EDWARD HINES, JR. VA HOSPITAL / CAPT. JAMES A LOVELL FHCC INSTITUTIONAL REVIEW BOARD 

Report of Non-Local Serious Adverse events and DSMB reports*

Reporting and Reviewing form

Please complete this form and forward to the IRB Office (578/151) for review by the IRB. 
Report Local SAEs and Unanticipated problems on the local SAE report form

TITLE OF STUDY:       

VA IRB OR PROMISE NUMBER:        

PRINCIPAL INVESTIGATOR:         

1) Check one:
 FORMCHECKBOX 
  Non-Local Event(s) (i.e. from sponsor) 
 FORMCHECKBOX 
  Safety Report (DSMB/DMC report) with NO action required *
	ID (Study number only)
	List the  event
	Initial or

Follow-up
	Age / Gender
	Study

Related?


	Is Event anticipated

Y/N
	Date

Enrolled
	Date of 

Event

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


* - Reports to update the IRB of the study data analysis but NO action required.
2)   What is the current status of the study?


 FORMCHECKBOX 
  Active to enrollment


 FORMCHECKBOX 
  Closed to enrollment, participants being followed


 FORMCHECKBOX 
  Data analysis only

3)    Describe the event:

3a)  Are risks to the participant or others increased? If yes, describe actions taken to reduce immediate harm to subject or others.
3b)  Are changes to the consent required?  FORMCHECKBOX 
YES.................... FORMCHECKBOX 
NO 


If yes, attach copy with the revisions highlighted.  Current participants must be notified and new consent obtained.  It is the expectation of the IRB that additional risks and continuing participation is discussed with the participant.  Additionally,  an assessment must be made if past participants should be contacted
6)    NUMBER OF CURRENT (Active) PARTICIPANTS:       
7)    NUMBER OF PAST PARTICIPANTS:        

Information to Investigator:

· Refer to VHA Handbook 1058.01 

· Serious Adverse Events and problems involving risks to subjects and others in VA Research will be reported through the Facility Director to ORO and the VISN.  Reporting to OHRP and FDA may also be required
· Please refer to the IRB SOPs dated 12/2011 for additional detailed information.
· Contact the IRB Office with any questions
__________________________________________

Principal Investigator’s Signature and Date

[image: image1.wmf]FOR IRB REVIEWER USE ONLY:

Reviewed by: ____________________________________ 

IS THIS (ARE THESE) ADVERSE EVENT(S) UNANTICIPATED?

RISK/BENEFIT RATIO ALTERED?

IF YES, DOES IT INVOLVE INCREASED RISK TO PARTICIPANTS OR OTHERS?

CONSENT MODIFICATION REQUIRED?

IS OTHER ACTION REQUIRED?  ( i.e. notification of participants, does project need to be halted due to increased risks?, shorter review period?)

ACTION/RECOMMENDATION:

___________________________________

SIGNATURE AND DATE

NOTE:  SAEs that increase risk or require changes to the informed consent need to be reported to ORO
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