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WCG IRB HUD Clinical Use Closure Form     (HRP-253)


HUD Clinical Use Closure Form     (HRP-253)
Asterisked (*) questions are required.

Use this form to close out the clinical use of a Humanitarian Use Device (HUD) at a facility.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.

Blank & incomplete answers to required questions will result in delayed reviews.

HUD Information:

	1. 
	*Name of HUD Use




	2. 
	*IRB Protocol Number (also called "IRB Tracking Number")




	3. 
	Treating physician’s full name




Status
	4. 
	*Are all of the following true?


	4.1. 
	You and all other physicians at your facility have permanently discontinued use of the Humanitarian Use Device (HUD)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	4.2. 
	The HUD manufacturer or representative has indicated that you can immediately close HUD use at your facility.
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



If you answered "No", you cannot use this form
Number of Patients
	5. 
	*How many patients at your facility have been treated with the Humanitarian Use Device (HUD)?   


Reporting
	6. 
	Since the last continuing review report:

	6.1. 
	*Is there any information that required reporting per IRB "POLICY: Prompt Reporting Requirements" that has NOT yet been reported to this IRB?
If yes, include in this submission a completed "Promptly Reportable Information Submission Form" describing unreported information.

	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	6.2. 
	*Have you implemented any change to the way you use the Humanitarian Use Device (HUD) that this IRB has NOT yet approved?
If yes, include in this submission a completed "Promptly Reportable Information Submission Form" describing the changes made without IRB approval

	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



Special Instructions

	7. 
	Provide any special instructions or additional relevant information for this submission:
     


Acknowledgement
By submitting this form, I confirm that:
· The information within this form is accurate and complete.
· I am the treating physician or the treating physician’s designee authorized to submit on behalf of the treating physician.

· The treating physician has full awareness of the information within this form.
· The treating physician has notified the IRB of all changes to information provided on previous submission forms.

NAME OF PERSON COMPLETING THIS FORM: Please tell us who you are and how we can contact you if we have questions about this form.

	

 
 

*Printed or Typed Name of Person Completing This Form
*Date 


Company & title

(          )      

 

*Phone number

*E-mail address (optional)
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