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PATIENT INFORMATION
STUDY ID Gender Weight Height
ADVERSE EVENT INFORMATION
Event term (grouping symptoms as a single disease) Type of notification Data and time of the event

Event’s description (state before onset, course of AE indicating significant findings, laboratory data, measurements taken, etc.)

Seriousness
[1 Death [ Lifeindanger [ Congenital anomaly [ Hospitalization

] Permanent / significant disability L1 Another major medical condition

Intensity:
O Severe [0 Moderate O mild

Result:
[ solved [ NonSolved [ Unknown [ Solved with con sequels [ Fatal Data:

INFORMATION METHODOLOGY IN RESEARCH

IMP Relationship to the adverse event

O True O Probable O Possible O Unlikely OO Not related
O Unclassifiable O Not classified

START DATE: END DATE:
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