ADVERSE EVENT

Subject Number:      
Subject Initials:      
This form is a tool for study personnel to track adverse events.  Adverse events need to be summarized at the time of annual IRB renewal.  Sections A, B, C, & D may be filled out by the study coordinator or principal investigator.  Sections E, F, G, & H must be filled out by the principal investigator. 

A.  Adverse Event Description:      
B. Time of Adverse Event:

Start Date:
     



Start Time: 
       

End Date:
     



End Time:
       

C.  Treatment Needed?
 FORMCHECKBOX 
  YES


 FORMCHECKBOX 
  NO


If yes, describe:       
D.  Outcome of the experience:
 FORMCHECKBOX 
  Resolved
 FORMCHECKBOX 
  Continuing
 FORMCHECKBOX 
  Death

Signature of person completing form










Printed  Name











Date completed





______________________________________________________________________________________
E.  Severity of Experience:
Grade  FORMCHECKBOX 
  1
 FORMCHECKBOX 
  2
 FORMCHECKBOX 
  3
 FORMCHECKBOX 
  4
 FORMCHECKBOX 
 5


Toxicity Scale Used
 FORMCHECKBOX 
  GCRC
 FORMCHECKBOX 
  CTC v2.0
 FORMCHECKBOX 
Other (describe)       
F.  Was this a Serious Adverse Event?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, complete SAE report form and submit to IRB and SAC.  Reports may also need to be submitted to FDA, NIH, sponsor and/or DSMB.

G. Relationship to Study Drug

 FORMCHECKBOX 
  Related

 FORMCHECKBOX 
  Probably Related

 FORMCHECKBOX 
  Possibly Related



 FORMCHECKBOX 
  Unlikely Related

 FORMCHECKBOX 
  Unrelated

Additional Comments:       





Signature of PI


  Date

