


REVIEW OF DEVICE COMPASSIONATE USE

December 9, 2022

<Name of Principal Investigator>
<Address of Principal Investigator>
<Phone Number of Principal Investigator>
<Fax Number of Principal Investigator>
<Email Address of Principal Investigator>

Dear <Hailing of Principal Investigator>:

The IRB reviewed your proposed non-emergency individual patient/small group expanded access for an unapproved medical device (commonly known as Compassionate Use):

	Protocol Information
	Submission Details

	Type of Review:
	Device Compassionate Use

	Title:
	

	Investigator:
	

	IRB ID:
	

	IND, IDE or HDE:
	<Indicate “None” if there is none.>

	Documents Reviewed:
	



The IRB determined that as proposed the use <does/does not> comply with regulatory requirements and concurrence of the IRB Chair <has been/has not been> obtained.

Sincerely,


IRB Manager

cc:	<Protocol Contact>
<If the research is Veterans Administration (VA) research: Chair of the Veterans 
Administration Research and Development Committee at the Veterans Administration facility.>
<Chairman or Supervisor of the Principal Investigator>
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