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D.IV.b  Reporting ​ Unanticipated Problem and Adverse Events  (Involving Risk) 
PI Name:_____________________________Email:____________________Phone:___________
Coordinator:
_________________________Coordinator phone: ________________________
Date:  _______________________________
1.   Protocol IRB Number:
[image: image1.wmf] 

Initial Report              

          
[image: image2.wmf] 

Follow-up Report 
2.   Title:  
3. . Event information:
[image: image3.wmf] INTERNAL (Local) Participant/Problem      [image: image4.wmf]EXTERNAL (Non-Local) Participant/Problem     

Participant number, if applicable: ________or Medwatch number, if applicable: __________
Event/Problem Description: 
Outcome to this point:

4.    Determination: 

In the opinion of the investigator this adverse event may qualify as an Unanticipated Problem or  Adverse Event  because the event meets all three criteria listed below.  The event is: 

1.  [image: image5.wmf] 

  Unanticipated includes severity or frequency  AND
2.  [image: image6.wmf] 

  At least possibly related to the study intervention AND  

(Must choose a or b)
 3 a.      [image: image7.wmf] 

       Serious or;  

 3 b .     [image: image8.wmf] 

        Not serious but suggests placing subjects or others at greater risk. 
If boxes are NOT checked for items 1, 2 and either 3a or 3b, and this is not a County patient, STOP! 
Keep this record in your file and include this event in the adverse event table of your next progress report. 
If all three are checked, complete this form and submit to the IRB according to the timeline below.
5   Reporting Timeframes: 

Prompt Reporting is defined as notifying the IRB:

· within 7 days for most internal events  (48 hours if life- threatening or fatal local event) 

· 14 days for external events from date the local study staff becomes aware of the event  

      (or for internal events which were not serious and were quickly resolved). 
	Reporting Timeliness
	YES
	NO

	Was this report submitted within the prompt reporting timeframe?

If not, explain:  
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6.   Corrective Actions
	Immediate Actions 
	YES
	NO
	Amendment

	Has enrollment been suspended ? 
Details: 
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	[image: image13.wmf]Submitted

[image: image14.wmf]Forthcoming

[image: image15.wmf]N/A

	Has all or part of the study been suspended/terminated ?
Details: 
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	[image: image18.wmf]Submitted

[image: image19.wmf]Forthcoming

[image: image20.wmf]N/A

	Other information/comments

	
	
	


	Other Corrective Actions 
	YES
	NO
	Amendment

	Should the consent form be revised?
Details: 
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	[image: image23.wmf] Submitted

[image: image24.wmf]Forthcoming

[image: image25.wmf]N/A

	If no, explain why not.



	Should the study plan/protocol be revised?
If no, provide explanation: 
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[image: image29.wmf]Forthcoming

[image: image30.wmf]N/A

	Should enrolled participants be notified?
If no, provide explanation: 
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[image: image34.wmf]Forthcoming
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	Should completed participants be notified?
If no, provide explanation: 
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[image: image39.wmf]Forthcoming

[image: image40.wmf]N/A

	Have other entities been notified? 

If yes,    Sponsor [image: image41.wmf]   Funding Agency [image: image42.wmf]    FDA [image: image43.wmf]   Other □
If not, provide explanation. 
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Other Corrective Actions:     
Signature of Principal Investigator                                                                Date
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