeeedd

Respondent’s 
Publication
date: 2008888 Responndent’s publiccationnn 

date 2010 cittes the 200080  
publication

(NOT within the six year time limitation)(NOT within tthe six yeara time limitation)
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Office of Research

Plagiarism
Plagiarism vs. Authorship DisputePlagiariiisssmmm vs. Authorssshhhiiippi i A th hhhip isppuutteeiDDariiismmm vs. Authorsshiiipp isD

42 C.F.R. § 93.103 Research misconduct. 

Research misconduct means fabrication, 
falsification, or plagiarism in proposing, 
performing, or reviewing research, or in 
reporting research results. 

(c) Plagiarism is the appropriation of another 
person’s ideas, processes, results, or words 
without giving appropriate credit. 

Office of Research

Plagiarism
444442222222 CC.FF..RR. §§§§§§§ 93.1000000333 RRRessseeeaarrch misconduct. 

RRRRRRReseaaaarrrrrch miscooooonnnnddduucct meannss fabrication, 
ffffffffaaaaaaallllsssssiiiifffffffiiiccccccccccation, orrr ppplllaaagiaarism in proposing, 
pppppeerrfffffoooorming, oooorr rrrevieewwing reesseearch, or in
rrreeeeeeppppooorting rrreeeesssseeaarrccchh rressuuuulltttsss..

((((cccc))) PPPPllllaaaagggiarism is thhe aaappppppropriation of another 
ppppppeeeeeeeeeerrrrssssoooon’s ideas, pproocessssess, results, or words 
wwwwitttthhhhout giving apppropriattee credit. 

3 1000333 RRR h
PPlagiarismPl i iPl i i

ORI website: https://ori.hhs.gov/ori-policy-plagiarism

ORI Policy on Plagiarism (related to authorship)

Many allegations of plagiarism involve disputes among 
former collaborators who participated jointly in the 
development or conduct of a research project, but who 
subsequently went their separate ways and made 
independent use of the jointly developed concepts, 
methods, descriptive language, or other product of the 
joint effort. 

Office of Research

ORIII wwwwwwweebbssiittee:: hhttttppss:////oorrii.hhs.gov/ori-policy-plagiarism

OORRI PPoolicy on Plagiarismmm ((relateteed d d toto authorship)

MMMMMMMaannyyyy aaaaaaaaaaallllegations ooof ppplaagiarism innvvolve disputes among 
fformer collaboraaatttooorrrs whoo particippaated jointly in the 
ddddeevveeeelopment ooooor ccconducct of a reesseearch project, but who 
subssequentttlllyyy wweenntt tthheeir sseeepppaaaraaattte wayys and made 
iinnnndddddeeepppendeeeentttt use off tthhee jooiintttly ddeveloped concepts, 
mmmeeettthhhoooodssss, ddddescriptive laanguagggee, or other product of the 
jjooiinntt eeeeeeeeeffffffffoooorrrrt. 

ORI website: https://ori.hhs.gov/ori-policy-plagiarism

ORI Policy on Plagiarism (related to authorship)

The ownership of the intellectual property in many such 
situations is seldom clear, and the collaborative history 
among the scientists often supports a presumption of 
implied consent to use the products of the collaboration 
by any of the former collaborators. 
For this reason, ORI considers many such disputes to be 
authorship or credit disputes rather than plagiarism. Such 
disputes are referred to PHS agencies and extramural 
institutions for resolution.

