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	MIRB#:
	     
	Prom#:
	     

	Title:
	     
	Date:
	     

	Principal Investigator:
	     
	Sponsor:
	     

	Research Coordinator:
	     
	Phone:
	     


PLEASE ATTACH A COPY OF THE RISK SECTION FROM THE CONSENT FORM
	Members of the VA research community are required to ensure that the following are reported to the IRB within 5 business days.

· Serious Unanticipated Problems Involving Risks to Subjects or Others

· Interruptions of subject enrollments or other research activities due to concerns about the safety, rights, or welfare of human research subjects, research staff, or others.

· Any unanticipated problem involving substantive harm, or genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others.

· Any problem reflecting a deficiency that substantively compromises the effectiveness of the facility’s HRPP.

· Local, Unanticipated Serious Adverse Events

· Only those adverse events that are LOCAL, SERIOUS, and UNANTICIPATED are reported within 5 business days.  Any other AE’s or SAE’s are reported to the IRB at continuing review.

· The unfounded classification of a serious adverse event as “anticipated” constitutes serious non-compliance.

· Serious Adverse Events are events that result in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect.  An AE is also considered serious when medical, surgical, behavioral, social, or other intervention is needed to prevent such an outcome.

· Unanticipated or Unexpected refer to an event that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population.


Does this event involve radioactive materials?            FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
If yes, submit a copy to the Health Physics Office (115)

	 FORMCHECKBOX 
 SAE;   SAE #:                          
 FORMCHECKBOX 
 Unanticipated Problem
	 FORMCHECKBOX 
 Initial Report       
 FORMCHECKBOX 
 Follow-Up                     
	Event Date:  
Date of Subject Enrollment:  
	     
     

	Brief description of event: (attach additional page(s) or additional information if necessary)

     
Date study team notified of event:       

	This event is:
	  FORMCHECKBOX 
  Definitely Related      FORMCHECKBOX 
  Probably Related      FORMCHECKBOX 
  Not Related


I have reviewed the event submission and recommend that this information:

 FORMCHECKBOX 
  Does NOT have to be incorporated into the consent form

 FORMCHECKBOX 
  DOES have to be incorporated into the consent form, amendment is attached

________________________________________________                                    ________________________
Principal Investigator Signature





         Date

	TO BE COMPLETED BY IRB REVIEWER:

	IRB Reviewer:
	     
	Date of Review:
	     

	Does this event require a suspension or termination of IRB approval for protocol or specific procedures?                 If yes, subsequent reporting procedures must be initiated.
	 FORMCHECKBOX 
  YES     FORMCHECKBOX 
  NO

	Evaluate the following criteria:

	1.   FORMCHECKBOX 
  Serious                
	 FORMCHECKBOX 
  Not Serious
	If the problem is serious AND unanticipated AND related or probably related, the IRB chair or designee must notify ORO via telephone or e-mail within 48 hours and report the problem or event directly (without intermediaries) to the facility director within 5 business days after the determination.

If the 3 criteria are NOT all met, the problem does not need to be reported to ORO

	2.   FORMCHECKBOX 
  Unanticipated    
	 FORMCHECKBOX 
  Anticipated
	

	3.   FORMCHECKBOX 
  Related  

 FORMCHECKBOX 
  Probably Related                 
	 FORMCHECKBOX 
  Unrelated to Research
	

	Does this serious problem or SAE require:

	Immediate action to prevent harm?

Review by the convened IRB but immediate action not warranted?

A modification to the informed consent?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  (If yes, IRB must be convened)

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Additional Comments:

     


_________________________________________         


___________________________

                                   Signature of IRB Reviewer   


                                                      Date

	Reviewer Conflict of Interest
Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


IRB Received:
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