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XVI. Noncompliance and Misconduct

A. Misconduct in science

1). Definitions

Misconduct in science is defined as fabrication, falsification, 
plagiarism, or other practices that seriously deviate from those that are 
commonly accepted within the scientific community for proposing, 
conducting, or reporting research. It does not include honest error or 
honest differences in interpretations or judgments of data. The 
assessment of allegations of scientific misconduct and determination 
of when such allegations warrant an inquiry will be the responsibility 
of the Research Integrity Officer (RIO).  

Non-compliance is defined as failure to follow the federal regulations; 
state and local laws; institutional policies governing human subject 
research; or the requirements or determinations of the IRB.

Serious non-compliance is defined as noncompliance which 
significantly increases risk to participants, significantly decreases 
potential benefits, or compromises the integrity of the Human 
Research Protection Program (HRPP). Harm does not necessarily have
to occur to make a determination of serious noncompliance. 

Continuing non-compliance is defined as a pattern of non-compliance 
that indicates a lack of understanding or disregard for the regulations 
or institutional requirements that protect the rights and welfare of 
participants. The IRB may make a determination of what constitutes 
continuing non-compliance on a case-by-case basis. Continuing non-
compliance may also include failure to respond to a request from the 
IRB to resolve an episode of non-compliance or a pattern of minor 
non-compliance.

2). For PHS research

Allegations of scientific misconduct involving individuals engaged in 
research that is supported by or for which support is requested from a 
Public Health Service (PHS) funding entity shall be handled under the 
“Woman’s Hospital Policy and Procedures for Responding to 
Allegations of Scientific Misconduct” policy.

3). For non-PHS research

Allegations of scientific misconduct involving individuals engaged in 
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research that is not supported by or for which support is not requested 
from a Public Health Service funding entity shall be handled under and
applicable to Woman’s Hospital’s policies for employee and staff 
misconduct.  

4). How to report

All employees or individuals associated with WHF should report 
observed, suspected, or apparent misconduct in science to the RIO.  
Supervisors and management officials who receive or learn of an 
allegation of scientific misconduct will immediately report the 
allegation to the RIO for appropriate action. If an individual is unsure 
whether a suspected incident falls within the definition of scientific 
misconduct, he or she may contact the RIO to discuss the suspected 
misconduct informally. At any time, an employee or staff member may
have confidential discussions and consultations about concerns of 
possible misconduct with the RIO and will be counseled about 
appropriate procedures for reporting allegations. The RIO will 
promptly engage in an assessment of the allegation to determine 
whether it falls within the definition of scientific misconduct, involves 
PHS support, and provides sufficient information to proceed with an 
inquiry. If the circumstances described by the individual do not meet 
the definition of scientific misconduct, the RIO will refer the 
individual or allegation to other offices or officials with responsibility 
for resolving the problem.

Serious misconduct by an investigator will be reported to OHRP, 
FDA, and the study sponsor, by the HPA via written report. 

B. Noncompliance issues

The IRB Chair will form an ad-hoc committee to review all noncompliance issues
appropriately. This committee will function as a part of the IRB when necessary. 
All allegations and complaints of researcher noncompliance will be addressed 
using Woman’s Hospital Policy and Procedures for Responding to Allegations of 
Scientific Misconduct. The individual about whom the complaint was raised will 
also be notified that he/she is being investigated for noncompliance. If necessary, 
the IRB Chair will arrange a meeting within 24 – 48 hours with all people 
involved, which may include Vice Presidents of involved departments and legal 
counsel. At the meeting to discuss the noncompliance issue, preliminary 
information will be obtained and the responsibilities for a full investigation will 
be determined. If applicable, the committee will ascertain if this noncompliance is
serious and/or continuing and requires reporting to OHRP and  FDA (if 
applicable). If it is deemed reportable, the HPA will report to the applicable 
federal agencies via written report. The investigative process may include: a 
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review of IRB records, a review of research records, interviews with those 
involved. 

The HPA will prepare an incident report explaining how the incident was noted, a
summary of the allegation/complaint, how the investigation was conducted, the 
results of the investigation, and actions taken to prevent reoccurrence. 

C. Reporting to OHRP and other federal agencies

The following incidents that occur relating to research conducted under an 
OHRP-approved assurance (FWA) will be reported to OHRP, and FDA if 
applicable, by the HPA within 30 days of awareness:

a). any unanticipated problems involving risks to subjects or others
b). any serious or continuing noncompliance with the requirements and 

determinations of the IRB
c). any suspension or termination of IRB approval

Only incidents that are serious or continuing will be reported to OHRP. A serious 
adverse event is one that is unexpected and results in serious injury or death to a 
subject, or one that occurs more frequently than expected. Serious or continuing 
noncompliance may include but is not limited to: research conducted without IRB
approval, failure to abide by conditions of approval, and implementing 
modifications prior to approval. A lapse in continuing review approval resulting 
in study expiration is not considered a serious event. Suspension or termination of
IRB approval for such causes as unfixable safety concerns or irresolvable 
noncompliance is considered a serious event and will be reported to OHRP. 

The following information will be included in the report to OHRP:

A. For unanticipated problems involving risks to subjects or others:

 Name of the institution (e.g., university, hospital, foundation, school, etc) 
conducting the research; 

 Title of the research project and/or grant proposal in which the problem 
occurred; 

 Name of the principal investigator on the protocol;
 Number of the research project assigned by the IRB and the number of any 

applicable federal award(s) (grant, contract, or cooperative agreement); 
 A detailed description of the problem; and
 Actions the institution is taking or plans to take to address the problem (e.g., 

revise the protocol, suspend subject enrollment, terminate the research, 
revise the informed consent document, inform enrolled subjects, increase 
monitoring of subjects, etc.). 

These reports are subject to release under the federal Freedom of Information
Act (FOIA). 

http://www.qklinkserver.com/lm/rtl3.asp?si=19903&k=grant%20proposal
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B. For serious or continuing noncompliance:

 Name of the institution (e.g., university, hospital, foundation, school, etc) 
conducting the research; 

 Title of the research project and/or grant proposal in which the 
noncompliance occurred; 

 Name of the principal investigator on the protocol;
 Number of the research project assigned by the IRB and the number of any 

applicable federal award(s) (grant, contract, or cooperative agreement); 
 A detailed description of the noncompliance; and
 Actions the institution is taking or plans to take to address the noncompliance

(e.g., educate the investigator, educate all research staff, suspend the 
protocol, suspend the investigator, conduct random audits of the investigator 
or all investigators, etc.). 

C. For suspension or termination:

 Name of the institution (e.g., university, hospital, foundation, school, etc) 
conducting the research; 

 Title of the research project and/or grant proposal that was suspended or 
terminated; 

 Name of the principal investigator on the protocol;
 Number of the research project assigned by the IRB that was suspended or 

terminated and the number of any applicable federal award(s) (grant, 
contract, or cooperative agreement); 

 A detailed description of the reason for the suspension or termination; and
 The actions the institution is taking or plans to take to address the suspension

or termination (e.g., investigate alleged noncompliance, educate the 
investigator, educate all research staff, require monitoring of the investigator 
or the research project, etc.) 

It may be necessary to send an initial report followed by a follow-up report when 
more information becomes available. 

D. Financial conflict of interest

The IRB shall follow the Woman’s Hospital Policy and Procedure for Research 
Financial Conflict of Interest. The purpose of this policy is to provide a guideline 
for the disclosure and management of financial conflicts of interest that could bias
the outcome of funded research. 




