Template
Adverse Event Log
Purpose: The purpose of this template is to systematically document and track all adverse events experienced by study participants. This log should supplement additional source documentation of the participant visits, assessments, and full documentation of the event. 
Instructions: 
1. List each AE. 
· Record a separate entry for each new adverse event.
· Document any adverse event with increased severity.
· Note any changes in the relationship to the study drug.
· Include any pre-existing medical conditions that have worsened.
2. If the adverse event meets the definition of serious, check the appropriate box (Yes or No). Serious adverse events (SAEs) include:
· Death
· Life-threatening events
· Events requiring or prolonging hospitalization
· Persistent or significant disability/incapacity
· Congenital anomaly/birth defect
3. Indicate the severity of the event (Asymptomatic, Mild, Moderate, Severe).
4. Document if the event is expected (Yes or No). If the event is marked as “No”, indicating the event is unexpected (in nature, severity, or frequency) and the relationship to participation in the study is at least possibly related, the event is reportable to the IRB. 
5. Provide the dates when the adverse event began and ended.
6. Assess and record the causal relationship of the adverse event to the study intervention (Related, Possibly, Not Likely, Not Related).
7. If any action was taken in response to the adverse event, provide specific actions taken in response to the adverse event, such as: 
· Study drug dosage adjusted
· Study drug interrupted
· Study drug permanently discontinued
· Concomitant medication taken 
· Non-drug therapy given
· Hospitalized/prolonged hospitalization
8. Document the outcome of the adverse event (Recovered, Not Recovered, Recovered w/Sequelae, Fatal, Unknown)
9. The PI should initial and date the event confirming relationship and agreement with the documented event as soon as possible but no later than one week after becoming aware in order to comply with reporting requirements. SAEs often require reporting within 24 hours. 
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