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Please alter this document, including the codes below to match your Case Report Form

Study Title/Study Number

ADVERSE EVENTS 

Subject Study Number: _______________
 Subject Initials:




	Adverse Event
	( if

SAE
	Date of Onset
	Date 

Resolved
	Severity
	Any Tx?
	Related to TA? 
	Action

Taken (TA) 
	Outcome
	Invest Initials

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	ADVERSE EVENT CODES
	

	Severity? (assessed by investigator):

1 = mild

2 = moderate

3 = severe

4 = life threatening

5 = fatal 
	Action Taken (enter all that apply):

1 = none

2 = observation

3 = Intervention performed (specify in comments below)

4 = Temporarily discontinued TA 

5 = Dose Adjusted

6 = Discontinued TA

	Treatment(s) (enter all that apply):

1 = none

2 = OTC

3 = prescription drug

4 = hospitalization

5 = other (specify in comments)
	Outcome:

1 = resolved

2 = resolved with residual

3 = ongoing

4 = fatal

	Relationship to Test Drug (assessed by investigator):

1 = not related

2 = unlikely

3 = possibly

4 = probably

5 = definitely
	Additional Comments:
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