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Adverse Events Form

Adverse Events and Serious Adverse Events must be reported to the IRB by the Principal
Investigator within 48 hours after an event is discovered. In the event of a Serious Adverse Event
the Principal Investigator must also contact the IRB Chair via phone or email.

Adverse Event (AE): an undesirable and unintended event occurring during the course of a
research project, which results in either physical or psychological/emotional injury.

Serious Adverse Event (SAE): an adverse event that results in death or is life threatening, results
in serious injury or disability, or requires hospitalization or prolongation of an existing
hospitalization.

IRB #: Click or tap here to enter text.
Study Title: Click or tap here to enter text.
Principal Investigator: Click or tap here to enter text.

Phone Number: Click or tap here to enter text. Email: Click or tap here to enter text.

Adverse Event [ Serious Adverse Event [
Date AE/SAE was discovered: Click or tap here to enter text.
Date of the event: Click or tap here to enter text.

Describe the event (number of participants effected, where/when the event occurred, relevant
information about those effected, etc.):

Click or tap here to enter text.

Principal Investigator’s Signature Date




Submit directly to:

Dr. Jason Conway

Attn: WIU IRB

Westmoreland Intermediate Unit

Greensburg, PA 15601

Result of Review: Click or tap here to enter text.

IRB Chair Signature:

Date:



