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Unanticipated Problem Involving Risk to Subjects or Others

Please complete this form and submit within 10 calendar days from the date of discovery all unanticipated problems affecting risk to subjects or others. An unanticipated problem is defined as any unforeseeable event involving any aspect of a research study that may affect the risk of the research subject or others and has not already been reported as a Serious Adverse Event/Effect, Significant Protocol Deviation/Violation or complaint. 

Examples may include but are not limited to:

· Unauthorized access, use or disclosure of confidential study related subject information (i.e. loss or stolen laptop, unsecured pass codes) 

· Error in labeling of a device or drug 

· Theft or missing study drug that adversely affects the risk of the subject or others 

	Principal Investigator:
	     
	Date:  
	     

	Protocol Number:
	     
	Sponsor:
	     

	Date of Occurrence:
	     
	Date of Discovery: 
	     

	

	DESCRIPTION OF UNANTICIPATED PROBLEM
     

	Reported to the Sponsor:
	 FORMCHECKBOX 
 Yes     
	Date:
	     
	 FORMCHECKBOX 
 No (Please explain)

	

                                  
	     

	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Reported to the FDA:
	 FORMCHECKBOX 
 Yes     
	Date:
	     
	 FORMCHECKBOX 
 No (Please explain)

	

                                  
	     

	Reported to OHRP (Federally Funded Study):


	 FORMCHECKBOX 
 Yes
	Date:
	     
	 FORMCHECKBOX 
 No (Please explain)   

	
	          


	
	
	(   )   -    

	Investigator/Designee  (Print)
	
	Phone Number

	     
	
	     
	
	(   )   -    

	Investigator/Designee Signature
	
	Date
	
	Fax Number








	2525 Camino del Rio South
	Phone:  (619) 282-9997

	Suite 300
	Fax:   (619) 282-9998

	San Diego, CA 92108
	E-mail:  mailbox@biomedirb.com
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