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Adverse Event (AE) – Protocol Deviations & Violations – 
Unanticipated Problems Report Form

1.  Principal Investigator Name:  Click here to enter text.

2.  Protocol Number:  Click here to enter text.

3.  Check one of the following:

	☐Adverse Event		☐Protocol Deviation/Violation		☐Unanticipated Problem

4.  Date of the Event, Deviation/violation, or problem:  Click here to enter text.

5.  Subject Age:  Click here to enter text.

6.  ☐Male 	☐Female 

7.  Event, Deviation/violation, or Problem:

a. Description:  Click here to enter text.


b. Outcome:  Click here to enter text.


8.  ☐Resolved 	☐On-Going


Pertinent Subject History:

1.  Do you recommend changes to the protocol?   ☐No 	☐Yes (if yes, include new protocol form with     changes highlighted)

2.  Do you recommend changes to the consent form? ☐No   ☐ Yes  (if yes, include new consent form with changes highlighted)
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Signature of Principal Investigator:   Click here to enter text.			Date: Click here to enter text.
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