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ADVERSE OR UNANTICIPATED EVENT SUBMISSION FORM 
Date: ______________
⃞ VA/On-Site   ⃞ Sponsor/Off-Site 
   ID:               Prom#: 

Principal Investigator:  


Protocol #: 

Protocol Title: 

Sponsor:




 Fund Administrator:

Research Coordinator: 

Investigators are to promptly report all unexpected and related adverse events to the IRB, within 3 days regardless of whether the event is serious or non-serious. In addition, all Serious Adverse Events are to be reported within 3 days.  Adverse events that are expected or unrelated do not need to be reported to the IRB.

Unexpected/Unanticipated:  not in the consent form, investigator brochure, protocol, package insert, or label; or unexpected in its frequency, severity, or specificity, 

AND indicate that participants or other are at increased risk of harm. 

Serious Adverse Events:  death, life-threatening, hospitalization- initial or prolonged, disability, congenital anomaly, or required intervention to prevent permanent impairment of damage.

Does this event involve radioactive materials?  ⁬ Yes ⁬ No  If yes, submit a copy to Health Physics Office (115)

PLEASE ATTACH A COPY OF THE ‘RISK’ SECTION FROM THE STUDY CONSENT FORM

AE:  ⃞ Initial Report   ⃞ Follow-up  
 Unanticipated Event:  ⃞ Initial Report   ⃞ Follow-up   

SAE Number _________________  ⃞ Initial Report ⃞ Follow-up   

Event Date:  _______________

Brief description, may be adverse event or unanticipated event or both:  __________________________

____________________________________________________________________________________

The AE is:       definitely          probably          possibly          not related          or is not assessable


I have reviewed the event submission and have decided that this information:

⁬ DOES NOT have to be incorporated into the consent form.

⁬ DOES have to be incorporated into the consent form (new version enclosed)

Signature of PI _________________________________
Date: ___________________

	                                            FOR IRB USE ONLY--- To be completed by IRB chair or designee:
Does this problem report represent:

	An unanticipated problem involving risks to participants or others?

 Yes (Follow policy on unanticipated problems involving risks to participants or others – submit to convened IRB for review and report to regulatory agencies)

 No*

A suspension or termination of IRB approval?

 Yes (Follow policy on suspensions and terminations of IRB approval – submit to convened IRB for review and report to regulatory agencies)

 No*

*If the answer to these two questions is “No,” no further action is required.     ⃞ Approve       ⃞ Disapprove
Signature of Reviewer:_________________________________________     Date:   _______________














