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REPORT DATE:
MEMORANDUM FOR CHIEF, DEPT OF CLINICAL INVESTIGATION, WRNMMC

SUBJECT:  REPORT OF INTERNAL ADVERSE EVENTS(s) 
A. PROTOCOL INFORMATION
1. PROTOCOL/WORK UNIT NUMBER:  

2. Sponsor’s AE number or designation

2.  TITLE:  

3. PRINCIPAL INVESTIGATOR:  

4. DEPARTMENT/SERVICE:  

5. PI TELEPHONE #: 

FAX #:  

E-mail:
6.
Number of subjects enrolled at all applicable sites:


WRAMC: ____   NNMC____ MGMC: ____ USUHS ____ 


Total Study-Wide as applicable: _________

7.
Is the study open to enrollment? Yes ___ No ___

B. ADVERSE EVENT AND SUBJECT INFORMATION    
SUMMARY OF THE ADVERSE EVENT - Provide a detailed description for the adverse event reported.  Attach copies of any pertinent medical records/summaries (with all patient identifying information eliminated). Use a separate report for each AE if multiple subjects.
Description of the Event: __________________________________________________

_______________________________________________________________________________

Type of the AE - 
1.
Specify coded subject ID: ________
2.
Initial Report ___ or Follow-up Report ____
3. 
Date of the adverse event: _______
4.  Is it Serious?  Yes ___ No ___

5.  Is it Unexpected?  Yes ___ No ___

6. Is it related or possibly related to the research study?  Yes ___ No ___

C. RISK ASSESSMENT:   
1.   Have similar adverse events occurred on this protocol? 
Yes ___ No ___
Unknown ___




If yes, at: WRAMC___ NNMC___ MGMC___ USUHS___ Other site__ 


 2.  Is the risk of this event described in the consent form?  
Yes ___ No ___
3. Determine if a change is necessary: 
a. Modify the consent form? Yes ___ No ___
b. Modify the protocol? Yes ____ No _____
c. Informing subjects who have already consented for participation in the study of the adverse event the AE? Yes ___ No ___


If yes, please specify the changes (and attach a draft consent form/protocol/letter): ______________________________________________________________________
4.   Have you complied with all applicable adverse event reporting requirements of the study sponsor and/or appropriate regulatory agencies? 
a. FDA: Yes ___ No ___ NA___
b. Sponsor:  Yes ___ No ___ NA___
c. Other, please specify ___________________________________________________

D. MEDICAL MONITOR'S COMMENTS (*evaluate any change in risk and benefit ratio): ___________________________________________________________________________
___________________________________________________________________________

 E. CONCLUSION/AE RESOLUTION:  Provide any additional information as appropriate. 

____________________________________________________________________________
_____________________________________________________________________________

F. PRINCIPAL INVESTIGATOR/MEDICAL MONITOR: Your signature below certifies that you have assessed the information concerning the adverse event and that in your judgment the risks of this research are minimized to the greatest extent possible and continue to be outweighed or balanced by the potential benefits.

  (Signature Required)


     
_______________________

              _________________          

PRINCIPAL INVESTIGATOR    

   DATE


  Type in Signature Block 



 
(Signature required if appropriate) 
______________________


_________________

MEDICAL MONITOR


 DATE

Type in Signature Block

Encl. (As Appropriate)
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