EMERGENCY USE OF A TEST ARTICLE CHECKLIST

Prior to Emergency Use
[bookmark: _GoBack]☐Contact the Human Protections Administrator (HPA) at 225-231-5296 and inform of the intent to use an emergency test article
☐ Contact the IRB Chair at 225-231-5359 to discuss emergency use criteria:
	☐ The test article is use one time to treat a single patient
	☐ The patient has a condition that is life-threatening or severely debilitating
	☐ No standard treatment is available
	☐ There is not sufficient time to obtain IRB approval prior to use
	☐ Informed consent will be obtained, or the waiver of consent will be justified
	☐ The IRB will be notified within 5 business days via written report
☐If the IRB Chair agrees that this situation meets the emergency use criteria, notify the HPA to draft a letter to the manufacturer/sponsor of the test article for release, if needed
☐  If notification of the IRB Chair or HPA is not possible, the treating physician should review the criteria above, proceed with treatment if the use meets the criteria, and submit a written report to the IRB Chair within 5 business days
 ☐  Contact the sponsor and FDA and obtain an IND or IDE
 ☐  Obtain informed consent from the patient or legally-authorized representative, or justification of waiver of consent.
	☐  For waiver of informed consent, the treating physician and an uninvolved physician should assess in writing that:
	☐  The patient is in a life-threatening situation
	☐  The physician cannot communicate with the patient
	☐  Time is not sufficient to obtain consent from the LAR
	 ☐  No alternative method of generally recognized therapy is available
Post-Use Requirements
☐   A written report is submitted to the IRB within 5 business days:
· Describe the test article that was used, including any IND or IDE numbers
· The conditions necessitating the emergency use,
· The status of the participant,
· Confirmation that written consent was obtained,
· If written consent was not obtained, provide written certification from the investigator and a physician who is not otherwise participating in the clinical investigation that:
· The participant is/was confronted by a life-threatening situation necessitating the use of the test article.
· Informed consent was not/cannot be obtained because of an inability to communicate with, or obtain legally effective consent from, the participant.
· Time is/was not sufficient to obtain consent from the participant's legal representative.
· No alternative method of approved or generally recognized therapy is/was available that provides an equal or greater likelihood of saving the participant's life.
  ☐ Report the use to FDA for Investigational Devices via the IDE sponsor
  ☐ Seek prospective IRB approval for any subsequent uses of the test article; do not deny emergency treatment to a second  individual if the only obstacle is that the IRB has not had sufficient time to convene to review the use. 

