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Adverse or Unanticipated Event 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  
2. any accidental or unintentional deviation from the IRB-approved protocol that involved risks or has the potential to recur; (use the protocol deviation report form for this type of event)
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 unanticipated or adverse event. 

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 3 Subject Identification

Subject Identifier:

Age:

Gender:
Was the subject removed from the study?
If yes, please explain why they were removed. 

Section 4 Event Description

Date of event:

Date investigator was notified of event:

Describe the unanticipated problem which occurred during the conduct of the research:

(Include subject ID, chronology of events, persons involved, etc.)

Explain the reasons this unexpected/adverse event occurred: 

Describe the severity of the event: __ mild __ moderate __ severe

If serious, please indicate all that apply: __ death __ hospitalization __disability __ life threatening __ required intervention 
Relation of event to study protocols: __ unknown __ unrelated __ possible __ probable __ related


Explaination:
Section 5 Actions Taken by Investigator
Was this event reported to anyone other than this IRB (other IRB, OHRP, NIH, FDA, sponsor)? If yes, please explain.
Is a DSMB advising the PI/study group? If yes, please provide a copy of the report of this event. 

Does this problem place participants or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized?

Should the protocol and/or Informed Consent be revised? If yes, provide a description of the proposed protocol changes: (Attach a protocol modification form with a revised protocol for any proposed change to the protocol.) 

Should the research be suspended?  If yes, describe procedures you will follow for the suspension or termination of the research.  

Should enrolled participants be notified about his problem/event? If yes, attach a protocol modification form with a revised consent form or draft letter of notification with this report. 

Should other corrective action be taken in response to the unanticipated problem? If yes, provide a description of the proposed corrective action:  
BOX FOR COMMITTEE USE ONLY!
Yes or No: this represents an unanticipated problem involving risks to participants or others.
Yes or No: the research be suspended.
Yes or No: the protocol and/or Informed Consent should be revised. If yes, please describe below.
Yes or No: the enrolled participants be notified about his problem/event. If yes, please describe approved method below.
Yes or No: other corrective action be taken in response to the unanticipated problem.  If yes, please describe below.
Yes or No: the problem result from serious or continuing noncompliance? If yes, please list corrective action below.
If yes to any of the above, refer to convened IRB for review.
If no, review by expedited procedures.

Signature of IRB Chair: ________________________________________ Date: ______________
IRB USE ONLY    Project ID:_____








