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EMERGENCY USE OF A TEST ARTICLE

EMERGENCY EXEMPTION FROM PROSPECTIVE INSTITUTIONAL REVIEW BOARD APPROVAL

All research involving humans as subjects at Brookwood Baptist Health requires prospective review by the Institutional Review Board.  However, situations may arise where the use an unapproved, investigational drug or device may offer the only possible life-saving alternative.  Furthermore, there may not be sufficient time to obtain the approval from the Institutional Review Board.  Nothing in the Brookwood Baptist Health policies regarding the use of humans as research subjects is intended to limit the authority of a physician to provide emergency medical care, to the extent the physician is permitted to do so under applicable Federal, State or local law.

Emergency use is defined as the use of an investigational drug or biological product with a human subject in a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain IRB approval [21 CFR 56.102(d)].  The emergency use provision in the FDA regulations [21 CFR 56.104(c)] is an exemption from prior review and approval by the IRB.  The exemption, which may not be used unless all of the conditions described in 21 CFR 56.102(d) exist, allows for one emergency use of a test article without prospective IRB review.  FDA regulations require that any subsequent use of the investigational product at the institution have prospective IRB review and approval.  FDA acknowledges, however, 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.

Life threatening, for the purposes of section 56.102(d), includes the scope of both life threatening and severely debilitating, as defined below.

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 diseases or conditions that cause major irreversible morbidity.  Examples of severely debilitating conditions include blindness, loss of arm, leg, hand, or foot, loss of hearing, paralysis, or stroke.

Institutional procedures may require that the IRB be notified prior to such use, however, this notification should not be construed as an IRB approval.  Notification should be used by the IRB to initiate tracking to ensure that the investigator files a report within the five-day time frame required by 21 CFR 56.104(c).  The FDA regulations do not provide for expedited IRB approval in emergency situations.  Therefore, "interim," "compassionate," "temporary" or other terms for an expedited approval process are not authorized.  An IRB must either convene to give "full board" approval of the emergency use or, if the conditions of 21 CFR 56.102(d) are met and it is not possible to convene a quorum within the time available, the use may proceed without any IRB approval.

Some manufacturers will agree to allow the use of the test article, but their policy requires "an IRB approval letter" before the test article will be shipped.  If it is not possible to convene a quorum of the IRB within the time available, some IRBs have sent to the sponsor 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(c).  Although, this is not an "IRB approval," the acknowledgment letter has been acceptable to manufacturers and has allowed the shipment to proceed.  This policy is undergoing review and is subject to change.

EXCEPTION FROM INFORMED CONSENT REQUIREMENT

Even for an emergency use, the investigator is required to obtain informed consent of the subject or the subject's legally authorized representative unless both the investigator and a physician who is not otherwise participating in the clinical investigation certify in writing all of the following [21 CFR 50.23(a)]:

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

(2)
Informed consent cannot be obtained 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)
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 investigator's opinion, immediate use of the 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 clinical investigator 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 participating in the clinical investigation.  The investigator must notify the IRB within 5 working days after the use of the test article [21 CFR 50.23(c)].

FDA regulations allow for one emergency use of a test article in an institution without prospective IRB review, provided that such emergency use is reported to the IRB within five working days after such use.  An emergency use is defined as a single use (or single course of treatment, e.g., multiple doses of antibiotic) with one subject.  "Subsequent use" would be a second use with that subject or the use with another subject.

In its review of the emergency use, if it is anticipated that the test article may be used again, the IRB should request a protocol and consent document(s) be developed so that an approved protocol would be in place when the next need arises.  In spite of the best efforts of the clinical investigator and the IRB, a situation may occur where a second emergency use needs to be considered.  FDA believes it is inappropriate to deny emergency treatment to an individual when the only obstacle is lack of time for the IRB to convene, review the use, and give approval.
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REPORT OF EMERGENCY USE OF A TEST ARTICLE 

ANSWER ALL QUESTIONS - PLEASE TYPE

INSTRUCTIONS FOR SUBMISSION: Submit the following electronically to 

 Vyvette.Isabelle@bhsala.com. 

· Your completed Report of Emergency Use of a Test Article signed by the Principal Investigator

· A copy of the protocol, informed consent document and any other pertinent information

· If circumstances prevented obtaining informed consent, append a letter from the principal investigator and an impartial physician who is not participating in the clinical investigation certifying the following:


[1]
there was a life-threatening situation necessitating use of the test article;  


[2]
the subject was unable to provide effective consent; 


[3] 
there was insufficient time in which to obtain consent from the subject's legal representative; and 


[4] 
there was no available alternative method of approved or generally recognized therapy of equal or       greater likelihood of saving the subject’s life.  
· Please append a copy of the certification document prepared by the Investigator and an impartial physician.  
Date of Submission: 

	


PROJECT IDENTIFICATION

1. Title of Research Project:
Please complete the title, which appears below by inserting the name of the test article in the space provided.
	Emergency use of <enter name of protocol> in a single patient facing a life threatening condition.


