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Unanticipated Problem Form

Potential unanticipated problems require prompt reporting to Pearl IRB as these problems potentially place subjects or others at greater risk of physical or psychological harm than was previously recognized, and warrant consideration of substantive changes in the protocol or informed consent process/document or other action in order to protect the safety, welfare, or rights of subjects.  Pearl IRB must be notified within 5 calendar days of the event.  The completed form must be received by Pearl IRB within 10 calendar days of the event.
Unanticipated problems are defined as those problems which alter the risks to subjects or others.  This includes any study suspensions or holds.  Use this form to report any problem that is unforeseen, or involves risk.  Submit one form per event or problem.
	Sponsor Name:
	     

	Protocol Number:
	     

	Study Title:
	     


	Principal Investigator:
	     

	Site:
	     

	Email:
	     

	Phone:
	     


	Contact Person:
	     

	Contact email:
	     

	Contact Address
	     

	Contact Phone:
	     

	Contact Fax
	     


	Date of event:
	     
	Date Reported:
	     

	Date Sponsor was notified:
	     


Event Description

Adverse Event:
 FORMCHECKBOX 

Adverse Event 

 FORMCHECKBOX 

Serious Adverse Event 

 FORMCHECKBOX 

Unanticipated Adverse Device Effect

 FORMCHECKBOX 

Event of Interest to PI or Sponsor

 FORMCHECKBOX 

Initial Report 

 FORMCHECKBOX 

Follow up Report

Adverse Event term:       
Adverse Event Description (if available, attach MedWatch report):
     
Protocol Deviation 

 FORMCHECKBOX 

Significant Protocol Deviation 

 FORMCHECKBOX 

Significant Protocol Deviation to eliminate an apparent immediate hazard to the research subject 

Protocol Deviation Description:

     
Subject Related Event

 FORMCHECKBOX 

Any complaint from a subject or others relating to an alleged breach of subject’s rights, safety or welfare or the integrity of the study
 FORMCHECKBOX 

Subject Incarceration

 FORMCHECKBOX 

Breach of Confidentiality of Data or Privacy of the Subject

 FORMCHECKBOX 

Pregnancy of the subject during participation in the study
Event Description:

     
Audit or Enforcement Action
 FORMCHECKBOX 

FDA 483 or Warning Letter

 FORMCHECKBOX 

Adverse Sponsor Audit findings

 FORMCHECKBOX 

Finding of Study Personnel Non-Compliance

 FORMCHECKBOX 

Investigator- or Sponsor-initiated study suspension or hold

Action Description:

     
Other

 FORMCHECKBOX 

Failure to control the investigational product

 FORMCHECKBOX 

Information that indicates an unexpected change to the risks or potential benefits of the research, in terms of severity or frequency.  

 FORMCHECKBOX 

Any other problem or event that indicates a new or increased risk to the subjects
Action Description:

     
Assessment:

	You must make the following assessments:
	

	1. This unanticipated problem resulted in an increased risk to subjects or others: 
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	2. This unanticipated problem affected the rights, safety or welfare of the subject:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	3. This unanticipated problem affected the integrity of the study:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	4. Rationale for above selection: Describe the reason(s) you answered as you did above.  What information supports your judgment?       


	5.  Do you recommend any change to the protocol?

If yes, please attach recommended changes (marked in the protocol or a detailed summary).
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	6.  Do you recommend any change to the consent document/template?

If yes, attach the consent changes, marking the changes in the document.
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	7.  Has the sponsor reviewed these recommended changes?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No


Corrective Action
Explain the corrective measures taken: 
     
Preventative Action

Explain the preventative actions taken:

     
Signature

	
     
	Date:
	     

	Printed Name of Individual Completing the Form

	
	

	
	
	

	Signature
	
	


All forms should be emailed to forms@pearlirb.com or faxed to 317.278.4102
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