UAMS SERIOUS ADVERSE EVENT DATA COLLECTION TOOL

Version Date 3/17/03
	HRAC #
	DATA COLLECTOR:
	Dept
	Phone #:

	STANDARDS: HRAC Investigator’s Manual  21 CFR 312.66  CFR 46.116., ICH 8.3.17
	DATA COLLECTION PERIOD:

	STUDY TITLE:    
	PI
	Risk Category

	
	STUDY TYPE: Drug   Device    Social Science     Other

	INDICATORS:   100% OF ALL SERIOUS ADVERSE EVENT REPORTED

Instructions:  In the columns corresponding to the indicators below, indicate (+) if present or (-) if absent or N/A.

	SAE REVIEW FOR REPORTS SENT TO HRAC

1. Local or non-local HRAC SAE form completed

2. Form reviewed and signed by PI

3. Reports to  HRAC 


a. within 3 days for deaths on protocol or 60 days if after active treatment


b. within 7 days for serious adverse events

4.
Copies of SAE reports to



a.. Subject File


b. VA R & D if applicable


c. ACHRI if applicable

5.
SAE update made and distributed as outlined in steps 1-4.


	RANDOM REVIEW OF SOURCE RECORDS
6.   All local SAEs reported per SOP to HRAC

7.
All non-local SAEs reported per SOP to HRAC

GOAL: All study SAEs are reported within the time frame required by the UAMS HRAC

	Subject Study #
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	Action taken if Missing or Incomplete
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	THRESHOLD
	100
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