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	Unanticipated Problem Report


	For IRB use only:


	Unanticipated Problems:  Any unanticipated problem involving risks to human subjects or others must be reported to the IRB.   

Please refer to the Sterling IRB Investigator Handbook available on our website, www.sterlingirb.com, for additional information regarding Unanticipated Problems.  

The unanticipated problem report should be submitted to Sterling IRB within 10 business days of when your site became aware of the event.


STUDY INFORMATION
	Sterling IRB ID#(s):

     
	Protocol(s):

     

	Principal Investigator, if applicable:

     
	Sponsor:

     
	Name of Drug or Device:

     


	This report is being submitted by:  (check one)

The Sponsor/CRO/SMO on behalf of all investigators for the protocol(s) listed above    FORMCHECKBOX 
   

The Principal Investigator listed above                                                                             FORMCHECKBOX 



REPORT INFORMATION
	Date of event: mm/dd/yyyy
	Date site became aware of event, if applicable: mm/dd/yyyy
	Date event reported to Sponsor, if applicable: mm/dd/yyyy


	Initial  FORMCHECKBOX 
  Follow-up  FORMCHECKBOX 
       
                                      F/U #

	Report Number, if applicable: 

     
	Subject Initials and ID #: 
     


EVENT INFORMATION
	Please select the type of event below:


	 FORMCHECKBOX 
  
External adverse event (“IND Safety Report”) that meets the following criteria:

a. Unexpected

b. Related or Possibly Related to participation in the research

c. Serious



	 FORMCHECKBOX 
 
Change made to the research without prior IRB approval in order to eliminate apparent immediate harm



	 FORMCHECKBOX 
 
Publication in the literature, safety monitoring report, interim result, or other finding that indicates an 
unexpected change to the risks or potential benefits of the research



	 FORMCHECKBOX 
 
Complaint of a participant that indicates an unanticipated risk or that cannot be resolved by the research staff



	 FORMCHECKBOX 
 
Unanticipated Adverse Device Effect (Any serious adverse effect on health or safety or any life threatening 
problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously 
identified in nature, severity, or degree of incidence in the investigational plan or application, or any other 
unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of 
subjects).  


	 FORMCHECKBOX 
 
Change in FDA (or equivalent regulatory body) labeling or withdrawal from marketing of a drug, device, or 
biologic used in a research protocol



	 FORMCHECKBOX 
 
Incarceration of a participant involved in a protocol not IRB approved to enroll prisoners



	 FORMCHECKBOX 
 
A breach of confidentiality



	 FORMCHECKBOX 
 
Sponsor imposed suspension for risk



	 FORMCHECKBOX 
 
Any event that requires prompt reporting according to the Sponsor



	 FORMCHECKBOX 
 
Other (please describe):      



	Please describe the event:

     


	Please select or describe the corrective actions that were taken or are proposed in response to the event:

 FORMCHECKBOX 
 
A change to the IRB approved protocol (please attach proposed changes) 

 FORMCHECKBOX 
 
A change to the IRB approved informed consent form (please attach a copy of the most recent IRB approved 
informed consent form with the proposed changes clearly marked)

 FORMCHECKBOX 
 
Other (please describe):      
 FORMCHECKBOX 
 
None (please justify):      

	

	     
Name of Person Completing this Form
     
Company and Position 
	         

Date    

 
	For IRB use only:


	     
E-mail Address 
	

	     
Phone Number
	              

Fax Number      
	

	__________________________________________

Signature of Principal Investigator (Sub-Investigator) or

Sponsor/CRO representative  
	_____________
Date
	

	Please complete this form and fax to Sterling IRB at 770-690-9492
	


APP022 Effective Date: 4.13.12 Version: 5.0
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