Office of Research

ORIIII wwwwwwweebbssiittee:: hhttttppppssss:::////////ooooorrrriiii....hhs.gov/ori-policy-plagiarism

OORRI PPoolicy on Plagiarismmm ((relateteted d d toto authorship)

TTTTTThhhhhhe ownnnnnneeeeership of thhhhheeee iiinntellectual pproperty in many such 
sssssssssiiiiiitttttuuuuuaaaaaatttttiiiiiooooooooonnnnnnnns is seldooomm  cccleaar, and thee cccollaborative historyyy 
aaaaammmmooonnnnnnggg the sciennnntisssts ofttenn suppooortsss a ppreessuummpptionn oofff 
implieed consenttt ttto use ttheee proooddduccctts of the collaboration 
bbyyyyy  aannnny of thhhheeee ffoooorrmeer ccoollabbooorratttoors. 
FFFFooorrr ttthhhhiiiss rrrreeeeaaaasssson, ORI conssiderrrsss mmany such disputes to be 
authorrssssshhhiiiipppp or credit dispputes raaatttheeer than plagiarismm. Such 
ddddiiiiissssppppuuuuuuutttteeeessss are referred to PPHS ageenncies and extramural 
instttiiiituttttions for resolutionninstitutions for resolutioninstttituuutions for resolutionn
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Office of Research

At Ohio State University:
“University Policy and Procedures Concerning 
Research Misconduct”

Plagiarism. “Plagiarism” is the appropriation of the 
ideas, processes, results, or words of another person, 
without giving appropriate credit.

Ohio State policy does not described authorship dispute 
vs. plagiarism, but uses ORI’s policy as guide.

At Ohhiioo SSttaattee Univveerrssity:
“UUUUUUUUnnnnnniiiivvvvvveeeeeerrssiittyy PPoollllliiicy andddddd PPPPrrroooceeddduuurrres Concerning 
RRRRRRRRRReeeeeeesssssseeeeeeeaaaaaaarrrrrcccchh MMisssscccconductttt”””

PPPPPPPlaggiarrrrriiiiiiisssssm. “Plagiaaarrrissssmmm” iis the appppropriation of the 
iiiiiddddddddeeeeeeaaaaaasssss,,,, ppprocessesss, rrreeesullts, or wordds of another person, 
wwwiitthhoout giving aaaappppppropriaatee creditt.

OOOOOhhhhiioooo Stateee ppooooolliicccyy ddoooeess noott dddessscribed authorship dispute 
vvvvssss.. ppppllllllaaagiaaaarissssm, but usesss OORI’’’sss pppolicy as gguuiiddee.

Office of Research

The university handles disputes regarding authorship as an 
academic issue. 

Authorship Disputes 
• Individual with complaint contacts (in writing) the PI and 

the chair or director of the academic unit(s) involved, for 
review of the matter 

• The chair or director will:
• investigate based on criteria for authorship or 

acknowledgment in the academic discipline/field, and
• mediate a resolution to the dispute. 

• Graduate students contact the graduate studies chair of 
their program.

Ohio State - Research Data University Policy
TTTTTThhhhhhhheeeee uuuuunnnnnniivveerrssiittyy hhhhhhaaaandles ddddddiiiispppuutes rrreeeggarding authorship as an 
aaccaaddeemmic issue. 

AAAAAAAuthorsssssssshhhhhip Disputeeesss 
••••••• InInInInInI diddididid vivivivvvv dual with cococ mmpm laintt contactss (in writing) the PI and 

thththeeeee chair or dirriri ecececttor off thhe acadeemim c unit(s) involved, for 
reeerereview of the mamm tter 

• TThhhe chaaaaiiir ooooorrr ddiirreecccttoorr wwiillll::
• invevevevestststtiigi ate based onon criteeriaa for authorship or 

aaacacacacknknknknowledgment inn tthe acaada eemic discipline/field, and
• memememediate a resolutioon to the ddisspute. 

GGrGG aaada uate students conntaact the graaduate studies chair of

Ohio SSttaattee - RReseaarrcchh Data University Policy

• Graduate students contact the graduate studies chair of• GGraadaa uate students conntaact the grada uate studies chair of

Office of Research

Data Policy describes how review is handled in the 
event of a conflict of interest of Chair, Director or Dean 
and to whom complaint is escalated.

Data Policy allows referral of credible plagiarism 
allegations to the Senior Vice President for Research 
and/or the RIO.

Plagiarism and the allegations are reviewed under
the Research Misconduct policy. 

