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UNANTICIPATED PROBLEM REPORT

	Use this form for all Unanticipated Problems meeting Quorum Review’s reporting requirements that occur at the Principal Investigator’s research site.  Please submit one Unanticipated Problem Report within 10 days of each reportable event.

Quorum Review Safety Information and Unanticipated Problem Reporting Guidelines are available at http://www.quorumreview.com.
	QUORUM INTERNAL USE ONLY

	
	

	STUDY INFORMATION
	

	SPONSOR
	     
	PROTOCOL NUMBER
	     

	PRINCIPAL INVESTIGATOR
	     
	QUORUM REVIEW NUMBER
	     

	SITE CENTER NAME
	     
	PHONE
	     

	REPORT INFORMATION

	DATE OF REPORT
	     
	DATE SPONSOR NOTIFIED
	     
	DATE OF EVENT
	     

	REPORT TYPE
	
 FORMCHECKBOX 
  Initial Report

 FORMCHECKBOX 
  Follow-up Report
Report #       
Initial Report Date      

	PARTICIPANT INFORMATION

	PARTICIPANT INITIALS / ID
	     
	Is the Participant still enrolled in the study?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	TYPE OF EVENT

	Please select type of event below.

	
 FORMCHECKBOX 

Participant Complaint (i.e. Any complaint from a participant or others relating to an alleged breach of the participant’s 
rights, safety or welfare or the integrity of the study).

	
 FORMCHECKBOX 

Adverse Audit or Enforcement Action (e.g., Form FDA 483, FDA Warning Letter, Adverse Sponsor audit results, or 
Suspension of medical license).

	
 FORMCHECKBOX 

Participant Incarceration (i.e., Participant becomes incarcerated during his/her participation in the study)

	
 FORMCHECKBOX 

Failure to obtain Board approval for change in research activities (i.e., Failure to obtain Board approval for recruitment 
activities)

	
 FORMCHECKBOX 

Failure to securely control the investigational product (e.g. Loss of study drug, incorrect administration of  product)

	
 FORMCHECKBOX 

Pregnancy of the participant during participation in the study (This may also need to be submitted as an SAE.)

	
 FORMCHECKBOX 

Breach of Confidentiality (i.e., Loss of study records or unauthorized disclosure of participant health information)

	
 FORMCHECKBOX 

Study personnel misconduct that adversely affects the study

	
 FORMCHECKBOX 

Other event (please describe):       

	Check all that apply.  Please provide rationale for all checked answers.

	
 FORMCHECKBOX 

This Unanticipated Problem resulted in an increased risk to participants or others.

	
 FORMCHECKBOX 

This Unanticipated Problem affected the rights, safety or welfare of the participants.

	
 FORMCHECKBOX 

This Unanticipated Problem affected the integrity of the study.

	
 FORMCHECKBOX 

None of the above

	RATIONALE:
     

	·      

	·      

	·      

	·      

	ACTION TAKEN IN response to the Unanticipated Problem (provide additional pages as necessary)

	·      

	·      

	RECOMMENDATIONS

	Do you recommend a change to the protocol?

(If yes, please attach recommended changes.)
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the site’s consent form?

(If yes, please attach a tracked consent form and sponsor approval.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.)
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the study-wide consent form?

(If yes, please attach a tracked consent form and sponsor approval.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.)
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


PRINTED NAME OF REPORTER
DATE

SIGNATURE (PRINCIPAL INVESTIGATOR OR AUTHORIZED DESIGNEE)*
DATE
* A signature is not required if your site is submitting this form through the OnQ™ Portal.
Please submit this document directly to:
Quorum Review
or fax to:
(206) 448-4193
Thank you!
1601 Fifth Ave. Ste. 1000

Seattle, WA  98101
F-024.02, Unanticipated Problem Report, dated 09/20/2010
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