
Directions for SINGLE TIME EMERGENCY USE OF TEST ARTICLE FORM
	
	If full IRB approval cannot be obtained and use of the investigational drug, biologic or device meets the criteria for single time emergency use the following steps must be completed prior to the use:

· The HIC should be notified prior to the single time emergency use. This is usually accomplished by a phone call and submission of the Single Time Emergency Use Form. 
· When the HIC is open, verbal or written approval from one of the following must be obtained prior to use: 

· The HIC Chair or Vice-Chair; if not available: 

· Chair of one of the Medical IRB Committees with appropriate clinical expertise, or

· Vice Chair of one of the medical IRB Committees with appropriate clinical expertise
· If the HIC is closed, both the investigator and a physician who is not otherwise participating in the single time use of the test article complete the “Single Time Emergency Use” to certify that all of the criteria for single time emergency use have been met.
· A completed “Single Time Emergency Use of a Test Article” Form, copy of the informed consent or a written justification that informed consent could not be obtained, and any available documentation from the sponsor should be submitted within five (5) days working days to the HIC 

Any subsequent use of the test article will require submission of a research proposal for full board approval.  See HIC Policy and Procedure: “Initial Protocol Submission Requirements.”
DHHS regulations do not permit research activities to be started, even in an emergency, without prior IRB review and approval.  Therefore, when emergency medical care is initiated without prior IRB review and approval, the patient may not be considered a subject in the DHHS supported research.  The emergency care cannot be claimed as research nor can any of the data regarding such care be included in any report of a prospectively HHS supported research except where required by FDA regulations.  

Data collected from the patient who received the emergency treatment cannot be considered research, as defined by Department of Health and Human Services (DHHS) regulations, and cannot be used with data for a research study. Data collected from this patient is considered research under FDA regulations an can be aggregated with other research data, provided that research is not subject DHHS.
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Single Time Emergency Use of a Test Article (Drug, Biologic or Device) Form

All HIC Submission Forms Must be the Current Version and Typed

HIC Protocol Number








HIC Use ONLY

	1. 
	Physician Name 
	     
	Signature:
	Date:     

	2. 
	Department:
	     
	E-mail:      

	3. 
	Campus Address:
	     

	Phone: (     )      
	Fax: (     )

	4. 
	
	
	Pager: (     )      

	5. 
	Form Completed by:      
	Title:      

	6. 
	Phone: (     )     
	E-mail:      

	7. 
	Is the patient in a life-threatening condition that needs immediate treatment; and
No generally acceptable alternative for treating the patient is available; and
Because of the immediate need to use the drug/device, there is no time to use an existing procedure to get FDA approval for use?
	 FORMCHECKBOX 
 No (Stop, does not qualify for Single Time Emergency Use)

 FORMCHECKBOX 
 Yes (Qualifies for Single Time Emergency Use)

	8. 
	Describe how the condition of the patient and the situation meets the definition of single time emergency use.

     

	9. 
	Initials of Patient: 
	     
	Site/Location: 
	     

	10. 
	Name of drug/device/biologic to be used or was used
	     

	11. 
	Date drug/device/biologic will be used or was used
	     

	12. 
	Provide IND/IDE number, if applicable
	     

	13. 
	Name of Sponsor
	     

	14. 
	Describe how the informed consent was or will be obtained [Explain the process so that the patient understands that the drug/device is not FDA approved for this use].  Attach a copy of the written informed consent form or provide justification why written consent was not obtained.

     



HIC use ONLY

Verbal Concurrence of the HIC Chair or Designee:____________________________________________         Date:_____________________
If applicable, Faxed to Pharmacy:    FORMCHECKBOX 
 DRH (993-2522)       FORMCHECKBOX 
CHM (993-0025)   FORMCHECKBOX 
 VAMC (576-1105)  
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