IRB PRIMARY REVIEWER WORKSHEET – Emergency Use of Test Article

Review type:
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The following items must be addressed in your review and presentation to the IRB.  

IRB Reviewer (print name):[image: image2.wmf]

 
PI & MIRB ID # of study from which the test article was obtained: [image: image3.wmf]


Provider Submitting Report of Emergency Use of Test Article [image: image4.wmf]

 

The IRB must evaluate reports of emergency use of test articles to determine that the regulatory criteria have been met for emergency exemption from prospective IRB approval.

· EMERGENCY USE of a Test Article: Emergency Exemption from Prospective IRB Approval.  
If all the following conditions for Emergency Use described in 21 CFR 56.102(d) exist then the emergency exemption from prospective IRB approval found at 21 CFR 56.104(c) may be utilized.  

Emergency use means the use of a test article on a human subject in 
1) a life-threatening situation in which 
2) no standard acceptable treatment is available, and in which 
3) there is not sufficient time to obtain IRB approval.

Does this event meet the criteria for emergency exemption from prospective IRB review?
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The IRB must be notified within 5 working days when an emergency exemption is used.  Any subsequent use of the test article at the institution is subject to IRB review.
Informed consent is required unless the conditions for exemption are met.  

Title 21 CFR 50, Section 50.23 Exception from general requirements.
(a) The obtaining of informed consent shall be deemed feasible unless, before use of the test article (except as provided in paragraph (b) of this section), both the investigator and a physician who is not otherwise participating in the clinical investigation certify in writing all of the following:

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

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

(3) Time is not sufficient to obtain consent from the subject's legal representative.

(4) 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 subject.

(b) If immediate use of the test article is in the investigator's opinion, required to preserve the life of the subject, and time is not sufficient to obtain the independent determination required in paragraph (a) of this section in advance of using the test article, the determinations of the clinical investigator shall be made and, within 5 working days after the use of the article, be reviewed and evaluated in writing by a physician who is not participating in the clinical investigation.

(c) The documentation required in paragraph (a) or (b) of this section shall be submitted to the IRB within 5 working days after the use of the test article.

If informed consent was not obtained for emergency use of a test article were the criteria for exception met?
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REVIEWER’S SIGNATURE:_________________________________     Date:_________
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