IRB#      
SAINT LOUIS UNIVERSITY
Institutional Review Board

3556 Caroline St., Room 110  ◄► phone: (314) 977-7744   ◄►fax: (314)977-7730
Emergency Treatment Form

Emergency use means the use of a test article on a human subject in a life-threatening/severely debilitating situation in which no standard acceptable treatment is available, and in which there is not sufficient time to obtain IRB approval [21 CFR 56.102(d)].  The emergency use provision in the FDA regulations [21 CFR 56.104(c)] is an exemption from prior review and approval by the IRB provided that such emergency use is reported to the IRB within 5 working days.  

The exemption allows for one emergency use of a test article without prospective IRB review.  FDA regulations require that any subsequent use of the test article at the institution must have prospective IRB review and approval.  Data pertaining to a patient treated on an emergency basis are not to be used for research purposes.  For additional information please refer to the Guidance for Emergency Use of a Test Article.
	Investigator:  
	Date of Treatment::   

	Department:  
	Test article used:      

	E-Mail:  
	Phone:  
	IND/IDE number:       


1. Provide justification for the use of the experimental drug, device or procedure and any alternatives:

     
2. Check as appropriate:
 FORMCHECKBOX 

Test article is exempt from IRB review under NCI Class C IND 



Evidence must be provided by investigator.

 FORMCHECKBOX 

Emergency use of the test article without prospective IRB approval is appropriate because all of the following are true:

FDA Regulations:

 FORMCHECKBOX 
Subject has a life threatening/severely debilitating condition necessitating the use of the test article. (Note that having an ultimately fatal condition does not constitute a life threatening condition.) 
Explain:      
 FORMCHECKBOX 
No standard acceptable treatment is available.

 FORMCHECKBOX 
There is not sufficient time to obtain full IRB approval. Explain:     
 FORMCHECKBOX 
This is the first and only emergency use of this test article. If not, explain:     
 FORMCHECKBOX 
This report is being submitted within 5 working days of the use. If not, explain:     
3. Submit supporting materials (e.g. from the manufacturer of the test article) if available.  
4. Informed Consent Requirements:


 FORMCHECKBOX 

The emergency treatment has not yet taken place and consent will be obtained prior to the treatment.



     Physicians should use the SLU Emergency Use template for obtaining consent when possible.


 FORMCHECKBOX 

The emergency treatment has already taken place and consent was obtained from the participant prior to the treatment.


Attach an unsigned copy of the consent form or certify in writing below that the criteria for the exception to informed consent were met
Exception from informed consent
The treating physician is required to obtain informed consent of the subject or the subject’s legally authorized representative unless both the treating physician and a physician who is not otherwise participating in the use certify in writing the following [21 CFR 50.23(a)]:

 FORMCHECKBOX 
          The emergency treatment has already taken place and consent was waived.  The following signatures document that it was determined by the PI and a non-affiliated physician that the emergency situation met all of the following required criteria for waiver as outlined in 21 CFR 50.23 (a)(1-4):

 FORMCHECKBOX 
The human subject is confronted by a life-threatening situation necessitating the use of the test article.

 FORMCHECKBOX 
Informed consent cannot be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject.

 FORMCHECKBOX 
Time is not sufficient to obtain consent from the subject's legal representative.

 FORMCHECKBOX 
There is no available alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the subject.


If the treating physician determined that immediate use of the test article was required to preserve the life of the subject and time was not sufficient to obtain the independent determination required in 21 CFR 50.23 (a)(1-4), federal regulations allow the determination to be made by a non-affiliated physician within five working days of the treatment.

I certify that all of the above criteria were met.

________________________________________
Consulting Physician


Date

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 via the Emergency Treatment Status Update/Closure form every six months until the treatment is complete.
Signature of Treating Physician

Date

______________________________      
_____________________     

_______
Signature of IRB Reviewer


Date Presented to the IRB      
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