Adverse Event Log

	IRB #:
	PI Name:

	Subject ID#
	Date of
Onset
	Date

Resolved
	Outcome*
	Serious-

ness**
	Relation-

ship***
	Unanticipated (Y/N)
	Action with

Study

Treatment****
	Reportable
to Sponsor (Y/N)
	Date Sent to Sponsor
	Reportable
to IRB
(Y/N)
	Date Sent to IRB
	PI Initials and date
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Key

	*Outcome

1. Resolved

2. Resolved with sequelae

3. Recovering

4. Not Recovered/Not Resolved

5. Fatal

6. Unknown
	**Seriousness
1. Fatal

2. Life-threatening

3. Serious

4. Not Serious
	***Relationship
1. Definite

2. Probable
3. Possible
4. Unlikely
	****Action with Study Treatment
1. No Action

2. Interrupted

3. Discontinued
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