The University Of Vermont Committees on Human Research
REPORT OF PROTOCOL-RELATED PROBLEMS & DEVIATIONS
This form should be utilized to report unanticipated problems (other than adverse events) that are 1) unexpected, 2) related, AND 3) involve harm or pose a potential for harm to subjects or others.
	CHRMS
	
	CHRBS
	
	#
	
	Principal Investigator:
	

	
	

	Protocol Title:
	


Below are examples of types of protocol-related problems that must be reported to the IRB:

· any accidental or unintentional deviation from the IRB-approved protocol that involved risk;
· any intentional deviation from the protocol to eliminate immediate hazard to a research subject;

· any complaint by a subject that indicates an unexpected possibility of danger, harm or injury or which cannot be resolved by the research staff;
· any untoward event that compromises the privacy or confidentiality or other rights of the subject, members of their family, or any other individual; 

· any untoward event that presents a risk to the subject, investigator, research staff or others;

· any time a subject is not informed of a significant risk as part of the consent process. 
	1.
	Date of the Unanticipated Problem:   
	
	

	
	
	
	
	
	

	2.
	Was the problem unexpected? 

	
	Yes
	
	No

	
	An event does not meet the criteria of unexpected if it is 1) included in the current protocol, drug/device brochure or the informed consent, or 2) due to subject’s underlying disease or predisposing risk factors.         

	
	
	
	
	
	

	3.
	Was the problem related* to the research protocol?
	
	Yes
	
	No

	
	* If it cannot be determined whether an event is related, it should be reported as “possibly related.”

	
	
	
	Possibly 

	
	
	
	Probably

	
	
	
	Definitely 

	
	

	4.
	Did the problem involve a potential risk to subjects or others?
	
	Yes
	
	No

	
	a.  Describe the unanticipated problem:

	
	

	
	b. Explain the potential risk to the subject:

	
	

	
	c. Provide the outcome for this subject:

	
	

	
	
	
	
	
	
	

	5.
	What can this problem be attributed to?

	
	
	
	
	
	
	

	
	
	Inaccurate or inadequate instructions to the subject
	
	PI non-compliance

	
	
	Inaccurate or inadequate instructions in the protocol
	
	Research staff non-compliance

	
	
	Other, please describe below.
	
	Subject non-compliance

	
	
	

	
	
	

	
	
	

	
	
	
	
	
	
	

	6.
	Describe steps which have been taken to resolve the problem.

	
	

	
	
	
	
	
	
	

	7.
	Describe what procedures have been implemented to avoid future occurrences.

	
	

	
	
	
	
	
	
	

	8.
	How Does This Protocol-Related Problem Affect Human Subjects, the Protocol, and the Consent Form?

	
	
	
	
	
	

	
	A.  Do you have subjects receiving interventions or treatments now?
	
	Yes
	
	No

	
	
	
	
	
	
	

	
	B.  Is the study open to accrual?
	
	
	Yes
	
	No

	
	
	
	
	
	
	

	
	C.  Should the consent form or any portion of the protocol be revised as a result of this problem?

	
	
	
	
	
	
	

	
	Yes
	If yes, submit with this report a Request for Modification/Amendment to Approved Protocol form and include a copy of the summary of protocol changes and/or consent with changes highlighted & a consent without the highlighting for IRB approval stamp.

	
	
	

	
	No
	If no, provide rationale below.
	
	
	

	
	
	
	
	
	
	

	
	

	
	

	
	
	
	
	
	
	


	9.  Other Reporting

	A. Has a FAHC SAFE report been filed?
	
	Yes
	
	No
	

	
	
	
	
	
	

	B. Has the Sponsor been notified?

     (via case report or other means?)
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	C. Has a Medwatch Form been filed with FDA?
	
	Yes
	
	No
	If yes, attach a copy.

	
	
	
	
	
	

	
	
	
	
	
	

	D. Is this a GCRC or VCC Study?
	
	Yes
	
	No
	If yes, copy this report to the appropriate department.

	
	
	
	
	
	

	
	
	
	
	
	

	E. Is this a Gene Therapy Protocol?
	
	Yes
	
	No
	If yes, copy this report to the Institutional Biosafety Committee, Office of Human Research Protection (if applicable), NIH/OBA, and FDA.

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	F. Is any other institutional reporting required? 

    If yes, describe below:
	
	Yes
	
	No  

	
	
	
	
	

	

	

	10.
	Signature:  By signing below, the Principal Investigator assures the information contained on this form is true and accurate.

	
	Principal Investigator Signature:
	
	Date:
	

	RPO Use Only:

	
	Reviewed no further action.
	Comments:

	
	
	

	
	Refer to Safety Subcommittee.
	

	
	

	
	

	Committee Designee Signature/Date


Research Protections Office, 213 Waterman Bldg, 85 South Prospect St, Burlington, VT 05405, (802) 656-5040
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