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I. When to use this form

This form should be used to notify the Institutional Review Board of the emergency use of an investigational drug, biologic or device on 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)].

II. INVESTIGATOR RESPONSIBILITIES 

A. When a Drug or Biologic is used, an IND is required.  Contact the manufacturer and determine if the drug or biologic can be made available for the emergency use under the company's IND. If there isn’t time to apply for an IND, the FDA may authorize shipment of the test article in advance of the IND submission. Requests for such authorization may be made by telephone or other rapid communication means to the FDA.
· Drug Products: Division of Drug Information | (888) 463-6332 | (301) 796-340

· Biological Blood Products: Office of Blood Research and Review | (HFM-300) | (301) 827-3518

· Biological Vaccine Products: Office of Vaccines Research | (HFM-400) | (301) 827-3070

· On Nights and Weekends: Office of Crisis Management & Emergency Operations Center | (866) 300-4374 | (301) 796-8240

B. When an investigational Device is used, the FDA advises the physician to follow as many patient protection measures as possible.  This includes obtaining:
1. Clearance from the institution as specified by their policies;

2. Concurrence of the IRB chairperson;

3. An independent assessment from an uninvolved physician; and

4. Authorization from the IDE sponsor, if an approved IDE exists for the device.

FDA also requires that the physician provide the IDE sponsor with sufficient patient follow-up information.  The sponsor is required to inform the FDA of the use via a supplement within 5 working days from the time the sponsor learns of the use.  If no IDE exists, the physician should submit a follow-up report on the use of the device to the FDA within 5 days of use. This report should contain a summary of the conditions constituting the emergency, patient protection measures that were followed, and patient outcome information.  

C. IRB Submission Requirements:  This form should be submitted no later than 5 working days after the emergency use.  If the sponsor requires acknowledgment from the IRB Chair before it will ship the drug or device, the investigator should complete all applicable sections of the form and submit to the IRB office for review and sign-off by an IRB Chair or designee.  This should not be construed as IRB approval and investigators will still be required to submit an updated form with all follow-up information completed within 5 days after the use of the test article.    
Submit the form to irb@northwestern.edu.  Please follow-up with a phone call to the IRB Office at 312-503-9338. This same number may be used if you have any questions on how or when to use this form.
III. Definitions

Emergency Use:  Emergency use means the use of a test article on 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)].  

Test Article:  A test article includes any drug, biological product, or medical device for human use [21 CFR 56.102(l)].

Life-threatening:  For an emergency use of a test article, FDA regulations define a “life threatening” situation to include 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. 

IV. INFORMATION ABOUT THE EMERGENCY USE

A. Emergency Use Status

 FORMCHECKBOX 
   The emergency use has already occurred and I am reporting this for the first time to the IRB. 

 FORMCHECKBOX 
 
The emergency use has not occurred, and I need acknowledgment from the IRB Chair that the use of the test article constitutes an emergency use before the sponsor will ship the drug or device.

 FORMCHECKBOX 
   This is a follow-up report to the IRB for an emergency use that was prospectively reported to the IRB on __________________ (insert date).  

B. Emergency Use Requirements (all answers must be “yes”)
	1. A test article was/will be used on a human subject


	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  

	2. The patient was/is in a life-threatening or severely debilitating situation
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  

	3. There was/is no alternative method of approved or generally recognized therapy available that provides an equal or greater likelihood of saving the participant’s life.
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  

	4. There was/is not sufficient time to obtain IRB approval prior to the use of the investigational test article. 
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  


C. Test Article Information
	1. Type of test article:   FORMCHECKBOX 
 Drug    FORMCHECKBOX 
 Device    FORMCHECKBOX 
 Biologic

	2. Name of test article:  

	3. IDE# or IND # (Required for drug or biologic):   

	4. Course of treatment and dose (if applicable): 

	5. Location of treatment (i.e., NMH, RIC):   


D. Prior or Future Use of the Test Article: FDA allows for one emergency use of a test article without prospective IRB review.  Any subsequent use of the investigational product at the institution must 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.
	1. Has this test article previously been used at this institution under the emergency use provision without prospective IRB review?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  



	If “yes”, provide justification for treating a second individual at this institution without prospective IRB approval.  


