HUMAN SUBJECT RESEARCH
ANNUAL ADVERSE EVENT REPORT FORM

Good Clinical Practice defines an adverse event (or adverse reaction) as any medical occurrence in a study subject, not necessarily having a causal relationship with the study procedures.


1. List each type of adverse event in the chart below that has been observed at this site during the current year. (i.e. headache, rash, GI bleed, death, etc.)


2. List subjects by unit # or numeric identifier with adverse events, identify the event(s) (reaction), using appropriate abbreviations, and characterize each as to:

        
a) Severity - mild, moderate, severe

        
b) Recovery - total, partial, none

        
c) Relationship to protocol - none, possible, probable, definite
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