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	FORM: Continuing Review Progress Report for Humanitarian Use Device (HUD)

	
	NUMBER
	DATE
	PAGE

	
	HRP-221
	01 MAY 2020
	3 of 3



	Use for both continuing review and as a final report to close a HUD Use.

If modifications are being requested, submit a separate request for a modification.

	Protocol Name:
	     

	Physician:
	     

	Primary Contact:
	     

	Enrollment Status

	Total number of patients treated:

	
	Since activation
	Since last approval
	

	Total locally:
	     
	     
	

	Total all sites:
	     
	     
	

	Current Protocol Status
Check all that are true or not applicable

	 FORMCHECKBOX 

	The use of the Humanitarian Use Device is permanently closed to enrollment.

	 FORMCHECKBOX 

	All patients have completed all HUD-related interventions.

	If all items are checked, the HUD use may be closed. 

Otherwise, the use of the Humanitarian Use Device must undergo continuing review.

	Financial Interest Declaration

	· “Immediate Family” means spouse, domestic partner, children, and dependents.

· “Financial Interest Related to the HUD use” means any of the following interests in the sponsor, product or service being tested, or competitor of the sponsor held by the individual or the individual’s immediate family:

· Ownership interest of any value including, but not limited to stocks and options exclusive of interests in publicly-traded, diversified mutual funds.

· Compensation of any amount including, but not limited to honoraria, consultant fees, royalties, or other income. 

· Proprietary interest of any value including, but not limited to, a patents, trademarks, copyrights, and licensing agreements.

· Board or executive relationship, regardless of compensation.

	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Do any physicians or clinical staff have a financial interest related to the HUD use that was not described in a previous application? If yes, attach an explanation.

	Yes*
	No
	The following questions refer to all sites involved in the HUD use:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, has the status of the HUD for the device changed? If yes, attach a summary description of those changes.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have patients experienced any harms (expected or unexpected)? If yes, attach a summary of the harms experienced by patients.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have patients experienced any benefits? If yes, attach a summary of the benefits experienced by patients.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any unanticipated problems involving risks to patients or others since the last IRB review? If yes, attach a summary of unanticipated problems involving risks to patients or others. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have any patients withdrawn or stopped use of the HUD? If yes, attach a summary of the numbers of withdrawals/terminations and their reasons.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have any patients or others complained about the use of the HUD? If yes, attach a summary of the number and nature of the complaints.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any publications in the literature relevant to the risks or potential benefits of the HUD? If yes, attach a summary of these publications.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, has there been any other relevant information regarding the HUD, especially information about risks associated with the HUD?

If yes, attach a copy or summary of this information.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any modifications or amendments to the HUD IRB submission? If yes, attach a summary description.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, has the HUD been used for a purpose outside its approved indication (i.e. off-label for emergency or compassionate use)? If yes, attach a summary description.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In the opinion of the physician, have the risks or potential benefits of the HUD changed? If yes, attach a summary description of those changes.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Have all problems that require prompt reporting been submitted as required? If no, attach a summary explanation of why.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, has the status of the HUD for the device changed? If yes, attach a summary description of those changes.

	*Attach a summary explanation or description for each question whose answer is “Yes.”


Provide 1 copy of the following documents:
· 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
· All Medical Device Reporting (MDR) reports
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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