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GUIDELINES FOR EMERGENCY USE OF TEST ARTICLES

(INVESTIGATIONAL DRUGS, BIOLOGICS, OR DEVICES)
A. INTRODUCTION
This document provides guidance to physicians who determine the need for emergency use of an investigational drug, biologic, or device (test article).  
Physicians should contact the IRB regarding the intent to use a test article for emergency use purposes as soon as it is being considered for use.
B. DEFINITIONS
Emergency Use is defined as the use of a test article on a human subject in a life threatening or severely debilitating situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain approval at a convened IRB meeting. 

Life threatening means diseases or conditions where the likelihood of death is high unless the course of the disease is interrupted, and diseases or conditions with potentially fatal outcomes where the end point of clinical trial analysis is survival.  The criteria for life-threatening do not require the condition to be immediately life-threatening or to immediately result in death.  Rather, the subjects must be in a life-threatening situation requiring intervention before review at a convened meeting of the IRB is feasible. 
Severely debilitating means disease or conditions that cause major irreversible morbidity.   
IND is an Investigational New Drug application

IDE is an Investigational Device Exemption

C. WHEN CAN EMERGENCY USE OCCUR?

Emergency use of a test article may occur on a human subject in a life threatening or severely debilitating situation in which no acceptable treatment is available and in which there is not sufficient time to obtain approval at a convened IRB meeting.  Additional considerations, below, do apply.
D. OBTAINING AN EMERGENCY IND OR IDE
The emergency use of an unapproved investigational drug or biologic requires an IND.  If the individual patient does not meet the criteria for an existing protocol or an approved protocol does not exist, the usual procedure is for the physician to contact the manufacturer and determine if the drug can be made available for an “emergency use” under the company’s IND.  If there is no IND, the FDA may authorize the manufacturer to allow the drug to be used in advance of an IND submission or if the company agrees to provide the product, the physician can contact FDA, explain the situation, and obtain an emergency IND to permit shipment of the drug.  FDA contact numbers can be found in the FDA’s Emergency Use of an Investigational Drug or Biologic Information Sheet.  
In general, an unapproved medical device may only be used on human subjects when the device is under clinical investigation and when used by investigators participating in a clinical trial.  However, the FDA recognizes that there may be circumstances under which a health care provider may wish to use an unapproved device to save the life of a patient or to prevent irreversible morbidity when no other alternative therapy exists.  
A physician may treat a patient with an unapproved medical device in an emergency situation before an IDE is approved if he/she concludes that:

· The patient has a life threatening/severely debilitating condition that needs immediate treatment

· No generally acceptable alternative treatment for the condition exists; and

· Because of the immediate need to use the device, there is no time to use existing procedures to get FDA approval for the use.

Emergency use of an investigational device can occur when there is no IDE (for the device or particular use of device) OR when there is an IDE, but the physician is not part of the clinical study.  While prior FDA approval for shipment or emergency use of the investigational device is not required, the use must be reported to FDA by the individual/sponsor holding the IDE within five working days from the time they learn of the use.  If no IDE exists, the physician should follow the above procedures and report the emergency use to the Center for Devices and Radiological Health (CDRH) at (800) 638-2041 or (301) 796-7100.
E. NOTIFICATION TO THE IRB

If time permits, the IRB should be notified prior to the use of the emergency treatment.  Physicians considering emergency use should contact the IRB office at (314) 977-7744 or irb@slu.edu during normal business hours or irb@slu.edu during non-standard business hours.  

The IRB office will connect the physician with the IRB Administrative Chair or designee to determine concurrence with appropriate use.  The consent document may also be reviewed if time permits.   After consultation, the IRB Administrative Chair or designee will make a determination of the appropriateness of the emergency use.  Concurrence will be documented via e-mail.
Regardless of whether the physician is able to contact the IRB before the administration of the emergency treatment, he/she must complete the SLU  Emergency Treatment Form and submit to the IRB within five working days of the use as required by federal regulation 21 CFR 56.104.

If the manufacturer of the test article requests an approval letter from the IRB before it will release the test article for use, and there is not sufficient time for IRB approval, the IRB office can provide a written statement that the IRB is aware of the proposed use and considers the use to meet the requirements of 21 CFR 56.104.  
F. OBTAINING INFORMED CONSENT
If time permits, the physician should contact the IRB to discuss informed consent options.  When possible, the SLU Emergency Use Consent Template should be used.  Otherwise, an external sponsor’s sample consent for a clinical trial may be modified for the emergency use.  Regardless, the consent should not state that the test article is being used for research purposes.

Informed consent of the subject or the subject’s legally authorized representative must be obtained unless both the treating physician and a physician who is not otherwise participating in the use certify in writing ALL of the following [21 CFR 50.23(a)]:

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

2. Inability to communicate with subject, or obtain legally effective consent from the subject.

3. Time is not sufficient to obtain consent from the subject’s legal representative.

4. No alternative method of approved or generally recognized therapy is available that provides an equal or greater likelihood of saving the subject’s life.

If, in the treating physician’s opinion, immediate use of a test article is required to preserve the subject’s life, and if time is not sufficient to obtain an independent physician’s determination that the four conditions above apply, the treating physician should make the determination and, within 5 working days after the use of the article, have the determination reviewed and evaluated in writing by a physician who is not involved in the treatment.  The treating physician must complete the section regarding the “exception from informed consent” on the SLU Emergency Treatment Form and submit the information to the IRB within 5 working days after the use of the test article.
G. STATUS UPDATES/CLOSURES
The SLU IRB requires a status update of treatment be submitted every six months until treatment is complete.  Physicians should use the Emergency Treatment Status Update/Closure Form for this requirement.  A reminder notification will be sent to the physician roughly 30 days prior to the due date.
H. FUTURE USE OF TEST ARTICLE
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.
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