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Institutional review board (irb)
research project adverse event report

This form should be used to report to the IRB unanticipated problems that arise during research and pose risks to subjects or others. This completed form must be submitted promptly to the IRB Administrator, both electronically and in hard copy. 

Project Title:

Researcher Signature:





Date:

A. Adverse event
Use this space to describe any physical injury suffered by a subject as a result of participation in the research activities.

B. Unanticipated risk/harm

Use this space to report unanticipated social and psychological harm or risk of harm. Examples include: accidental disclosure or loss of subject data, breach of confidentiality, loss of employability or insurability, stigmatization, or criminal and civil litigation.
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