	UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS REPORT
	NJH IRB


IRB IDENTIFIER CPA# / SAE#:
	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:       FORMTEXT 




Unanticipated Problems Involving Risk to Subjects or Others (UPIRTSO): Any incident or event that meets all three criteria listed below:

a) Unanticipated (in terms of nature, severity or frequency) given the nature of the research procedures described in protocol-related documents and the characteristics of the subject population being studied;

b) Related to, or possibly related to, participation in the research; and

c) Suggests that the research places subjects or others at a greater risk of physical, psychological, economic, or social harm than was previously known or recognized. 

In general, UPIRTSO place subjects at greater RISK of harm, even when no harm occurs.

	1.
Event Details
	a. Reference #:      
	b.
Type of Report:  FORMCHECKBOX 
 Initial  FORMCHECKBOX 
 Follow-up #      

	
	c. Date of Event:      
	d.
Date Site Became Aware of Event:      

	
	e. Date of study visit prior to event:      
List all research activities that occurred at this visit:      
	f.
Status of Participant:  FORMDROPDOWN 
(
Outcome of Event:  FORMDROPDOWN 
(

	
	g. Detailed description of the problem/event or series of events (approx 1 paragraph): 

     

	2.
Nature of Event
	a.  UNANTICIPATED or ANTICIPATED

 FORMCHECKBOX 
 Unanticipated
 FORMCHECKBOX 
 Anticipated

If Anticipated, provide page reference to:

Protocol:           Consent form:      
Investigator’s Brochure:      
Other:       
	c. GREATER RISK

Describe how the problem places subjects or others at greater potential risk: 

     

	
	b.  RELATIONSHIP TO PARTICIPATION

 FORMCHECKBOX 
 Definitely Related
 FORMCHECKBOX 
 Unlikely Related

 FORMCHECKBOX 
 Probably Related
 FORMCHECKBOX 
 Unrelated

 FORMCHECKBOX 
 Possibly Related
 FORMCHECKBOX 
 Unknown
	

	3.
Assessment of Event
	a. Was this event reported to the sponsor or DSMB?
	 FORMDROPDOWN 
(
	Explain:      

	
	b. Does this event change the risk/benefit assessment of the study?
	 FORMDROPDOWN 
(
	Explain:      

	
	c. What actions have been taken to address or resolve this event (for this specific subject or group of subjects)?       

	
	d. What actions have been taken or will be taken to prevent recurrence of this type of event? 
     

	
	e. What changes do you recommend for the study (protocol changes, consent form changes, etc), if any? 
     


	DECLARATION: I attest that I have carefully reviewed the information contained in this form.


Principal Investigator’s Signature






Date


	IRB Office Action:

( Does not meet UPIRTSO reporting criteria. 

( Refer to IRB Chairperson

( Refer to convened IRB. Meeting date: ________________

Comments:

Experienced IRB member signature: _________________________________
Date _____________________

	IRB Chairperson Recommendation:

( No further action required. Report accepted as submitted.
( Refer to convened IRB. Meeting date: ________________

( Additional information is requested. See comment below.

( Additional actions are warranted. See comment below.

Comments:

IRB Chair signature: _____________________________________________
Date _____________________

	IRB Full Board Recommendation: Meeting date: ________________
( No further action required. Report accepted as submitted.


( Address stipulations:
IRB Staff signature: ______________________________________________
Date _____________________
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