
EMERGENCY USE

CHAIR CHECKLIST

Test Article:



   

Patient ID:





Physician:





Proposed Use      FORMCHECKBOX 

 








Completed Use   FORMCHECKBOX 



Institution:




	REQUIREMENTS
	YES
	NO

	1. The activity is not a systematic investigation designed to develop or contribute to generalizable knowledge.

	
	

	2. The patient was in a life-threatening or severely debilitating situation in which no standard acceptable treatment was available and in which there was not sufficient time to obtain IRB approval.

	
	

	3. The emergency use was reported within 5 working days of the treatment.


	
	

	4. FDA approved the emergency use.

	
	

	5. Informed consent was obtained and documented in accordance with FDA regulations 21 CFR 50.20, 25, 27.
If no, did the treating physician and an independent physician certify all of the following?
	  
	

	a) The patient was in a life-threatening situation necessitating the use of the test article.

	
	

	b) Informed consent could not be obtained because of an inability to communicate with, or obtain legally effective consent from, the subject.

	
	

	c) There was insufficient time to obtain consent from the subject’s legal representative.

	
	

	d) No alternative method of approved or generally recognized therapy was available that could provide an equal or greater likelihood of saving the subject’s life.


	
	


If any requirements are not met, provide notes below:
___________________________






_________
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