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                       REPORT OF UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS
Instructions:  Federal regulations [45 CFR 46.103(b)(5) and 21 CFR 56.108(b)(1)] require the prompt reporting by investigators “any adverse events or unanticipated problems involving risk to subjects or others (UPIRTSO)”  The IRB defines unanticipated problems or risks to others as any problem or event which in the opinion of the local investigator was unanticipated, serious and at least possibly related to the research procedures. Report to the IRB within 5 working days, all protocol deviations, adverse events, serious adverse events, and unanticipated problems. Non-serious problems/events do not meet the IRB’s definition of UPIRTSO and should be reported in summary form only at the time of continuing review or in the final report. 
	1. GENERAL INFORMATION

	     Protocol Title:      

	     Protocol Number:         
	Date of Report:       
	Initial Report:   FORMCHECKBOX 

	Follow-up Report:   FORMCHECKBOX 


	     Name of Person Reporting:       
	Email Address of Individual Reporting:       

	     Date of Event:       
	Location of Event:      On site:   FORMCHECKBOX 
     Off site:   FORMCHECKBOX 
    

	2. PRINCIPAL INVESTIGATOR

	     Name:      
	Faculty:  FORMCHECKBOX 
     Staff:  FORMCHECKBOX 


	     School/Department:                                                  

	     E-mail Address:        
	Telephone Number: (     )     -            

	3. CO-INVESTIGATOR

	     Name:      
	Faculty:  FORMCHECKBOX 
     Staff:  FORMCHECKBOX 
     Student:  FORMCHECKBOX 


	     School/Department:                                                              

	     Campus Mailing Address:      
	      

	     E-mail Address:       
	Telephone Number: (     )     -            

	4. TYPE OF EVENT

	    The event is believed to be related to the research   FORMCHECKBOX 
                The event is not believed to be related to the research   FORMCHECKBOX 


	 FORMCHECKBOX 
 Protocol Deviation (Please describe deviation below and risk to subject that was eliminated as a result)
· Any deviation from the protocol taken without prior IRB review to eliminate an apparent immediate hazard to a research subject
· Any serious accidental or unintentional change to the IRB-approved protocol that involves risk or has the potential to recur

	

	 FORMCHECKBOX 
 Unanticipated Problem (Please describe the nature of unanticipated problem below and the change in the risk-benefit ratio if applicable)
· Any serious event, including on-site and off-site adverse events, injuries, side effects, deaths or other problems which in the opinion of the local investigator was unanticipated, involved risk to subjects or others, and was possibly related to the research procedures

· Any publication in the literature, safety monitoring report, interim result or other finding that indicates an unexpected change to the risk-benefit ratio of the research

	

	 FORMCHECKBOX 
 Adverse Event (Please describe the event and the nature of the risk to subjects below)

· Any breach in confidentiality that may involve risk to subject or others
· Any complaint of a subject that indicates an unanticipated risk that cannot be resolved by the research staff
· Any serious and possibly related event which in the opinion of the investigator constitutes an unanticipated risk

	

	5. INFORMED CONSENT PROCESS

	Does this problem/event alter risk to past, present or future subjects?
	Yes  FORMCHECKBOX 
  No   FORMCHECKBOX 
   Don’t Know  FORMCHECKBOX 
  

	     

	Based on your judgment, should this problem/event be added to the consent form as a potential risk?  Explain rationale.
	Yes  FORMCHECKBOX 
  No   FORMCHECKBOX 


	     

	Based on your analysis of this problem/event, should currently enrolled subjects be notified?  

Explain rationale.
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	     


**Please obtain E-Signatures through IRBNet from the following prior to submission:
Principle Investigator

Co-Investigator(s)
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