Institutional Review Board for Health Sciences Research

Protocol Deviation/Noncompliance Review Checklist: Full Board 

	IRB-HSR#                                                                             PI:                                        

Reviewer:                                                                              Meeting Date:      

	Description of the Protocol Deviation/Non-compliance:
     


	Instructions: The board needs to determine the items below.  

	Section 1:  Risk assessment

	
	Yes
	No
	

	Has the IRB-HSR staff and IRB Chair/ Vice Chair previously made a determination that this Protocol Deviation met the criteria of an Unanticipated Problem?

IF YES, see attached letter to OHRP and proceed to Section 2.   
	
	
	

	Was this event Unexpected in terms of nature, severity or frequency given the research procedures that are described in the protocol –related documents AND the characteristics of the subject population being studied?
	
	
	

	Was the event Related or possibly related to participation in the research? 

This means that there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures involved in the research study.
	
	
	

	Was this subject placed at any additional risk due to this deviation? Does the event, experience, issue, instance, problem or outcome suggests that the research participation placed the subject or others at greater risk of harm that was previously known or recognized? 

IF YES, describe the additional risk(s):      
	
	
	

	IF yes to all 3 responses above, the definition of Unanticipated Problem is met.  

This event will be reported to OHRP, sponsor/DHHS funding source and institutional officials.


	Section 2:  Determination of Serious/Continuing Noncompliance

	
	Yes
	No
	

	Has the IRB-HSR staff and IRB Chair/ Vice Chair previously made a determination that this Protocol Deviation met the criteria of Serious/Continuing Noncompliance?

IF YES, see attached letter to OHRP and go to Section 3. 
	
	
	

	Serious failure to comply (serious noncompliance): this event adversely affects the rights and welfare of participants or places participants at increased risk of harm (actual harm may or may not have occurred).
	
	
	

	Continuing failure to comply (continuing noncompliance):  this event/these events represent a pattern of noncompliance that indicates an unwillingness to comply or a lack of knowledge that may lead to an adverse effect on the rights and welfare of participants or may place participants at an increased risk of harm.  
	
	
	

	IF YES to either of the 2 items listed above, the definition of Serious/Continuing Noncompliance is met. 

This event will be reported to OHRP, sponsor/DHHS funding source and institutional officials.


	Section 3: Does this protocol still satisfy the requirements for IRB approval under HHS regulations at 45CFR46.11?

	
	Yes
	No
	

	 1)Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	
	
	

	2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.
	
	
	

	(3) Selection of subjects is equitable.
	
	
	

	(4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 45CFR46.116.
	
	
	

	5) Informed consent will be appropriately documented, in accordance with, and to the extent required by 45CRF 46.117.
	
	
	

	6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	
	
	

	7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	
	
	


	Section 3: continued

If any response above is NO, specify any corrective actions required by the IRB below:

	
	Yes
	No
	

	The corrective actions described in the Protocol Deviation Report are sufficient and no additional corrective action is required.
	
	
	

	Additional modifications to the protocol/consent are required.

IF YES specify:        
	
	
	

	Additional study team training is required.

 IF YES specify:       


	
	
	

	Additional corrective actions required by the IRB-HSR.  

IF YES specify:        


	
	
	


	Section 4 : Additional IRB determinations  

	
	Yes
	No
	

	No additional determinations required.  Current corrective action plan is sufficient.
	
	
	

	PAM review is requested.
	
	
	

	Increased frequency of continuing review is requested. Specify frequency:        
	
	
	

	Close study to enrollment.
	
	
	

	Close study to enrollment and treatment.
	
	
	


	Section 5.  Determination: May the data be used?

	
	Yes
	No
	NA

	NO DATA COLLECTED or ALL DATA WAS COLLECTED WITH APPROPRIATE CONSENT OR CONSENT/HIPAA WAIVERS.
	
	
	

	Data may be used for data analysis.
	
	
	

	Data may NOT be used for data analysis.
	
	
	


Additional Reviewer’s Comments:  
     
____________________________________________     ________________________
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