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Massachusetts Institute of Technology
Committee on the Use of
Humans as Experimental Subjects
COUHES
COUHES Protocol #

     
Submission Date

     
Protocol event reporting Form

Serious or unexpected adverse reactions or injuries and/or unanticipated problems experienced by subjects or others from their participation in a COUHES approved study must be reported to COUHES within 48 hours. Other reportable events should be reported within 10 working days.

Please answer every question and provide sufficient detail. Indicate N/A where the question does not pertain to your protocol. Incomplete applications will be rejected and returned for completion.
I. What is being reported? 

Check all that apply.
	 Subject Compliant Unanticipated problem                        
 Protocol Deviation 
 Adverse event                                      


II. BASIC INformation
	1. Title of Study

	     

	2. Principal Investigator

	Name:      
	Building and Room #:      

	Title:       
	Email:      

	Department:       
	Phone:      


III. REPORTABLE EVENT
	1. Description of the Reportable Event 
Please provide a detailed description.

	A. Date(s) of the reportable event:      

	B. Subject Study ID(s) [Do NOT include subject identifers]: 

	C. Event description including nature of the injury to the subject (if applicable):      

	D. Relationship of the reportable event to the protocol
Seriousness
Was the event expected? Was it described in the consent form?
Was the event related to participation in the research? 
Was this an unanticipated problem (UP) involving risks to subjects or others?*
 Serious
 Not serious

 Expected and described in the Consent Form(s)
 Unexpected

 Related
 Possibly related
 Unlikely related
 Unrelated
 Yes, this is a UP

 No, this is not a UP

*Adverse events that are unexpected, related or possibly related, and put the subjects or others at harm meet the definition of Unanticipated Problems involving Risks to Subjects or Others. For more info, click here.
Additional comments (optional):      

	2. Treatment of the Subject
Describe the treatment provided to the subject and indicate if the subject recovered. Indicate N/A if this does not pertain to your submission. 

	     

	3. What arrangements will be made to prevent the likelihood of similar event(s) from happening in the future?

	     


Signature of Principal Investigator 

Date 



Print Full Name and Title 


Signature of Department Head 

Date 



Print Full Name and Title 


Signed copies of the Protocol Event Reporting Form and supporting documents should be e-mailed to couhes@mit.edu.
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