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Unanticipated Problem and/or Adverse Event Report
Unanticipated problems and/or adverse events, whether they affect subjects or others, must be reported to the IRB.  If the problem/event is either serious or unanticipated, complete this form and forward to the IRB Office.  The problem/event must be reported to the IRB within 48 hours after the researcher first learns of the problem/event.  This initial notification need not be in writing.  However, within 5 business days, the Investigator must submit a written report with supporting documentation relevant to the report, if any.  Changes in previously reported events or problems should be reported to the IRB Office.  If you have any questions concerning reporting requirements, Call the IRB Office at (765) 494-5942.  

If an IRB-approved protocol includes more stringent reporting requirements to the FDA, a funding agency, sponsor, or a Data Safety Monitoring Board (DSMB), the more stringent requirements must be adhered to and reported to the IRB in accordance with the more stringent reporting requirements.

Protocol Information
	Report:
 FORMCHECKBOX 
 Initial     

 FORMCHECKBOX 
 Follow-Up
	
	Event Location:
 FORMCHECKBOX 
 Purdue Site          



 FORMCHECKBOX 
 External Site
	
	Study:
 FORMCHECKBOX 
 On-site


 FORMCHECKBOX 
 Multi-Site


	Principal Investigator:
	
	
	Department:
	

	Phone:
	
	
	Email:
	

	Protocol No.:
	
	Sponsor/Funding Agency:
	

	Protocol Title:
	
	
	
	


Nature of Problem/Event
Check all that apply:

 FORMCHECKBOX 


Serious. Problem/event is (1) fatal, (2) life-threatening, (3) requires or prolongs hospitalization, (4) produces a disability/incapacity, (5) results in congenital anomaly/birth defect, or (6) requires medical intervention to prevent one of the outcomes listed above.


 FORMCHECKBOX 


Unanticipated.  A problem, event or outcome not already described as a potential risk in the consent form, not listed in the IRB protocol and/or Investigator’s Brochure, and not part of an underlying disease or condition. 

 FORMCHECKBOX 


Anticipated. Though described as a risk, the event or outcome has occurred with unexpected severity or frequency.
Problem/Event Summary
Please address each of the following in your summary report of the problem/event.

1.
Subject identifier (for purposes of confidentiality, do not identify the subject by name):
2.
Description of the nature of the problem/event:
3.
Date, time, and location of the problem:
4.
Action taken to address the problem:
5.
The subject’s prognosis or probable outcome:
6. 
Assessment of causality (i.e., problem/event is definitely, probably, OR possibly associated with this protocol):
7.
What follow up measures have been taken or are planned:

Additional questions:

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No 
Should the research protocol and/or informed consent/assent documents  be revised as a result of this event? 
If yes, enclose revised documents. 
If no, explain rationale.

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No 
Do you plan to notify currently enrolled individuals of this event and/or re-consent subjects?
If yes, describe the method. 
If no, explain rationale.
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No 
Have you complied with all applicable reporting requirements of the Sponsor, FDA, etc.?

Certification by Principal Investigator
My signature certifies the following:

1.
All necessary information has been assessed and attached report has sufficient detail to facilitate IRB review.
2.
The risks of the research are minimized to the greatest extent possible.
3.
The risk-benefit relationship of the research continues to be acceptable.
4.
Check which of the following applies related to consent forms:


 FORMCHECKBOX 
 The consent form/research protocol does not require revision. Copies of the current documents are attached; or

 FORMCHECKBOX 
 The consent form/research protocol requires revision. Copies of the current documents are attached; or

 FORMCHECKBOX 

The informed consent requirement was waived for this protocol.  No copies of consent documents are attached.






        





Investigator’s Signature



Date

IRB Review

 FORMCHECKBOX 

Expedited review sufficient

 FORMCHECKBOX 

Full review necessary

Recommended Action(s):

 FORMCHECKBOX 

Continue study as submitted and approved by the IRB. No changes necessary. 

 FORMCHECKBOX 

The informed consent and/or research protocol should be amended to address this problem/event. However, subjects already enrolled do not need to be advised.

 FORMCHECKBOX 

The informed consent and/or research protocol should be amended to address this problem/event and subjects already enrolled should be advised appropriately. No new subjects may be enrolled until the IRB has approved the revisions.

 FORMCHECKBOX 

Suspend the study pending further review.

 FORMCHECKBOX 

Report to Institutional Official.

 FORMCHECKBOX 

Other: 



Reviewer’s Comments:







        





IRB Chair’s or Designee’s Signature


Date

	Human Research Protection Program


	155, South Grant Street


                Ernest C. Young Hall, Room 1032


	West Lafayette, IN  47907-2040


	(765) 494-5942; Fax (765) 494-9911


	E-mail: irb@purdue.edu
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