Ohio State - Research Data University Policy

DDDDDDaaaaaataa PPoolliiccyyyy ddescribbbeeees hhhoow reeevvviieeww is handled in the 
eeeeeevvvvveenntt ooff aaaaa conflict offf iiinnnttterrest of CChhair, Director or Dean 
aaaaaaand to wwwwwwwwhom comppplaaaaaiiintt iss escalatteed.

DDDDaattaaaa Policy allloooowwwss refeerraal of crrreeedddiiible pplaagiiariism
alleggations toooo ttthhhee SSeeenniioor VViiicceee PPPrreesident for Research 
aaannnnndd////or thee   RRRRIIIIOOOOO.

PPPPlllllaaaagiiiiaaaarrriiiissssm and the alllegatttioonns are reviewed under
tthhheeeeeeee RRReeeesearch Miscoondduct pppolliiccy. 

Ohio SSttaattee - RReseaarrcchh Data University Policy

Office of Research

Plagiarism
The Issue of ThresholdTTThhheee IIIssssssuuueee offf TTThhhrrreeeshold
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ORI website: https://ori.hhs.gov/ori-policy-plagiarism

ORI Policy on Plagiarism

Substantial unattributed textual copying of another's 
work means the unattributed verbatim or nearly 
verbatim copying of sentences and paragraphs which 
materially mislead the ordinary reader regarding the 
contributions of the author. 

Office of Research

Plagiarism

OOOOOOOORRRRRRIIIIII wwwwwweeeebbssiitteeee:::: https://ori...hhhhss.govvv///ooorrriii-policy-plagiarism

OOOOOOOOOORRRRRRRRRIIIII PPPPPPPPoooooolllliiiiiiicccccccccy on Plagggiaaarrismm

Subbstantial unaaattributeeed textttuuuaaal cccopyingg of another's 
wwwwwoork meaaannnnsss  ttthhhee uunnnaattttribbuuttteeed verbatim or nearly 
vvvvveeeeerrrbbbbbbatimmmm ccccooopying of seenntencccesss and paragraphs wwwhhhiicchh 
mateerrriiiiaaaallllyyyy mislead theee oordinaaarrry rrreadeer regarding the 
ccoonnnnnnttttttttrrribbbbuuuutions of the auuthhor. 

PPlagiarismPl i iPl i i

ORI website: https://ori.hhs.gov/ori-policy-plagiarism

ORI Policy on Plagiarism 

ORI generally does not pursue the limited use of
identical or nearly-identical phrases which describe a 
commonly-used methodology or previous research 
because ORI does not consider such use as 
substantially misleading to the reader or of great 
significance.

Office of Research

Plagiarism

OOOOOOOORRRRRRIIIIII wwwwwwweeeebbssiitteeee:::: https://ori...hhhhsss.govvv///ooorrriii-policy-plagiarism

OOOOOOOOORRRRRRRRRIIIII PPPPPPPoooooolllliiiiiiiiccccccccccy on Plagggiaaarrismm 

OOOORRRRRI generally dddoes noot pursssuuueee tthhe limmitted use of
iiiddddddeeeentical oooorrrr nnneeeaarrllyy-iiiddeentiicccaaal ppphhrases which describe a 
commmonnnnllyyyy---used methodddologggyy or prevviouuss rreessearrchh 
bbbeeecccaaaaauuuuuusssseeee ORI does noot cconsiddderr such use as 
ssuubbbbbbsssstttaaaannntially misleadinngg to thee reeader or of great 
siiggggniiiiffffiicance.

PPlagiarism

g

Pl i i

g

Pl i i

Office of Research

ORI Policy on Plagiarism:
Plagiarism is:  

“Substantial unattributed textual copying of 
another's work . . .”

