University of Hawaii –Human Studies Program
Unanticipated Problem (UP) Report
	INSTRUCTIONS: Additional requirements for reporting UPs are documented in Human Studies Program SOPP 101, available on the IRB website (https://manoa.hawaii.edu/researchcompliance/policies-guidance). Append relevant documentation to this report as appropriate, including the most recently IRB-approved consent form, as applicable to the study. Submit this report to the UH Human Studies Program via email at uhirb@hawaii.edu AND submit a hard copy to the Human Studies Program, 1960 East-West Road, Biomed B-104, Honolulu, HI  96822.

	CHS Number:
	     
	UP Location:     FORMCHECKBOX 
 Internal to UH       FORMCHECKBOX 
 External to UH       FORMCHECKBOX 
 Internal and External to UH

	Study Title:
	     

	UH Principal Investigator:
	[image: image1.emf]X


	PI Name (Print)
     


	Part A: 
Investigational Agent

	Name of Investigational Agent (N/A if not applicable)

     
	Study Sponsor 
     

	Part B:
Protocol Enrollment Status

	Enrollment Status:    FORMCHECKBOX 
  Open     FORMCHECKBOX 
  Temporarily Closed    FORMCHECKBOX 
  Permanently Closed  
	Number Locally Enrolled      

	Part C:
Reporting Requirements

	Only if all of the 4 boxes below are check, report this UP to the UH IRB as soon as possible and within 10 days following discovery.

 FORMCHECKBOX 
   Did this event have an unfavorable effect on one or more study subjects? 

	 FORMCHECKBOX 
   Was the event unexpected in nature, severity or frequency?

 FORMCHECKBOX 
   Was the event related or possibly related to participation in this study?


	 FORMCHECKBOX 
   Does the event suggest that the research places subjects or others at greater risk of physical, psychological, economic, or social harm than was previously known or recognized?

	Part D:
About the Unanticipated Problem

	The following information should be provided by the UH PI/designee. It is not acceptable to answer, “see attached” referencing a sponsor’s report; however, it may be appropriate to append a sponsor’s report (e.g., DSMB or closure report) as further documentation of the UP. 

1. Describe the study population and the study subjects who experienced the unanticipated problem (by age, gender, diagnosis, etc.).

                     
2. What was the date(s) that the unanticipated problem occurred?

                     
3. Describe the unanticipated problem and its outcomes.

     
4. Describe corrective actions already taken and planned.
                     


	Part E:
Investigator Recommendation to the IRB

	 FORMCHECKBOX 
   I recommend a change in the protocol (attach the IRB approved protocol with recommended modifications clearly marked, using “track changes” or comparable mechanism)

	 FORMCHECKBOX 
   I recommend a change in the consent form (attach the IRB approved consent form with recommended modifications clearly marked, using “track changes” or comparable mechanism) 
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