	

	Criteria for Emergency Use of a Test Article 

	Study Name:      
Investigator:      

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	 FORMCHECKBOX 

	Exemption from IRB review for Emergency Use of a Test Article (All of the following are true)

	 FORMCHECKBOX 
The participant is (was) confronted by a disease or condition that is either:

 FORMCHECKBOX 
Life threatening-meaning the likelihood of death is high unless the course of the disease is interrupted or a disease or condition with a potentially fatal outcome, where the end-point of clinical trial analysis is survival. 

 FORMCHECKBOX 
Severely debilitating-meaning the disease or condition causes major irreversible morbidity. (Examples of severely debilitating conditions include blindness, loss of arm, leg, hand, or foot, loss of hearing, paralysis or stroke.)

 FORMCHECKBOX 
The situation necessitates (necessitated) the use of the investigational article.
 FORMCHECKBOX 
No standard acceptable treatment is (was) available.
 FORMCHECKBOX 
There is (was) NOT sufficient time to obtain IRB approval.
 FORMCHECKBOX 
The emergency use will be (was) reported to the IRB within 5 working days.
 FORMCHECKBOX 
Any subsequent use of the investigational product at the institution will have prospective IRB review and approval.
 FORMCHECKBOX 
Either of the following is (was) true:

 FORMCHECKBOX 
The research involves (involved) an investigational drug, and the FDA has (had) issued an IDE

 FORMCHECKBOX 
The research involves (involved) an investigational device

 FORMCHECKBOX 
One of the following is (was) true:

 FORMCHECKBOX 
Informed consent will be (was) obtained and documented from the participant or the participant’s legally authorized representative. The consent process must disclose all required and appropriate elements of consent.  See Medical Informed Consent checklist for guidance.
 FORMCHECKBOX 
Before the use of the test article, both the investigator and a physician who is not otherwise participating in the clinical investigation will certify (have certified) in writing all of the following:

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

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

 FORMCHECKBOX 
Time is not sufficient to obtain consent from the participant’s legal representative.

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

 FORMCHECKBOX 
All of the following are true:

 FORMCHECKBOX 
Immediate use of the test article is (was), in the investigator's opinion, required to preserve the life of the participant

 FORMCHECKBOX 
Time is (was) not sufficient to obtain the independent determination a physician who is (was) not otherwise participating in the clinical investigation

 FORMCHECKBOX 
Before the use of the test article the investigator will certify (has certified) in writing all of the following:

 FORMCHECKBOX 
The participant is (was) confronted by a life-threatening situation necessitating the use of the test article

 FORMCHECKBOX 
Informed consent cannot (could not) be obtained from the participant because of an inability to communicate with, or obtain legally effective consent from, the participant

 FORMCHECKBOX 
Time is (was) not sufficient to obtain consent from the participant’s legal representative.

 FORMCHECKBOX 
There is (was) available no alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the participant

 FORMCHECKBOX 
After the use of the test article a physician who is not otherwise participating in the clinical investigation will certify (has certified) in writing within 5 working days after the use of the article all of the following:

 FORMCHECKBOX 
The participant is (was) confronted by a life-threatening situation necessitating the use of the test article

 FORMCHECKBOX 
Informed consent cannot (could not) be obtained from the participant because of an inability to communicate with, or obtain legally effective consent from, the participant

 FORMCHECKBOX 
Time is (was) not sufficient to obtain consent from the participant’s legal representative.

 FORMCHECKBOX 
There is (was) available no alternative method of approved or generally recognized therapy that provides (provided) an equal or greater likelihood of saving the life of the participant

 FORMCHECKBOX 
The above documentation required will be (was) submitted to the IRB within 5 working days after the use of the test article

 FORMCHECKBOX 
The research is (was) NOT subject to DHHS regulation (See checklist for Determination of  Human Subject Research)

	Proposed activity

	 FORMCHECKBOX 
The proposed research meets FDA requirements for emergency use of a test article in a life-threatening situation.

 FORMCHECKBOX 
The proposed research does not meet FDA requirements for emergency use of a test article in a life-threatening situation.

	Reported activity

	 FORMCHECKBOX 
The reported research met FDA requirements for emergency use of a test article in a life-threatening situation.

 FORMCHECKBOX 
The reported research did not meet FDA requirements for emergency use of a test article in a life-threatening situation.

	
	
	

	Signed
	
	Dated


Comments:      