Not Pursue if: 
“ . . . limited use of identical or nearly-identical 
phrases” 

What does substantial or limited mean?
Without definitions, difficult to know what is 
plagiarism

Plagiarism
OOOOOOOOOORRRRRIIII PPPPPPPoolliiccyy oonn PPPPlagiarrrrriiiiissssmmm:

PPPPPPPllaaggiiaarriisssssmmmm is: 
“Suubbstantial unnnattttttribbuuted textuual copying of 
aannnnnooother's wooorrrkk  . . .”

NNNNoott Pursue if: 
““ . . . limmmmiiitttedd use off idennticaaall or nearly-identical 
pppppphhhhhrassseeeessss”””” 

WWhhaaaaaaattttttt ddddooooes substannntiaal or llliiimmmited mean?
WWWWWWWitttthhhhout definitions, difficult ttoo know what is 
llll i i

i i

PPlagiarism

plagiarism

Pl i i

plllagiarism

Pl i i

Office of Research

What is the threshold for an allegation of plagiarism to 
be pursued as a research misconduct matter

• Is plagiarism mostly decided subjectively by 
institutions?  On a case-by-case basis?

• Can we quantitate what gives merit to a 
plagiarism allegation?

Software (iThenticate) results of 5%, 10% or greater; 
what should be reviewed 

Plagiarism
WWWWWWWhhhhhhaaaaatt iiss tthhee tthhresholdd fooorrr aan aallleeeggation of plagiarism to 
bbbbbeeeeee pppppppuuuuurrrssuueeddddd as a ressseeeeeaaarchh miscooondduct matter

• Issss pppplagiarism mmmmooosstlyy decideddd sssubjectively by 
iiiiiiinnnnnstitutions???  OOOn aa ccase-by-ccase basis?

••• Can weeee qqquuuaannttiitttaattee wwhhhaaattt gggiivves merit to a 
plagiaaaarissssmmmm aalllleegggaattionn???

Sooooffftware (iThenticaaate) reesuss ltltlts s of 5%, 10% or greater; 
wwwhw at should be reeviiewed

h ldd ff lll ti

PPlagiarismPl i iPl i i

版權所有 翻印必究 37

版權所有 翻印必究



Office of Research

What is the threshold for an allegation of plagiarism to 
be pursued as a research misconduct matter?

• Is copying background, with no intent to mislead, 
be pursued as a research misconduct matter? 

If not, how is this managed? Other University Policy?
What if entire background section in paper or thesis 
copied? 

• Should institutions/journals develop standards? 
Policies?  Is it even possible?

Plagiarism

More Questions than Answers! 

WWWWWWhhhhhhaaaaatt iiss tthhee tthhresholdd foorrr aan aaalllleeeggation of plagiarism to 
bbbbbbeeeeeee pppppppuuuuurrrrssuueeddddd as a ressseeeeeaaarchh miscooondduct matter?

• Isssss copying baaaccckkkgggrrrouund, withhh nnno intent to mislead, 
bbbbbbbbe pursueddd asss a rressearch mmisconduct matter? 

If not, hhhhowowow is thiss mmanagedd?? Other University Policy?
What if ff entire baackkgrounnnddd sesection in paper or thesis 
cooopppip eded?

••• SSSShhhhoooouuuulllld institutionss/journnaaalss develop standards?  
PPPPPPPPoolllliiiicies?  Is it eveen possiibblee?

h ldd ffff llll ti

PPlagiarismPl i iPl i i

Office of Research

What about “self-plagiarism”?

Plagiarism

Self-plagiarism is using one's own work in another 
context, without citation that it was used previously. 

The real concern with plagiarism is about 
misrepresentation of the origin of the work (not an 
issue here).

Good practice – an author should ensure that a reader
knows the material was used previously through 
appropriate citation. 

WWWhhhaaattt aaabboouutt “sseellff-ff plagiaarriismmm”””?i ii ”””?

PPlagiarism

SSSSSSSSeellff-ff ppllaaaaaaggggiarism is uuuuuussssinnnngggg oooone's owwwnn work in another 
ccccccccooooonnnnntttteeeeeexxxxxxxxttttttttttt, without ccccciiiittttaaaatttttionnn tttthat it waasss used previously. 

