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Investigator Review of Adverse Events (AE's)

Adverse events should be collected and documented for each study

participant on an AE log or within source documents. Each AE should be
individually reviewed with signature and date of the Principal Investigator (Pl)
or Sub-Investigator (Sub-l). Pl signature and date at the bottom of each page
of an AE log should only be completed at the conclusion of study

participation. Assessment of each AE should include the following:

Severity: Intensity of the AE
Attribution: Relationship to study drugfintervention
Expectedness: Was the AE expected?
Seriousness: Does the AE meet SAE criteria?

Dose Limiting Toxicity (DLT), if applicable

The AE Log Template below is located in the OQC Toolkit and available to
research teams to download and adapt for their own use.
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Itis recommended to review the current IRB approved protocol

for additional safety event evaluation criteria requirements.





