VAPHS IRB

External Adverse Event Log Investigator Cover Sheet

Instructions: Please complete this form and attach a print out of the External Adverse Event Log (Excel Spreadsheet) for all external adverse events that have been received for this trial to date.
	Principal Investigator:      

	Phone:       

	Email:      

	Title of Study:      


	MIRB #:      


	Date of this Report:      


	Is there a Data Safety Monitoring Board for this study:      FORMCHECKBOX 
 YES            FORMCHECKBOX 
  NO
If Yes, please:

· provide the date of the most recent DSMB meeting:  ____/____/____

· attach a copy of that report or provide the date that report will be available: ____/____/____


	Study Intervention (Treatment/Procedure/Drug):      


	Have all external adverse events determined to be serious, unexpected and at least possibly related to the study intervention or procedures been previously reported to the IRB in accordance with VAPHS IRB policy?    

 FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO

 If NO, please submit a completed VAPHS IRB Adverse Event Report for each of these events with this submission.


Principal Investigator’s Signature: ______________________________________________


Date: ___________________
4/2/07