TTTThhee real conceeeeernnn with pplaagiarismm is about 
mmmmmmiisssrrrrepresennntttaaaatttiioonn ooff tthhe oorrrriigggiiin  oof the work (not an 
iisssssssueee hereeee)))).

GGoooodd ppppraaaacccctice – an autthhoooor shoooulllddd ensuuree that a reeader
kkkkkknowwwwwwwwwwsss tttthhhhe material wasss uuused prrrevvvvioussly through 
appppproooopppriate citation.

Pl i i

pp p

Pl i i

appproooopriate citation. 

Office of Research

What about “self-plagiarism”?

Plagiarism

Self-plagiarism may also involve copyright infringement.

Copyright infringement is a very broad term.  
The law gives the author of the work (the copyright holder) 
certain rights that include the right to reproduce (copy), 
distribute or display the work.

Traditionally, the author of a publication transfers 
the copyright to the journal publisher.

Good practice – always cite previous research properly 

WWWhhhaaattt  aaabboouutt “sseellff-ff plagiaarriismmm””?i ii ””?

PPlagiarism

SSSSSSSeellff-ff ppllaaaaaggggiarism maaaayyyyyy aaaallllssssoo involvee ccccoopyright infringement.

CCCCCCCCCooopppyyyyyyrrrrriiiiiight infringggggeeemmmmmenttt isss a very bbbbrrrooadd tteerrmm. 
TThTTT e law givess s ss thhhee authoor oof the woorkrk (the copyright holder)
cccec rtain rights that includde the ririr ghghght t tto reproduce (copy),
ddidd stributeeee or r didispplay y the workkrk.

TTTrrraaadddiittttionnnnalllllllly, the author oof a pppuubblication transfers 
tthhee ccccccooooooooooppppyyyyrrrright to the jouurnnal pubbblissher.

G dddd ti l it ii hh l

Pl i i

Good practice al a s cite pre io s research properl

Pl i i

G ddd ti l it ii hh l
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Misconduct in 
Clinical Research
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Clinical Research Misconduct 
vs.

IRB Issues

Office of Research

CCCCCCCCCClinical RRRRReeeessseeaarch MMiisconduct 
vvs.

IIRRRBBB IIssssssuuueeess

Research Misconduct in Clinical Research

Office of Research

Falsifications:

• Substitutions of one subject’s record or samples for 
another’s

• Altering eligibility dates, test results etc

• Falsifying dates of data collection to conform with 
protocol

• Altering patient data to conform to ones hypothesis 

Reesseeaarrcchh MMiisscconduct in Clinical Research

FFFFFFFFFaaaaallssssssiiiiiiffffffiicattiioonns::

••••• Subsssstttttiiitutions of ooonneee suubject’s rreecord or samples for 
aaaaaaannnnnnooooooootttttttttthhhhhher’s

•• AAAAlltering eligggggiiibbbiiilllity dattess, test rreessults etc

•••• FFFaaalsifyinnnngggg dddddaaatteess oooff ddataa ccccoolllleection to conform with 
pppprrroooooootoccccooool

•• AAllllttttttttteeeerinnnng patient data too confoormm to ones hypothesis 

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Research Misconduct in Clinical Research

Office of Research

Fabrications:

• Not conducting interviews with subjects and creating
records of the interview

• Making up patient visits and inserting that record into
the medical chart

• Recording the results of follow-up visits that never 
occurred

Reesseeaarrcchh MMiisscconduct in Clinical Research

FFFFFFFFFFaaaaaabbrrrrrriiiicattiioonnss:

••••• Not ccccccooooonducting iiiinnnteeervvieews withh subjects and creating
rrrrreeeeecccccccooooooooorrrds of the iiinttteeerviieww

•• MMMMaking up pppppaaaatttient visitts andd iinnsserting that record into
thhhe mediccccaall cchhartt

