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Noncompliance versus Research Misconduct

Noncompliance

Deviation from an approved 
protocol, contract, agreement, 
or federal regulation

• Research and protocol breach
• Financial issues
• Privacy violations

Research Misconduct

Fabrication, 
Falsification, or 
Plagiarism (FFP)

• In proposing, performing, or 
reviewing research, or in 
reporting research results

       42 CFR § 93.103

HRPO, IRB, 
OAWA, IACUC, 
IBC

RIO



OFFICE OF ACCOUNTABILITY AND COMPLIANCE
RESEARCH INTEGRITY OFFICE

OFFICE OF ACCOUNTABILITY AND COMPLIANCE
RESEARCH INTEGRITY OFFICE

Federal 
Level

University
Level

HRPO/
IRB

OAWA/ 
IACUC RIO

Office of Research 
Integrity 

ORI

Department of Health and Human Services

DHHS

Office of Laboratory 
Animal Welfare

OLAW

Office of Human 
Research Protections

OHRP ORI ≠ NIH

Research oversight
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Office of Accountability and Compliance (OAC at UMB)

Office of Accountability and Compliance  Susan Buskirk, DM, MS, CCEP
620 W. Lexington St.      Chief Accountability Officer
5th Floor         Vice President 
Baltimore, MD 21201      
410-706-2281

 

HRPO/
IRB

OAWA/ 
IACUC RIO COI Title IX

oac@umaryland.edu
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• Risks to subjects are minimized

• Selection of subjects is equitable

• Obtain and document informed consent

• Prior approval for any protocol deviation

• Protection of privacy of subject and 
confidentiality of data

Farley Katz 2008 The New Yorker Collection/The Cartoon Bank

HRPO/IRB   Human Research Protections Office
    Institutional Review Board 

hrpo@umaryland.edu
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  Office of Animal Welfare Assurance
   Institutional Animal Care and Use Committee 

• Review and approve all animal use research 
proposals

• Review the institution’s animal care program

• Inspect (at least twice a year) the institution 
animal facility

• Receive and review concerns raised about 
the care and use of animals

Warren Miller 1984 The New Yorker Collection/The Cartoon Bank

OAWA/ 
IACUC

iacuc@umaryland.edu
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  Research Integrity Office 

• Promote research integrity on campus

• Provide education and guidance on 
the Responsible Conduct of Research 
(RCR) 

• Investigate allegations of research 
misconduct

RIO

Stephan Vigues, PhD     Kaylin Adipietro, PhD  
Research Integrity Officer    Research Integrity Specialist
Director Research Integrity Office   
      
svigues@umaryland.edu     kaylinadipietro@umaryland.edu
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Further defining Research Misconduct FFP

Does NOT include honest errors or differences in opinion

42 CFR § 93.103

Fabrication

Making up data or 
results and recording 
or reporting them

Falsification

Manipulating research 
materials, equipment, 
or processes, or 
changing or omitting 
data/results such that 
the research is not 
accurately represented 
in the research record

Plagiarism

Appropriation of 
another person’s 
ideas, processes, 
results, or words 
without giving 
appropriate credit
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Examples of Noncompliance and Research Misconduct

Noncompliance

• Not obtaining informed consent 
from participants in accordance 
with approved IRB

• Performing procedures on 
animals not approved by IACUC

• Failure to follow established 
safety protocols in the lab

• Performing research under an 
expired protocol

Research Misconduct

• Creating and reporting data from 
experiments that were never 
conducted

• Intentionally removing data to 
create stronger support for a 
hypothesis

• Knowingly using text from 
another author’s work without 
proper citation
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POP QUIZ! Noncompliance or Research Misconduct?

A participant was involved in a research study, and it was discovered 
that some of the documented visits did not occur. The data were 
recorded in the research record.

A PI forged a signature on an IRB protocol.

Research Misconduct issue

Noncompliance issue
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Part of the Research Record
What is false?
Is it part of research?
Where is it reported as false in the research record? 

§93.222 Research. 
Research means a systematic experiment, 
study, evaluation, demonstration or 
survey designed to develop or contribute 
to general knowledge (basic research) or 
specific knowledge (applied research) 
relating broadly to public health by 
establishing, discovering, developing, 
elucidating or confirming information 
about, or the underlying mechanism 
relating to, biological causes, functions or 
effects, diseases, treatments, or related 
matters to be studied.

§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.
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Basic Science Research Misconduct

Fabrication

• Creating images 

• Making up data from an 
experiment that did not occur

Falsification

• Substitution of data for a 
different experimental condition

• Altering data to fit a hypothesis

• Selectively eliminating data
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Clinical Research Misconduct

Fabrication

• Making up data, test results

• Creating records of a patient 
interview that did not happen

• Making up appointments and 
inserting them into medical chart 
record

• Preparing records for deceased 
subjects

Falsification

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

• Altering eligibility dates, times, 
test results, etc.

