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1. Nature and severity of the adverse event (describe the problem):

2. Was health care required?  Be specific (transported to ER or clinic, treated on grounds, referred for mental health counseling…)

3. Researcher’s response: What was done to address the situation?

4. Final outcome of the adverse event, including research participant’s response to the steps taken in question 3 above.

5. Is the adverse event already listed under “risks” in the current consent form?

6. Are any changes required in the consent form to better inform and protect future subjects? If yes, submit a revised consent form.  If no, provide a brief rationale.

7. In your judgment, is a change in protocol necessary to reduce or eliminate risk? If yes, submit an amendment.  If no, provide a brief rationale.

_____________________________________                            _______________________
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           Signature Faculty Advisor                                                              Date
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