••• RRReeeccccoooorrrrdddiiiinnnng the resultts oof folllllooww-up visits that never 
oocccccccccccccccuuuurrrrrrreed

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Failure to report an adverse event to the IRB or 
sponsor

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhhaaaaaattttt iissss NOT eseaaaarccch miiisssccooonnduct?re

CCCCCCeeeeeeeerrrrrttttaaaaaiiiinnnnnnnnn issues aaarrreee hhhhaanddled byy other processes 
aaannnnnnnnddd cccaaaan includdddeee:::

••••• Failurrrreeee tttoooo rreeppoorrrtt aan aadddvvverrse event to the IRB or 
ssssssspooonnnnsssoooor

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research
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Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Protocol deviations, such as entering ineligible
subjects, administering an off-protocol drug, etc.

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhaaaaaattttt iissss NOT eseaaaarccch miisscccooonnduct?re

CCCCCCeeeeeeeerrrrtttttaaaaaaiiiinnnnnnnnn issues aaarrree hhhaanddled byy other processes 
aannnnndd cccaaaan includddeee:::

••••• Protoccccoollll dddeevviiaattiioonns, ssuuuucchhh as entering ineligible
ssssssubbbjjjjeeecccctttts, administterring aaannn off-ff protocol drug, etc.

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Administering a trial drug to non-study participant

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhhaaaaaatttttt iissss NOT eseaaaarccch miiissscccooonnduct?re

CCCCCCeeeeeeeerrrrrtttttaaaaaaiiiinnnnnnnn issues aarrree hhhaanddled byy other processes 
aannnnnnndd cccaaaan includdddeee::

••••• Adminnnniiissssttttteeerrriinngg aaa ttrriial dddrrruuuggg to non-study participant

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Forging a physician’s signature

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhaaaaaatttt iissss NOT eseaaaarccch miissscccooonnduct?re

CCCCCCeeeeeeeerrrrttttttaaaaaiiiinnnnnnnn issues aarrreee hhhaanddled byy other processes 
aaannnnnddd cccaaaan includddeee:::

••••• Forginnnngggg aaaa pphhyyssiicciiaaan’ss sssignnature

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Breaches of patient confidentiality

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhhaaaaaattttt iissss NOT eseaaaarccch miiisssccooonnduct?re

CCCCCCeeeeeeeerrrrrttttaaaaaiiiinnnnnnnnn issues aaarrreee hhhhaanddled byy other processes 
aaannnnnnnnddd cccaaaan includdddeee:::

••••• Breacccchhheeessss ooff ppaaattiieennt ccooonnnfiiiddentiality

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research
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Research Misconduct in Clinical Research

Office of Research

What is NOT research misconduct?

Certain issues are handled by other processes 
and can include:

• Failure to obtain informed consent

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWWWhhhhhhaaaaaattttt iissss NOT eseaaaarccch miisscccooonnduct?re

CCCCCCeeeeeeeerrrrtttttaaaaaaiiiinnnnnnnnn issues aaarrree hhhaanddled byy other processes 
aannnnndd cccaaaan includddeee:::

••••• Failurrreeee ttttooo oobbttaaiinn iinnfoorrmmmmeddd consent

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

Two issues may be difficult to assess as 
allegations of research misconduct?

• Falsification or fabrication of consent forms

• Entering ineligible subjects (or failing to enroll 
eligible subjects) without a record of falsification 
or fabrication of eligibility data

Reesseeaarrcchh MMiisscconduct in Clinical Research

TTTTTTwwwwwwwo iissssuueesssss may bbbbbe  dddifficccuuullttt ttoo assess as 
aaaaalllllllleeggaattiiooooons of ressssseeeeeeaaarrch misccoonduct?

•••••• FFFFFFFaaaaaaalsificationn orrr fabbriccation off consent forms

••• Enteringggg iiinnneelliiggiibbbllee suuubbjjjjeeeccctttsss ((or failing to enroll 
eligiblllleeee ssssuuubbbjjeeccttsss)) wwitthhooouuut aa record of falsification 
oooor faaaabbbrrrriiiication of eliigibilityy dddaata

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Research Misconduct in Clinical Research

Office of Research

Two issues may be difficult to assess as 
allegations of research misconduct?

