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VCU IRB Non-Prompt REPORTING FORM 

Use this form only to report events that DO NOT meet the definition of an unanticipated problem. 
Unanticipated Problem (UP)involving Risk to Subjects or Others are event(s) which meet all 3 of the following criteria:  

(a) not anticipated or foreseen (e.g., not described in the consent form); 

(b) involves risk or harm to a research participant or others; and 

(c) probably, or definitely related to, or caused by, the research.  
Reminder: If an event meets the above definition, DO NOT use this form (use the Prompt Reporting Form).



	Today’s Date:        
	Attached is (check one):   FORMCHECKBOX 
an Individual Report  or   FORMCHECKBOX 
a Bundled Report (multiple events) for 

                                                                                          one protocol

	Principal Investigator: 
	          

	VCU Box # (6-digit #):
	     

	Email:
	     

	Coordinator/Other Contact:  
	     

	VCU Box # (6-digit #):
	     

	Email:
	     

	VCU IRB #:
	     

	Title of Project:
	     


	Does the event(s) meet the 3-part definition of an unanticipated problem noted above?  

 FORMCHECKBOX 
 Yes:  Do not use this form – use the VCU IRB “Prompt Reporting Form”. 
 FORMCHECKBOX 
 No:   You may submit using this “Non Prompt Reporting Form”


	This submission is a:
  FORMCHECKBOX 
   Sponsor-required report:  Submission of this report is not required by the VCU IRB, but may be required by a sponsor.  The IRB will only acknowledge receipt of sponsor-required reports 

· Provide an identification number or reference information for each attached report (i.e., AE number, sponsor report number).      
· Attach 1 copy of form and supporting information per protocol; submit for IRB acknowledgement only.

  FORMCHECKBOX 
 Other report:  For IRB information and response (not a UP and not required by the sponsor).  The IRB provides a response for these reports.
· Attach 4 copies of form and supporting information; IRB will provide response.


	

	FOR VCU IRB USE ONLY

	Sponsor-Required Reports:
 FORMCHECKBOX 
 IRB Acknowledgement of Receipt  for Sponsor-required report    INITIALS:        Date:      
Other Reports:
 FORMCHECKBOX 
  Expedited review - Date:       Reviewer name:          
Comments:      
 FORMCHECKBOX 
  Referred for Full Board review - Date:       Reviewer name:        
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