
IND Study #______ Adverse Events Pg of

Subject ID: I N D # # U A * Mark here if no adverse events occurred

Subject Initials:
Relationship

Description of Adverse Event Grade IND Drug Protocol Action 
taken

Outcome Serious?

1 Not related None Persisted Yes

1 2 Unlikely Resolved No

Drug stopped 
temporarily3 Possible Unknown

Start 
Date 4 Probable Death

Stop 
Date Drug stopped

permanently
5 Definite

Day Month Year Ongoing?

1 Not related None Persisted Yes

2 2 Unlikely Resolved No
Drug stopped 
temporarily3 Possible Unknown

Start 
Date 4 Definite Death

Stop 
Date 5 Drug stopped 

permanentlyDay Month Year Ongoing?

1 Not related None Persisted Yes

3 2 Unlikely Resolved No

Drug stopped 
temporarily3 Possible Unknown

Start 
Date 4 Definite Death

Stop 
Date Drug stopped 

permanently
5

Day Month Year Ongoing?

Completed by: On:
Day Month Year
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