	

	Florida Department of Health Ethics and Human Research Protection Program

Emergency Use Worksheet 


	Name of the drug:
	     

	Name of commercial sponsor:
	     

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	Determining whether FDA regulations governing emergency use apply

	 FORMCHECKBOX 
 To qualify for emergency use, all of the following criteria must be met:
 FORMCHECKBOX 
 The patient is in a life-threatening situation.

 FORMCHECKBOX 
 No other treatment is available.
 FORMCHECKBOX 
 There is not enough time to wait until IRB approval is obtained
 FORMCHECKBOX 
 Informed consent will be obtained and documented in accordance with 21 CFR 50 or the situation meets the waiver criteria in 21 CFR 50.23
 FORMCHECKBOX 
 The investigator will submit a report to the IRB within five (5) days.
 FORMCHECKBOX 
 The emergency use of an unapproved investigational drug or biologic requires an IND.  If the subject does not meet the criteria of an existing approved protocol, the researcher may contact the sponsor to determine if the drug or device may be made available under the company’s IND.
 FORMCHECKBOX 
 Documentation that the situation is a life-threatening emergency should be provided in both the patient’s medical record and in a letter to the IRB.
Note: Not all emergency use requires exemption from prior IRB review.  It there is sufficient time to allow IRB review, investigators will complete a new IRBWise application which will be scheduled for review at the next possible meeting.  FDA regulations [21 CFR 56.102(d)] permit one emergency use, but any subsequent use must have prior IRB review and approval  [21 CFR 56.104(c)].  If an investigator anticipates the possible subsequent use of the agent will occur, the investigator should complete an IRBWise application.


	Note:
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	Dated