2.
Name of Sponsor and Protocol Number:  
	


3. Information on the Principal Investigator:
(Please note:  Only one Principal Investigator may be identified.)

	Name:
	

	Academic Degree:
	

	Name of Brookwood Baptist Medical Center; or Practice:
	

	Mailing address & zip code: 
	

	Telephone number:
	

	Fax number:
	

	Email address:
	


 4. Investigator’s Assurance
I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the Brookwood Baptist Health Institutional Review Board.

I agree to comply with all Brookwood Baptist Health policies and procedures, as well as all applicable Federal, State and local laws regarding the protection of human subjects in research, including, but not limited to the following:

· performing the project by qualified personnel according to the approved protocol;

· implementing no changes in the approved protocol or consent form without prior BBH IRB approval (except in an emergency, if necessary to safeguard the well-being of human subjects);

· obtaining the legally effective informed consent from human subjects or their legally responsible representative, and using only the currently approved consent form with human subjects;

· promptly reporting significant or untoward adverse effects to the Brookwood Baptist Health IRB in writing within five (5) working days of occurrence.

I will maintain all required research records on file and I recognize that the Institutional Review Board is authorized to inspect these records.

I will inform the Institutional Review Board of any significant negative change in the risk/benefit relationship of the research as originally presented in the protocol and approved by the Institutional Review Board.

I understand that failure to comply with all HHS/FDA regulations, Institutional Review Board requirements/policies and the provisions of the protocol as approved by the Institutional Review Board may result in suspension or termination of my research project.

_____________________________________________________________________

Signature of Principal Investigator










Date

5.
Required Prior Approval:
For Emergency Use of a Test Article, the Brookwood Baptist Institutional Review Board requires the prior approval of another physician not directly involved in the treatment of the patient.

Name of physician not directly involved in the treatment of the patient who certified that

· the subject was facing a life-threatening or severely debilitating condition;

· that the test article had a reasonable likelihood of helping save the patient’s life or prevent the severely debilitating condition; and 

· that intervention was required before review at a convened meeting of the Institutional Review Board was feasible; and

· that the investigator sought and was granted consent prior to the use of the test article.

________________________________________________________________________

Printed name of 
impartial physician who is not participating in the clinical investigation

_______________________________________________________________________

Signature 

Date

INFORMATION ON THE EMERGENCY USE OF A TEST ARTICLE (INVESTIGATIONAL DRUG, BIOLOGIC OR DEVICE)

1.
Who is the patient, who received the test article?
Please provide the following information:  

	Last name, followed by first name.  
	

	Brookwood Baptist Facility record number.   
	

	Birth date.  
	


2.
What is the disease, for which the patient was given the test article?  
Please provide the diagnosis.  
	


3.
What were the symptoms and signs that made the Investigator conclude that the patient was facing a life-threatening or debilitating condition?

	


4.
What made the Investigator conclude that there was no standard acceptable treatment available, so that an investigational treatment had to be offered?  

Please document that there was no available alternative method of approved or generally recognized therapy of equal or greater likelihood of saving the patient’s life.  
	


5.
What type of informed consent process was implemented prior to administration or application of the test article to the patient?  

The standard comprehensive written informed consent document signed by the adult, mentally competent subject is the optimal process.

Please provide the following information: 

Mental state of the patient at the time informed consent was obtained.

	


If the mental acuity of the patient was in doubt, the person who gave the informed consent  (persons authorized to give consent are, in the order of legal priority, the legally appointed guardian; patient advocate named in a Durable Power of Attorney for Health Care; or if not available, a next-of-kin (legal definition, in a descending order of priority: spouse; adult son or daughter; either parent; adult brother or sister).

	


Please append a copy of the written informed consent document (bearing signatures of the patient and the Investigator.

If circumstances prevented obtaining informed consent, why was the patient unable to provide effective consent; and why was there insufficient time in which to obtain consent from a legal representative of the patient?

	


Special procedures for documenting the unfeasibility of obtaining consent are as follows:

The Investigator and a physician who is not participating in the clinical investigation must certify in writing the following:  

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

(2)
Informed consent cannot be obtained 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)
No alternative method of approved or generally recognized therapy is available that provides an equal or greater likelihood of saving the subject's life.

Please append a letter prepared by the Investigator and an impartial physician certifying the above statements. 
6.
What was the test article that the patient received?  
Please provide the following information on the investigational drug, biologic or device: 

	Source (supplier:  e.g.  FDA;  name of manufacturing company; name of an investigator acting as an intermediate, to whom the IND (investigational new drug)  or IDE (investigational device exemption) had been extended). 
	

	Generic name, name or code number.  
	

	FDA’s IND exemption, or IDE number.  If Investigators themselves are applying to the FDA to obtain an IND exemption or IDE, please give the dates exemption was requested and response received.  
	

	Drug trial phase (i.e.  Phases 1 through 4) or significant risk or nonsignificant risk device status; please consult “Specific Information” section preceding this template,  
	

	Dosage, route of administration or application, and frequency & total duration of use.  
	

	Proposed mechanism of action or function.  
	


7.
On what date did the administration or application of the test article to the patient begin, and when will it end?  

	


8.
If the interval between the date of initial administration of the test article and the date of submission of this application is more than five (5) days, what was the reason for the delay in reporting?    

	


9.
What information is available on the response of the patient’s life-threatening or debilitating condition to the test article at the time of this report?    
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