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Definitions:

Emergency use: The use of a test article on a human subject in a life-threatening situation in which no standard acceptable treatment is available and where there is not sufficient time to obtain IRB approval.
Test article: Any [investigational] drug, biological product, or medical device for human use. 
Generally, IRB approval is required prior to conducting human subject research. However, an exception to this is the one-time use of an investigational drug or device (test article) for a single participant in a life-threatening (emergency use) situation.

When is Emergency Use Appropriate?

An emergency use of a test article is exempt from prior IRB review and approval, provided that the emergency use of a test article is reported to the IRB within 5 working days of date of the emergency use. The IRB may be notified prior to an emergency use; however, this notification should not be construed as an IRB approval.

Only one emergency use of the test article is permitted and any subsequent use needs to be done under an IRB approved protocol.  However, the FDA acknowledges that it would be inappropriate to deny emergency treatment to a second individual if the only obstacle is that the IRB has not had sufficient time to convene a meeting to review the issue. (FDA Information Sheet, 2003 Update)

Criteria for Emergency Use:

All the following must be satisfied:

 	Existence of a life-threatening/severely debilitating condition where no standard acceptable treatment is available;
 	No current IRB approved protocol covering the situation and no time to obtain prior
FDA and IRB approval;
 	Availability of an investigational agent or device (from a sponsor or elsewhere) which in the opinion of the physician might be beneficial.
	[image: ]
	

 M. Ammar Hatahet, MD Chair
Baptist Memorial Hospital Memphis
Patty Claiborne, PharmD Vice-Chair
Baptist Memorial Hospital Memphis





6025 Walnut Grove Road, Suite 404, Memphis, Tennessee 38120
Phone (901) 226-1677	Fax (901) 226-1680
Baptist.IRB@bmhcc.org
4 of 4


Consent Requirement:

The process of informed consent must meet FDA requirements [21 CFR 50.25]. The investigator is required to obtain legally effective informed consent of the subject or the subject’s legally authorized representative, using an appropriate consent document and HIPAA Authorization. The investigator may use the Baptist sample Emergency Use Consent document or one that is provided by a Sponsor.

Consent Process:

The physician is responsible for ensuring that informed consent is obtained from the patient before the start of any treatment. In addition to signing the consent, the patient should enter the date of signature on the consent document, to permit verification that consent was actually obtained before the subject receives treatment. If consent is obtained the same day, the participant’s medical records should document that consent was obtained prior to the start of the treatment. One copy of the consent form must be given to the patient and one copy must be placed in the patient’s medical record/chart and one copy must be retained by the investigator/physician.

Exception from Informed Consent Requirement:

Informed consent of the subject or the subject’s legally authorized representative is required,  unless both the investigator and a physician (not otherwise participating in the investigation) certify in writing that:

1.   the patient is confronted with a life-threatening situation;
2.   informed consent cannot be obtained from the patient (because patient cannot communicate or is incompetent to give consent);
3.   consent cannot be obtained from the legally authorized representative (unavailable or unknown); and
4.   no alternative approved treatment/therapy is available that provides an equal or greater likelihood of saving the patient’s life.


DIRECTIONS:

Emergency Use with Drugs and Biologics:

The physician must submit the following materials to the IRB within five (5) working days, following the use of the test article:

 	Notification to the IRB which includes:
o	information about the patient
o	indication of the life-threatening or severely debilitating nature of the situation
o	explanation as to why this drug or treatment was necessary

· and, if the emergency use occurred without obtaining prior informed consent,
the written certifications from the physician and independent physician.

· Written permission from the manufacturer for the use of the test article under their IND.  Generally the investigator will contact the manufacturer and determine if the drug or biologic can be made available for the emergency use under the company’s IND. If the company only allows cross-referencing to their IND, declines permission or cannot be reached, the investigator should contact the FDA for authorization of the shipment of the drug in advance of the IND submission. In such a case the FDA may authorize shipment of the test article in advance of the IND submission. The IRB will request that the investigator contact the FDA to obtain an Emergency Use IND.

 	A copy of the signed Consent Form, with HIPAA Language.

Emergency Use with Devices:

The physician must submit the following materials to the IRB within five (5) working days following the procedure:

 	Notification to the IRB which includes:
o	information about the patient
o	indication of the life-threatening or severely debilitating nature of the situation
o	explanation as to why this device was necessary
o	and, if the emergency use occurred without obtaining prior informed consent,
the written certifications from the physician and independent physician.

 	Written permission from the manufacturer for the use of the test article under their IDE. Generally the investigator will contact the manufacturer and determine if the device can be made available for the emergency use under the company’s IDE. The IRB will request that the investigator contact the FDA to obtain an IDE. If the company only allows cross-referencing to their IDE, declines permission or cannot be reached or an IDE does not exist, the FDA expects the investigator to:

o	Determine whether the criteria for emergency use have been met;
o	Assess the potential for benefits from the unapproved device and to have
substantial reason to believe that benefits exist;
o	Assure that the decision of the investigator that an emergency exists is not based solely on the expectation that IDE approval procedures may require more time than is available.
o	Obtain an independent assessment by an uninvolved physician.




· In addition, if the device is used and there is no IDE:
· The use must be reported to the FDA within 5 working days to CDRH. This report should contain a summary of the conditions constituting the emergency, patient outcome information, and the patient protection measures that were followed.

· A copy of the signed Consent Form, with HIPAA Language.

FDA Emergency Use Requests:
· For investigational biological products regulated by CBER, call 301-827-1800.
· For all other investigational drugs, call 301-796-3400.
· After working hours, call FDA's Office of Emergency Operations at 1-866-300-4374 or 301-796-8240.
· CDER website - including Emergency Use
· CDER Physician Request for a Single Patient IND for Compassionate or Emergency Use


For other questions please visit the Baptist Memorial Health Care Institutional Review Board website at http://www.baptistonline.org/services/research/irb/ and refer to the Policy and Procedure Manual, Policy S.IRB.1243
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