• Falsification or fabrication of consent forms

§ 93.224 Research record. 
Research record means the record of data or results that embody 
the facts resulting from scientific inquiry, including but not limited 
to, research proposals, laboratory records, both physical and 
electronic, progress reports, abstracts, theses, oral presentations, 
internal reports, journal articles, and any documents and 
materials provided to HHS or an institutional official by a 
respondent in the course of the research misconduct proceeding. 

Reesseeaarrcchh MMiisscconduct in Clinical Research

TTTTTTwwwwwwo iissssuueessss may bbbbbbe  dddifficccuuulllttt ttoo assess as 
aaaaaallllllleeggaattiiooooons of ressssseeeeeeaaarrrch misccoonduct?

•••• FFFFFFFFaaaaaalsificationn orrr fabbriccation off cooonssseeennnttt ffooorrrmmms

§§§§§ 93939393 22.22.224 Researchhh record.
ReReReReeseseaara ch recooroo dd mem ans the recocoordrr ooofff data or rresults that emmmbooody
the factcts resususus lttttinining from sciennntiffic innnquqq iririry, including but not limited 
tototo,, rerereseseeearaarchchcc pppproposals, laborattory reeccorords, both physical and
elelecectrtroononnonnonnicicicc, ppprp ogress reports, abbstractsss, thheses, oral presentations, 
innnnnnttetetet rnnnnaaala rrrreeeeports, journal articcless, and anny y documents and
mateeeerialalalals provided to HHS oor aan institutioional official by a

R h Mi d t i Cli i l R h

materials provided to HHS or an institutional official by a

Researrcchh Misconduct in Clinical Research

mateeeriaaals provided to HHS oor aan institutioonal official by a

Research Misconduct in Clinical Research

Office of Research

Two issues may be difficult to assess as 
allegations of research misconduct?

• Entering ineligible subjects (or failing to enroll 
eligible subjects) without a record of falsification 
or fabrication of eligibility data 

No false record – no research misconduct

?  Reporting research results using subjects that 
were not eligible.  Is this research misconduct? 

Reesseeaarrcchh MMiisscconduct in Clinical Research

TTTTTTwwwwwwwo iissssuueessss may bbbbbe  dddifficccuuullttt ttoo assess as 
aaaaaalllllleeggaattiiooooons of ressssseeeeeeaaarrrch misccoonduct?

•••••• EEEEEEEEEnnnnnnntering ineeellliiigggiiibble suubjects ((oor failing to enroll 
eligible suuubbbbjeeects) wwitthout a rreecord of falsification 
or fabrication of eliigibiliitttyyy dddaatta 

NNNNoooo ffaaaalsssseeee record – no reseeeaarrcch misconduct

?????  RRRRRRRRRepppporting researchh reesults uusing subjects that 
wwwweeeere not eligible Iss tthis reseeaarch misconduct?

R h Mi d t i Cli i l R h

were not eligible. Is this research misconduct?

Researrcchh Misconduct in Clinical Research

wwwere not eligible Iss tthis reseaarch misconduct?
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Research Misconduct in Clinical Research

Office of Research

Most Clinical Research 

Misconduct is identified during

ROUTINE AUDITS

Reesseeaarrcchh MMiisscconduct in Clinical Research

Most CCCCCCllliiinnniccal Reesseearch 

Misconddduuucccct is identifieed during

RRROOOUTINE AUUUDDDIIITTTS

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• Presence of 2 copies of a document that 
appear identical except that a test result, a
date or other identifiers differ

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttsss, bbbeee aalert for “red 
ffffffllllaaggss”” ooooooffff possibbbbllllleeeee fffaalsificattiioon/fabrication 
of clinnnnnnnnnnical recoorrrddddsss:

