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 Cambridge Health Alliance
	Serious Adverse Event Reporting Form



Refer to CHA policy on reporting Serious Adverse Events to the IRB before completing this form.
1. Title of Study:      
2. Principal Investigator:      
3. Protocol Number:      
4. Subject ID:      

5.
Age of Subject:      

6.
Date of Report:      
7.
Site of Event:  FORMCHECKBOX 
 TCH   FORMCHECKBOX 
 SH   FORMCHECKBOX 
 WH   FORMCHECKBOX 
 Other:      
8.
Date of Event:      
9.
Time of Event:      
A.
Description of SAE:

     
B.
Please answer the following:

1.  
Is this a serious adverse event?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


2.  
Is this an unexpected adverse event?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

3.  
In your opinion, was this incident related to the protocol?




 FORMCHECKBOX 
 Definitely Related
 FORMCHECKBOX 
 Probably Related
 FORMCHECKBOX 
 Possibly Related 



 FORMCHECKBOX 
 Unlikely Related 
 FORMCHECKBOX 
 Unrelated


4.  
Was medical treatment provided for this event?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 


5.  
Does the subject require further medical treatment?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No



6.  
Will the subject remain in the study?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

7.  
Are consent form changes required?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
If Yes, submit a revised Informed Consent 


with the revisions highlighted.
For IRB Office Use Only 

Reviewed:
( Yes
( No

Date of Review:  ________________________

On File: 
( Yes
( No

Discussed at IRB Meeting:    ( Yes    ( No 


Additional Comments ____________________________________________________________

______________________________________________________________________________
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