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	Adverse Event and Unanticipated Problem Reporting Form



Refer to CHA policy on Reporting Adverse Events and Unanticipated Problems (Staffnet access required) before completing this form.
1. Title of Study:      
2. Principal Investigator:      
3. IRB 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.
Date PI/research team learned of Event:      
A.
Description of event:

     
B.
Please answer the following (refer to the policy for guidance):
1. Is this an adverse event?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

2. Is this a serious adverse event?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No (yes, if 1 of more of the 6 boxes below is checked)

Nature of event (check all that apply): 

 FORMCHECKBOX 
 Resulted in death  FORMCHECKBOX 
 Was life-threatening

 FORMCHECKBOX 
 Resulted in hospitalization or prolongation of existing hospitalization

 FORMCHECKBOX 
 Resulted in a persistent or significant disability/incapacitation

 FORMCHECKBOX 
 Resulted in a congenital anomaly/birth defect

 FORMCHECKBOX 
 
May jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the other outcomes listed above. 

3. Is this an unanticipated problem?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No (check all that apply; if all 3 of the following boxes are checked this is an unanticipated problem):

 FORMCHECKBOX 

Was Unexpected

 FORMCHECKBOX 

Was Related or Possibly Related to participation in the study

 FORMCHECKBOX 

May place subject(s) or others at greater risk of harm than previously recognized


4.  
Is this an unexpected adverse event?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

5.  
In your opinion, was this incident related to the protocol?




 FORMCHECKBOX 
 Definitely Related
 FORMCHECKBOX 
 Probably Related
 FORMCHECKBOX 
 Possibly Related 



 FORMCHECKBOX 
 Unlikely Related 
 FORMCHECKBOX 
 Unrelated

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

7.  
Does the subject require further medical treatment?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No



8.  
Will the subject remain in the study?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

9.  
Are consent form changes required?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
If Yes, submit a revised Informed Consent 


with the revisions tracked.

10.  Is a protocol revision required?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  
If Yes, submit a revised protocol with the revisions 

tracked.


11.  Do currently enrolled subjects require notification or re-consenting as a result of the event*?    

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, detail when and how notification and/or re-consent will occur (e.g., at next clinic appointment, immediate telephone notification to subjects):       
For IRB Office Use Only 
Date Received in IRB office:  ______________  

Reviewer determination:
 FORMCHECKBOX 
 No further action required; ok to file.
 FORMCHECKBOX 
 Request PI to submit follow-up details regarding the SAE/UP, when available
 FORMCHECKBOX 
 Additional information or clarification required:      
 FORMCHECKBOX 
 Protocol and/or ICF changes 

 FORMCHECKBOX 
 None


 FORMCHECKBOX 
 Reviewed and approved as submitted


 FORMCHECKBOX 
 Reviewed and changes required:      

 FORMCHECKBOX 
 Will be reviewed separately
 FORMCHECKBOX 
 Forward to convened IRB for review; meeting date:     
Additional Comments:      
Reviewer name:      
Reviewer Signature:      
Date of Review:      
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