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Institutional Review Board


UNANTICIPATED PROBLEM
REPORTING FORM

Date:       
IRB Protocol #:       
Principal Investigator:       
Study Title:       
1 Study is (check one): 

 FORMCHECKBOX 
Multi-site
 FORMCHECKBOX 
 USU Only 

2 Is this a follow-up report? 

 FORMCHECKBOX 
YES 

 FORMCHECKBOX 
NO 

I. Unanticipated Problem

Based on the criteria below, investigators are required to report any unanticipated problems involving risks to participants or others to the IRB within timeframes as indicated in the table on the following page.
CRITERIA
Does the event being reported meet all of the following criteria?  Check Yes or No.
 Y      N
 FORMCHECKBOX 
    FORMCHECKBOX 
  Unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied;
 FORMCHECKBOX 
    FORMCHECKBOX 
  Related – or possibly related – to the research; and

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

If “Yes,” report the Unanticipated Problem by completing this form and forwarding with appropriate attachments to the IRB office (UMC 1450).  Coordinate with IRB to report to sponsoring agency.  If “No,” do not forward to the IRB office. 

Describe the Unanticipated Problem:        
 Y      N
 FORMCHECKBOX 
    FORMCHECKBOX 
  Is the risk of this UP contained in the current consent form?                         




 FORMCHECKBOX 
    FORMCHECKBOX 
  Should the consent form or any portion of the study be revised as a result of this event?

If yes, please enclose revised documents with all revisions in bold print or highlighted. 

 FORMCHECKBOX 
    FORMCHECKBOX 
  Will currently enrolled individuals be notified of this event? 
If yes, describe method of notification:      
Signed: _________________________________________             Date:  ____________________________

(Principal Investigator) 

	Investigator Must Report The Following:
	Time Frame for Reporting The Following:

	Deaths
	Within 24 hours, if subject currently in protocol.  Otherwise, within 60 days of investigator’s notification of the death.

	Any harm experienced by a participant which, in the opinion of the investigator, is both unexpected and more likely than not caused by the research procedures.
	Within 7 days or report by participant

	Threats of harm to participants or other related to their participation in the research.
	Immediately

	Change to the protocol made without prior IRB review to eliminate an apparent immediate hazard to participant
	Immediately

	Identification of an unsafe research environment
	Immediately, when it represents a significant departure from the approved protocol and/or if it affects the safety or welfare of the subject.

	Newly discovered information that indicates a change in the risk/benefit ratio
	Within 10 days of discovery

	Breach of confidentiality
	Within 3 days of discovery

	Incarceration of a participant in a protocol not approved to enroll prisoners
	Within 10 days

	Any other problem that the investigator considers to be unanticipated, and indicates that participants or others are at increased risk of harm
	Within 7 days of discovery




FOR IRB USE ONLY

II. Unanticipated Problems Involving Risks to Participants or Others

The IRB Chair has reviewed the unanticipated problem report in accordance with the above criteria.  Based on the review, the Chair has determined that (check all that apply):

 FORMCHECKBOX 
  The reported event does not represent an unanticipated problem involving risks to participants or others.

 FORMCHECKBOX 
  The reported event should be recommended to the IRB as an unanticipated problem involving risks to participants or others.

 FORMCHECKBOX 
  Immediate action is needed to protect the rights and welfare of currently enrolled participants.  The action being taken is:       
 FORMCHECKBOX 
  For this event, which is being recommended to the IRB for consideration as an unanticipated problem involving risks to participants or others, describe a recommended management plan (see SOPs Chapter 9.j  for a list of actions which should be considered when formulating a management plan:       
NOTE:  All IRB determinations of unanticipated problems involving risks to participants or others must be reported to agencies, organizational officials and participants as required in 45 CFR 46.103.b, the SOPs, Chapter 9.j, and in USU Policy 308, Section 3.12.
III. Report Close-out

The IRB considered the above unanticipated problem involving risks to participants or others and made the following 

determination:       
Dated:       
Following determination by the IRB, reporting to agencies and participants as require in the SOPs was completed on this date:                           (Attach reports to agencies, participants and others)
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