• Selectively eliminating data

• Intentionally not reporting IRB 
approved protocol deviations in 
publications and grant 
applications
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Social/Behavioral Research Misconduct

Fabrication

• Inventing survey and 
questionnaire responses

• Making up interview transcripts 
or notes

• Preparing records for an 
observational session that did 
not occur

Falsification

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

• Altering eligibility dates, times, 
test results, etc.

• Manipulating demographic data 
to create more representation

• Altering the coding of qualitative 
data
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Image duplication

H. Shen. Seeing Double (2020) Nature Vol 581.
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Image duplication

H. Shen. Seeing Double (2020) Nature Vol 581.
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Changing raw data

UMB RIO

Raw Data

Excel
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Changing raw data

• Anil Potti, MD: ORI March 2016 Case Summary

– Fabricated enrolled patients 
– Falsified data for lung cancer study 
– Switched cancer recurrence phenotype 
– Altered data sets to improve the accuracy of predictors for response to treatments

• Suspended 3 clinical trials
• Lawsuit filed by patients
• Multiple paper retractions

HHS ORI
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Research Misconduct in the news
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Misconduct accounts for the majority of retractions

Fang, Steen, Casadevall (2012) PNAS;109(42).
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Retractions numbers increasing 

Van Noorden Nature Dec 2023
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Requirements for a finding of Research Misconduct

1. There be a significant departure from accepted practices of 
the relevant research community; and 

2. The misconduct be committed intentionally, knowingly, or 
recklessly; and 

3. The allegation be proven by a preponderance of the 
evidence.

42 CFR § 93.104

Does NOT include honest errors or differences in opinion

Fabrication Falsification Plagiarism
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Assessment InvestigationInquiry

• Does the 
allegation meet 
the definition of 
Research 
Misconduct?

• Is it sufficiently 
credible and 
specific so that 
potential 
evidence may be 
identified?

Faculty Committee
For each allegation:
• Does the preponderance of 

evidence support a finding?
• Represent a significant 

departure from accepted 
practices?

• Intentionally, knowingly, 
recklessly?

Faculty Committee
• Does this meet the 

definition of Research 
Misconduct?

• Is there enough 
evidence to start a full 
investigation?

• Do any other issues 
need to be 
addressed?

Sequester

• Secure 
digital and 
physical 
data

• Conduct 
preliminary 
interview.

Allegation 
Received

Final 
Decision

Responsible 
Official in 
consultation 
with Dean

Recommendations 
and sanctions

Inquiry 
Report Notify ORI Investigation 

Report

Forward to appropriate 
Compliance Office

Investigation of Research Misconduct
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Potential actions and sanctions

Noncompliance

• Special training 
• Research oversight committee
• Suspension of protocols and 

research
• Termination of position (multiple 

violations)
• Corrections or retractions

Research Misconduct

• Corrections
• Retractions
• Special training 
• Research oversight committee
• Termination of position
• Suspension of clinical trials
• Prohibited from serving in an 

advisory capacity
• Funding withheld 
• Funding barred for X number of 

years 
• Money returned by institution

Correct the scientific record!

cases of honest error

Investigations follow due process 
in each office



OFFICE OF ACCOUNTABILITY AND COMPLIANCE
RESEARCH INTEGRITY OFFICE

OFFICE OF ACCOUNTABILITY AND COMPLIANCE
RESEARCH INTEGRITY OFFICE

UMB OAC RIO

Report Misconduct:

• Hotline 866-594-5220
• http://www.ethicspoint.com
• Email oac@umaryland.edu
• In person
 Research Integrity Office
 620 W. Lexington St., 5th floor
 Baltimore, MD 21201

svigues@umaryland.edu 
    

Kaylin Adipietro, PhD
Research Integrity Specialist

kaylinadipietro@umaryland.edu

Stephan Vigues, PhD  
Research Integrity Officer  
Director Research Integrity Office

UMB Research Ombuds
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UMB Research Ombuds (RO)
Bruce K. Krueger, PhD
Professor of Pharmacology & Physiology and Psychiatry 

• help faculty, trainees and staff examine options for reporting concerns about research misconduct or 
determine if a violation of research misconduct policy has occurred

• function independently from official UMB processes for investigating and resolving allegations of 
research misconduct (i.e., the Research Integrity Office). 

The RO will

• hold all communications in strict confidence and not disclose confidential communications unless given 
permission to do so. 

The RO can be contacted at bkrueger@som.umaryland.edu

• answer questions from individuals against whom research misconduct allegations have been made.
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