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Protocol Deviation Report Form

Federal Regulation 21CFR 56.108(b)(1) requires the IRB to “follow written procedures for ensuring prompt reporting to the IRB…of…Any unanticipated problems involving risks to human subjects or others...”  

Below are examples of types of deviations that must be reported to the IRB:

1. adverse events occurring during the research (please use an adverse event form for this type of report);

2. any accidental or unintentional deviation from the IRB-approved protocol that involved risks or has the potential to recur;

3. any deviation from the protocol taken without prior IRB review to eliminate apparent immediate hazard to a given research subject; (for planned deviations use a modification form)
4. any publication in the literature, safety monitoring report, interim result, or other finding that indicates an unexpected increase in the risk to benefit ratio of the research;

5. any complaint of a subject that indicates an unanticipated risk or which cannot be resolved by the research staff; or

6. any other untoward event that affects the welfare or the privacy, confidentiality or other rights of research subjects or members of their family; 

7. any other untoward event that presents a risk to investigators and research staff involved in the conduct of the research.

Instructions: Please complete this form for each deviation from the approved protocols. 

Section 1 Project Identification

 

Table 1 

	Primary Investigator
	Title & Department
	Academic Degree(s)
	Telephone
	Address
	Email Address

	
	
	
	
	
	


Table 2 

	Submission Date
	

	Title of Project
	


Table 3 

Other Review Boards Involved (include copies of other IRB approvals/denials as an appendix to this application):

	Institution
	IRB  Contact Name
	Phone Number
	Email (if applicable)

	
	
	
	

	
	
	
	


Section 2 Nature of Protocol Deviation

__Survey not collected or obtained

__Ineligible participant enrolled into study

__Participant did not date the consent form or used the wrong date

__Participant did not sign the HIPPA release form

__Participant did not sign the consent form

__Participant signed an older/different version of the consent form

__Approved confidentiality procedures not followed

__Approved debriefing procedures not followed

__Approved examination, treatment, or counseling deviation

__Other:

Please provide a brief description of the deviation: 

Section 3 Subject Identification

Subject Identifier:

Age:

Gender: 

Section 3 Action Taken

Please explain what action was taken with regard to this subject:

Please explain what action has been taken to prevent this from recurring:

Section 4 Signatures

Signature of Primary Investigator:

Date: 
	For IRB Use Only

	SCU IRB Chair/Designee Review of Problem Report:

	
	Summary of the concern:

Yes or No: This represents a deviation involving risks to participants or others.
Yes or No:  This deviation resulted from serious or continuing noncompliance. 
If yes to any of the above, refer to convened IRB for review.

If no, review by expedited procedures.



	
	_______________________________                   ____________

Signature of IRB Chair/Designee                          Date


IRB USE ONLY    Project ID:_____








