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Introduction 
Under federal regulations [Title 45 CFR 46.103(b)(5), Title 45 CFR 46.113, Title 21 CFR 
46.113], Institutional Review Boards (IRBs) are responsible to oversee the safety of 
research participants and may suspend or terminate human research that: 1) is not being 
conducted in accordance with the federal, state, and institutional requirements, or 2.) has 
been associated with unexpected serious harm to participants.  
 
Regulatory noncompliance is often due to faulty communication or systematic error 
rather than the negligent actions of a single individual. Identification and investigation of 
noncompliance provides an opportunity for the improvement of faulty communication 
paths and systems, while honoring the autonomy of our human subjects. It is to this end 
that individual departments are encouraged to identify and report suspected occurrences 
of regulatory noncompliance. 
 
Purpose 
The purpose of this guideline is to assist in the implementation of appropriate steps to 
take in the case of suspected serious continuing or unanticipated research noncompliance.  
 
Scope 
The following guidelines apply to all research activities of faculty, staff, students, and 
others involved in human research, as defined by the Maine Medical Center Institutional 
Review Board Standard Operating Procedures. 
 
Definitions 
1. Noncompliance. Noncompliance is defined as failure to comply with federal 

regulations, IRB policy, or the determinations or requirements of the IRB. 
 

a. Serious noncompliance is an action or omission, noncompliant with federal 
regulations or IRB policy, taken by an investigator or faculty, staff, students, 
and others involved in human research, that in the judgment of the IRB,  
increased risks for or compromising the rights and welfare of a research 
participant(s) or others. 

 
b. Continuing noncompliance describes a pattern of repeated actions or 

omissions taken by an investigator or faculty, staff, students, and others 
involved in human research that indicate a deficiency in the ability or 
willingness of an investigator, or faculty, staff, students to comply with 
federal regulations, IRB policy, or determinations or requirements of the IRB. 
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2. Unanticipated problem(s) are those events that (1) are not expected given the nature 
of the research procedures and the study population; and (2) suggest that the research 
places subjects or others at greater risk of harm or discomfort than was previously 
known or recognized. 

 
Examples: report of a stolen computer that contains non-encrypted identifiable 
survey data for an HIV study; stolen videos containing sensitive interviews of 
mentally ill patients; the implantation of an investigational heart valve in a non-
study, non-consented patient. 

 
Reporting Requirements 
Investigators and/or other research staff are required to report all suspected 
noncompliance to the IRB. In addition to investigator and/or other research staff reports, 
occurrences of noncompliance may come to the attention of the IRB through other 
sources, including new applications, continuing reviews/progress reports, internal audits, 
adverse event reporting, reports from Data Safety Monitoring Boards, or reports from 
collaborators, employees, staff, research participants, community members or others. 
 
In addition to reporting suspected noncompliance to the IRB, investigators and/or other 
research staff should also report these occurrences, in writing, to their departmental Chair 
or designee. 
 
Departmental Responsibilities 
Upon notification of an occurrence of suspected noncompliance, the departmental 
Chair/Practice Administrator or their designee(s) should work with the investigator 
and/or other research staff to immediately gather materials relevant to the occurrence. 
This should include any documentation around the event, such as electronic mail, case 
report forms or data collection sheets, informed consent documents, or any other relevant 
materials. An attempt to specifically identify the error and its source should be made. 
Diligent effort should be made to identify the extent of the error (number of subjects 
involved, duration of error) and any adverse events or consequences experienced by 
human participants. The departmental Chair/Practice Administrator or their designee(s) 
may contact the SEQUR (Supporting Education and Quality Improvement in Research) 
Office at 396-8242 and request assistance. SEQUR can perform an objective file review, 
interviews, assist in the summary and suggest follow up.  The team should summarize 
what they have found in a letter to the IRB that may include copies of documentation or 
letters from other individuals, such as the investigator, detailing the incident and any 
corrective actions taken at the departmental level. This should be completed and 
delivered to the IRB Office of Research Compliance as soon as possible, no later than 5 
days following the discovery of the issue. 
 
It should be understood that as the department works to gather information regarding the 
occurrence, the IRB will undertake similar and simultaneous inquiry in order to 
understand the incident. This may include examination of study-related documents, 
discussions with members of the research team, study participants, or others as 
appropriate. The department Chair, research administration, and investigator should 
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cooperate fully and in earnest with any investigatory actions undertaken by the IRB 
and/or Office of Research Compliance. 
 
Follow-Up 
Following the report of suspected noncompliance, further action will be determined by 
the IRB. A determination of the seriousness and duration of the noncompliance will be 
made by the IRB, and the appropriate course of action will be determined. These may 
include: immediate suspension of the study procedures/enrollment, suspension of other 
projects conducted by the same investigator, notification of current research participants, 
modification of the study protocol or informed consent document, requirement that 
current subjects re-consent to continue participation, requirement for investigator re-
training, or other actions. Written notice of the IRB determination will be provided for 
the investigator. Any other necessary measures (e.g., reporting to federal agencies or 
sponsors for externally funded research) will be completed by the IRB or other 
appropriate offices.  
 
Departments should maintain a secure record of all documentation surrounding these 
issues, including copies of all correspondence with the IRB, all correspondence with 
individual investigators, materials related to the occurrence, and documentation of the 
completion of any recommendations for corrective action. 
 
 