	2. Do you intend to use this test article again in the future?  

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  



	If “yes”, specify when a new protocol submission will be submitted to the IRB for review for future use of the test article. 


E. Patient Information

	1. Patient Initials  

	2. Conditions requiring use of the test article  

	3. Any prior course of treatment 

	4. Patient protection measures 


F. Follow-up information after the use of the test article:
	1. Date the test article was administered:  

	2. Description of the patient’s status:  

	3. Was written consent obtained from the patient or the patient’s legally authorized representative?        FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No , 
If “No”:  
a. Explain why written informed consent could not be obtained from the patient or the patient’s legally authorized representative.   
b. Complete Section G, Independent Physician’s Assessment




G. Independent Physician’s Assessment - Complete section 1 or 2 (whichever applies) when written informed consent cannot be obtained from the patient receiving the test article.   
	1. When the assessment is provided prior to the use of the test article  



	a. I am not participating in the care of the patient  
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  



	b. The four conditions below must be met in order to allow an emergency waiver of informed consent: 

· The subject is confronted by a life-threatening situation necessitating the use of the test article; and,

· Informed consent cannot be obtained because of an inability to communicate with, or obtain legally effective consent from, the subject; and 

· Time is not sufficient to obtain consent from the subject's legal representative; and 

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

Explain how these conditions are met:    



	2. When the assessment is provided after the use of the test article  



	a. I am not participating in the care of the patient  
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  



	b. The treating physician may only use a test article without written informed consent and an independent physician assessment when he/she has determined that 

· immediate use of the test article was required to preserve the subject's life,
· Informed consent could not be obtained because of an inability to communicate with, or obtain legally effective consent from, the subject; and 

· Time was not sufficient to obtain consent from the subject's legal representative; and 

· No alternative method of approved or generally recognized therapy was available that provided an equal or greater likelihood of saving the subject's life, and

Provide an evaluation assessing if the above conditions were met:  


I certify that the above information is accurate. 

Print Name:    
Signature of the Physician:  ________________________________________

Date: _____________________________________________

Department:    
H. investigator’s assurance


I agree to adhere to the treatment course as described in this form. I agree not to extend the use of this test article beyond the patient and treatment involved in this request and to report to IRB any unexpected side effects at any time they occur. If there is the possibility that the test article may need to be used again at NU, a formal IRB application will be submitted for IRB review and approval before the next use.  

Print Name:  
Signature of the Investigator:  _________________________   

Date: _____________________________________________

Department:  
e-mail:  
Phone/Pager:  
I. Concurrence by the IRB Chair or Designated Member of the IRB

	Emergency Use of a Test Article

With Informed Consent
	Emergency Use of a Test Article

Without Informed Consent

	I verify that all of the following statements are true:

 FORMCHECKBOX 
 The participant was/is confronted by a life-threatening or severely debilitating situation.

 FORMCHECKBOX 
  No standard acceptable treatment was/is available.

 FORMCHECKBOX 
 There was/is not sufficient time to obtain IRB approval in advance of the use of the test article.


	I verify that all of the following statements are true:

 FORMCHECKBOX 
 The participant was/is confronted by a life-

threatening situation necessitating the use of the test article.

 FORMCHECKBOX 
 Informed consent could/can not be obtained

from the participant because of an

inability to communicate with, or obtain legally effective consent from, the participant.

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

 FORMCHECKBOX 
 No alternative method of approved or 

     generally recognized therapy that provided 

an equal or greater likelihood of saving the

life of the participant was/is available.

 FORMCHECKBOX 
 Independent Physician Assessment was completed


The IRB is aware of the proposed emergency use and considers the use to meet the requirements of 21 CFR 56.104(c).

Print Name: 
 _____________________________________________

Date: ______________

