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                 Version 21-May-15
Subject Initials: ___________________________


Protocol name
_____________________

       
ADVERSE EVENT LOG
(Record all adverse events occurring from the time of consent is signed until the end of the subject’s participation in the study.)


	Adverse Event Term
	Is Event an SAE?
	Start Date
	Stop Date/

Ongoing
	Frequency
	Intensity
	Relationship to Study Drug(s)

(Completed by a physician Investigator)
	Investigator Initials/Date
	Relationship to Background Therapy(ies)
(Completed by a physician Investigator)
	Investigator Initials/Date
	Action Taken Regarding Study Drug(s)
	Outcome
	Caused Subject to Discontinue Study?
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	KEY

	Frequency:

Once - 1

Intermittent - 2

Continuous - 3
	Intensity:

Mild - 1
Moderate - 2
Severe -3
	Relationship to Study Drug:

Certain - 1
Probably Related - 2
Possibly Related - 3
Unlikely to be related - 4
Unrelated - 5
Unassessable/Unclassifable - 6
	Relationship to Background Therapy:

Certain - 1
Probably Related - 2
Possibly Related - 3
Unlikely to be related - 4
Unrelated - 5
Unassessable/Unclassifable - 6
	Action Taken with Study Drug:

Dose Increased - 1

Dose not changed - 2
Dose reduced - 3
Dose temporarily discontinued - 4
Dose withdrawn - 5
Not Applicable - 6

Unknown - 7
Other, specify - 8
	Outcome of Event

Fatal – 1
Not Recovered/ Not Resolved – 2

Recovered/Resolved – 3

Recovered/Resolved with Sequelae – 4

Recovering/Resolving – 5

Unknown - 6
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