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Unanticipated Problems that are Adverse Events Reporting Form


PRINCIPAL INVESTIGATOR:	

PROTOCOL TITLE:	

SUBMISSION DATE:


Federal Regulation 21 CFR 56.108(b)(1) and 45 CFR 46.103(b)(5) require the IRB to “follow written procedures for ensuring prompt reporting to the IRB…any unanticipated problems involving risks to human subjects or others…”

An unanticipated problem is defined as any incident, experience, or outcome that meets all of the following criteria:

· Unexpected (in terms of nature, severity, or frequency) given 1) the research procedures that are described in the protocol-related documents, such as the IRB-approved protocol and informed consent document, or 2) the characteristics of the subject population being studied;
· Related or possibly related to participation in research; and
· Suggests that the research places subject or other at a greater risk of harm (including physical, psychological, economic, or social hard) than was previously known or recognized.

All reports to the CRS IRB of unanticipated problems should explain clearly why the event is “unanticipated” and clearly explain why the event represents a “problem involving risk to human subjects or others.”

The CRS IRB expects reports to the IRB of unanticipated problems to include a corrective action plan to address the issue, or written justification for why none is provided.  

The Principal Investigator is responsible for completing and returning this form to the CRS IRB within 5 days of the event.  The PI is also responsible for reporting any unanticipated problems that are adverse events to the sponsor or funder of the study, if applicable.










Please fill out the information below to the best of your knowledge.  To complete a grey text box, click in the field and type as you normally would.


1.  Please describe the unanticipated problem that occurred.
[bookmark: Text1]     

2. Please describe why you consider this problem to be “unanticipated.”
[bookmark: Text2]     

3. Why do you consider the event a “problem involving risk to human subject or others?”  How does this event suggest that subjects or others are at greater risk of harm than was previously known?
[bookmark: Text3]     

4. What changed do you propose to the protocol and/or consent form to protect the rights, welfare, and safety of the research subjects.  If none are proposed, provide the rationale for why changes are not needed.
[bookmark: Text4]     

5.  Is there any other information about the event, research participants, or protocol you feel the CRS IRB should be made aware of at this time?
[bookmark: Text5]     


_____________________________			_________________
Principal Investigator					Date









[bookmark: Text6]CRS IRB Comments:       
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