IRB#      
SAINT LOUIS UNIVERSITY 
Institutional Review Board

3556 Caroline St., Room 110  ◄► phone: (314) 977-7744   ◄►fax: (314)977-7730
Emergency Treatment Status Update/Closure Form
The Saint Louis University IRB requires the treating physician to provide a treatment status update every six months and/or to close when treatment is complete. A closure requires an explanation of the outcome.
	Investigator:  
	Date of Treatment::   

	Department:  
	Test article used:      

	E-Mail:  
	Phone:  
	IND/IDE number:       


1. Six months post initial treatment status:
     
OR

2. Closure:
 FORMCHECKBOX 

Treatment with test article is complete. 

Outcome explanation:      
Emergency use is FDA-regulated, so data related to this emergency treatment may be reported to a sponsor and the FDA.  Data may not be used for the treating physician’s own prospective research.  Please note that FDA regulations require that any subsequent use of the test article at the institution (SLU) undergo prospective IRB review and approval.  Physicians should carefully consider the likelihood of future use of the test article and submit an IRB Application for review and approval if subsequent use is reasonably likely.  Also note that SLU IRB requires a status of treatment update every six months until the treatment is complete.  For additional information please refer to the Guidance for Emergency Use of a Test Article.
______________________________
_____________________     




Signature of Treating Physician

Date

______________________________
_____________________   
Signature of IRB Designee


Date 
1
1
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