• Presennnnceee of 2 coopies off aa document that 
appear identicaal exccceeeppptt tthhat a test result, a
daaaatttte ooorrr ootthheeerr iiddenntttiiifffiierrrss differ

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• A document that is internally inconsistent 
(i.e. records of prescribed and 
administered drug dosages do not agree)

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttss, bbbee aalert for “red 
ffffffflllllaaggss”” ooooooffff possibbbllllleeeeee fffaaalsificattiioon/fabrication 
of clinnnnnnnnical recooorrrddddsss:

• A docuuummeeent thaat is interrnnaally inconsistent 
(i.e. records of prresscccrriiibbbeedd and 
addddmmmmiiiinnnnniissstteerreeddd dddruugg dddossages do not agree)

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• A document in the research record that 
cannot that be found in the patient’s 
medical record

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttsss, bbbee aalert for “red 
fffffflllllaaggss”” oooooffff possibbbllllleeeee fffaalsificattiioon/fabrication 
of clinnnnnnnnnnnical recoorrrddddssss:

• A docuuummmeeent in thhe reseaarcch record that 
cannot that be foounddd iiinnn tthhe patient’s 
meeeedddiiiccccaaall rreeccooorrdd

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research
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Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• Copies of documents that appear to be 
altered 

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttss, bbbeee aalert for “red 
ffffffflllllaaggss”” ooooofff possibbbllllleeeee fffaalsificattiioon/fabrication
of clinnnnnnnnnical recooorrrddddssss:

• Copiessss ooofff docuumments thhaatt appear to be 
altered 

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• Patient interviews are recorded in the 
research record, but no contact between 
interviewer and patient is documented 
anywhere 

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttsss, bbbeee aalert for “red 
ffffffllllaaggss”” ooooooffff possibbbbllllleeeee fffaalsificattiioon/fabrication
of clinnnnnnnnnnical recoorrrddddsss:

• Patienntttt innntttervieews are reeccorded in the 
researchh record, buuttt nnnooo ccontact between 
intttteeeervvvvviieeewweerr aaanndd ppaaatttiiieennnt is documented 
nyyyywhere aaaan

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Research Misconduct in Clinical Research

Office of Research

During routine audits, be alert for “red 
flags” of possible falsification/fabrication 
of clinical records:

• Patient records show strict adherence to
visit schedules

Reesseeaarrcchh MMiisscconduct in Clinical Research

DDDDDDDuurriinngg rroouutine aauudddiiitttss, bbbee aalert for “red 
ffffffflllllaaggss”” ooooooffff possibbbllllleeeeee fffaaalsificattiioon/fabrication 
of clinnnnnnnnical recooorrrddddsss:

• Patiennntttt reeecordss sshow sttrricct adherence to
visit schedules

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research Research Misconduct in Clinical Research

Office of Research

• Unusually high recruitment rates

• Smaller than expected data variability

• Extreme differences as compared to 
other centers

• Lower than average adverse events

Reesseeaarrcchh MMiisscconduct in Clinical Research

• UUnnuussssually hhhhhiiiiggghhh rrecrrruuuiitttmment rates

•• SSSSSSSSSSmaller thhhaaannnn exppected ddata variability

• Extreme differeenncesss aaass compared to 
otheeeerrr cccceeeenntteerrsss

• Lower thann aveerraagge adverse events•

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research
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Research Misconduct in Clinical Research

Office of Research

When IRB protocol violations 
are seen - potential 

research misconduct is often seen
Be aware of those red flags!

Reesseeaarrcchh MMiisscconduct in Clinical Research

WWWWWWhen IRBBBBBB ppprrrottocol vviioolations 
are ssseeeeeenn - potenttial 

rrrresearch mmmiiiscondduct is ooften seen
Be awwwaaarrreee oooff ttthhhooossseee  rrred fflaaags!

R h Mi d t i Cli i l R hResearrcchh Misconduct in Clinical Research

Office of Research

Part II – End
Questions?
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