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OBJECTIVE:

To describe the procedures to follow if a Principal Investigator uses an Emergency Use provision.

BACKGROUND:

· Emergency use is defined as the use of an investigational drug, device 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-HSR approval [21CFR56.102.(d)]. 
·  Emergency use is applicable when there is a need to use an investigational drug/ device/biologic in a manner inconsistent with the approved investigational plan or by a physician who is not part of the clinical study.
·  Emergency use of an unapproved device may occur before an IDE is approved.

· The emergency use provision in the FDA regulations [21CFR56.104c] is an exemption from prior review and approval by the IRB-HSR.  
· The exemption may not be used unless the definition of Emergency Use is met.  
· The exemption allows for only one emergency use of a test article without prospective IRB-HSR review.  FDA regulations require that any subsequent use of the investigational product at the institution have prospective IRB-HSR 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-HSR has not had sufficient time to convene a meeting to review the issue.  
Investigator Information on Emergency Use- Devices
Investigator Information on Emergency Use- Drugs and Biologics
FDA Information Sheet:  Emergency Use of an Investigational Drug or Biologic
FDA Information on Emergency Use of Devices
PROCEDURE:

· The Principal Investigator must notify the IRB-HSR in writing (see template on IRB-HSR Website) within 5 working days that he/she has used the Emergency Use provision.  
· The PI should use a consent form provided by the sponsor if they are able to provide one.  A copy of the consent provided by the sponsor should accompany the documentation submitted to the IRB. 
· If the PI was unable to obtain written informed consent the PI must also submit documentation signed by him/her and another physician not involved in the clinical trial, verifying the criteria for not obtaining informed consent were met. 
IRB Procedures

· If the drug/device manufacturer requires and IRB Acknowledgment of Planned Emergency use- use the template in Appendix A to write letter.

· After the Notification of Emergency use is submitted place it on the agenda manually for the next full board meeting.  Do NOT assign an IRB number. 
· The IRB-HSR must vote to concur or not concur that the event met the criteria of emergency use.  
· An IRB-HSR Assurance Form IS NOT issued.  
· Following the meeting, manually enter the follow up information  in the minutes.  
· In addition the PI will be sent a letter notifying him/her that the board concurred or did not concur with the emergency use and reminding him/her that prospective IRB-HSR approval must be obtained before any additional use of the article is allowed. See Appendix B for the letter template.  
· If the board did not concur with the PI’s decision, the PI will be advised in the letter, to complete and submit a protocol violation form.  During the review of the protocol violation form, any additional risk to the subject will be evaluated and additional reporting undertaken as necessary.
DOCUMENTATION:

The documentation of the emergency use will be filed in the “Emergency Use Notification” file in the IRB-HSR Office. If the emergency use was of an HUD, the notification should be filed in the protocol file. The documentation will be kept for 3 years following approval or for an HUD 3 years after the protocol has been closed. 
REFERENCES:

21CFR56

FDA Information Sheet:  Emergency Use of an Investigational Drug or Biologic (See attached)

FDA Guidance on Emergency use of a Device (see attached) 

Appendix A_ IRB Acknowledgement of Planned Emergency Use

To Whom It May Concern,

 Date:  

This letter is to acknowledge that the IRB for Health Sciences Research is aware of the intent to use an investigational drug under an emergency use as outlined below.

INSERT DESCRIPTION OF THIS CASE

The Principal Investigator (PI) states that the use of this drug is for a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain full board IRB-HSR approval.  

The PI should utilize a consent form supplied by the drug manufacturer if they are able to provide one.  

The PI must notify the IRB-HSR in writing within 5 working days that he/she has used the Emergency Use Provision. A template for this letter is provided on the IRB-HSR website at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/Emergency_Use_Notification_IRB-HSR.doc
Sincerely,

 INSERT NAME OF IRB CHAIR

Chair, Institutional Review Board for Health Sciences Research

Appendix B: Letter Template for PI Notification of IRB Review of Emergency Use Notification

Insert Date:  

Insert Name and Address of PI

RE: IRB-HSR # 

Title:  

Dear Insert name of PI
This is to confirm that on insert date the IRB for Health Sciences Research reviewed your submission for the Emergency Use of insert name of drug or device.
Insert description of emergency use.

Delete the non-applicable option below: 

The members of the IRB-HSR agreed this use met the criteria for emergency use by a vote if x approved, x against, x abstained, x absent  

The members of the IRB-HSR agreed this use did not meet the criteria of emergency use by a vote if x approved, x against,insert name abstained, insert name  absent  

.  

ACTION ITEM:  Principal Investigator to submit a protocol violation form within 2 weeks of receiving this letter.  The form may be found on the IRB-HSR website at http://www.virginia.edu/vpr/irb/hsr/forms.html.  

Please be aware that a second emergency use is not allowed unless you have submitted and received approval from the IRB-HSR of a full protocol and consent form.
If you have any questions regarding this please contact the IRB-HSR Director in the IRB-HSR office at 924-9634.

Sincerely,

Insert name of IRB Chair

IRB-HSR Chair

