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	Use to request a modification to previously approved HUD Use

	Protocol Name:
	     

	Physician:
	     

	Primary Contact:
	     


	Summarize the modification or attach a summary:

	     


Provide 1 copy of the following documents if affected by the modification:

· FORM: Application for Humanitarian Use Device (HUD)
· Summary of how the physician proposes to use the device, including a description of any screening procedures, the HUD procedure, and any patient follow-up visits, tests or procedures (may be submitted in a protocol format).

· Description of how the patient will be informed of the potential risks and benefits of the HUD and any procedures associated with its use
· Copy of FDA’s HDE approval
· A description of the device
· The product labeling
· The patient information packet that may accompany the HUD
NOTE: The IRB does not require an informed consent document for HUD use.

	Medical Director Approval

	I have reviewed this application and determined that all institutional requirements are met, that the physician is qualified by training and experience to use the device, the institutional is capable of supporting the use of this device, and the institution will allow the use of the device as a clinical service.

	

	Medical Director Signature
	Date

	
	     

	Department Chair or Supervisor Approval

	I have reviewed this application and determined that all departmental requirements are met and that the physician has appropriate resources to use the Humanitarian Use Device.

	Departmental Chair or Supervisor Signature
	Date

	
	     

	Physician Acknowledgement

	I agree to use the Humanitarian Use Device in accordance with applicable regulations and the organization’s policies and procedures.

	Physician signature
	Date
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