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EMERGENCY USE PHYSICIAN CHECKLIST
This checklist is provided as a tool for the treating physician to assure compliance with FDA regulations and the University of Rochester OHSP Policy 607 Emergency Use of Investigational Drugs, Biologics and Medical Devices.  Note that all post-treatment notifications must be submitted to the RSRB using a Report of New Information through the IRB Review System within 5 working days of administration.  The report should be titled “Emergency Use of [INSERT NAME of DRUG/BIOLOGIC/MEDICAL DEVICE] in [INSERT DISEASE/DISORDER]”.
	BASIC Information:

	Treating Physician Name:
	     

	UR Department:
	     

	Name of Unapproved Test Article:
	     

	Patient Initials:
	     


 FORMCHECKBOX 
 
Emergency Use Confirmation:  Confirm all requirements according to OHSP Policy 607 have been met to allow for an emergency use of an unapproved test article.

· Patient has a serious or immediately life-threatening disease or condition (e.g., a serious disease, or a sight-threatening or limb-threatening condition, other situations involving risk of irreversible morbidity) that requires immediate treatment.

· There is no standard or generally accepted therapy or alternative to treat the disease or condition.

· The probable risk to the patient from use of the unapproved test article is not greater than the probable risk from the disease or condition, and,
· There is not sufficient time to obtain an IND/IDE or RSRB approval of a protocol at a convened board meeting.
· For a medical device, the treating physician must also confirm the following have been met:
· There is substantial reason to believe that benefit will exist from the use of the unapproved medical device, and 

· A written independent assessment for each of the items above by a physician who is not otherwise participating in the emergency treatment.  If there isn’t time to obtain this assessment, the treating physician has made these determinations and the independent assessment will be obtained as soon as possible after the treatment and included in the report to RSRB.
 FORMCHECKBOX 

Contact the Sponsor/Manufacturer/FDA:  Determine whether the unapproved test article can be made available for the emergency use through the company’s IND/IDE.  If not, contact the FDA to obtain an emergency IND and authorization to ship the test article.  For medical devices, prior FDA authorization is not required. The CTSI Office of Regulatory Support is available to assist with contacting the FDA and filing required regulatory forms, such as the FDA Form 3926 (researchhelp@urmc.rochester.edu). If the treating physician is required to obtain an Emergency IND/IDE from the FDA, he/she may be required to complete the IND/IDE training course given by the CTSI Office of Regulatory Support.
 FORMCHECKBOX 
 
Contact the UR Investigational Drug Service (275-6153):  Emergency use of unapproved drugs and biologics must be dispensed through IDS.
 FORMCHECKBOX 
 
Contact the RSRB (when possible before, if not immediately following the emergency use):  
· Provide the name of the test article, the company, and the indication - FDA regulations [21 CFR 56.104(c)] allow for one emergency use of an unapproved test article for a particular indication without prospective RSRB approval. Any subsequent use of the test article must have prior RSRB approval. 
	INITIAL REPORTING:

	 FORMCHECKBOX 

	Complete and submit the Emergency Use Report to RSRB.

	ADDITIONAL REPORTING: Complete the following after the test article has been administered:

	 FORMCHECKBOX 

	Complete and submit the Emergency Use Follow-Up Report to the RSRB.

	 FORMCHECKBOX 

	IF AN IND/IDE EXISTS:  Provide the IND/IDE holder a report of the emergency use within 5 working days of treatment date.

	 FORMCHECKBOX 

	IF AN IND/IDE DOES NOT EXIST:  Provide the FDA a follow up report of the emergency use utilizing the FDA Form 3926.

	Additional developments subsequent to initial RSRB notification (e.g., additional patient outcomes, reportable events) should be reported to the RSRB using the previously submitted Report of New Information through the IRB Review System in a timely manner using the Emergency Use Follow-Up Report.


Emergency Use Physician Checklist
 Page 1 of 1
Final v. 05/21/2021
Emergency Use Physician Checklist
 Page 2 of 2
Final v. 01/10/2018

[image: image1.png]