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IRBs must review studies at regular intervals to determine if – in light of any changes in the study or the world around it – it remains approvable.   As humanitarian devices must be IRB reviewed using the same rules, updated information is required.

Please find and refer to your previous IRC HUD applications and approvals.
	A.  Identification of Device and People 

	A.1.  Dates

	IRC Approval Number
	     
	IRB Expiration Date
	     
	Date - Last Possible Submission 
	     


	A.2.  People
	Physician User (you)
	Contact Person (coordinator?)

	Name
	     
	     

	Title
	     
	     

	Address

City, St ZIP
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	e-mail
	     
	     

	
	
	 FORMCHECKBOX 
 Check if this form is being completed by coordinator or sponsor representative.


	A.3.  Device

	Device name
	     

	Device company
	     

	Contact person
	     

	Phone
	     


	A.4.  Desires
	(Regardless of what is indicated here, please complete the rest of this form.)

	 FORMCHECKBOX 

	Final Report,            I will not be using this device again. 

	 FORMCHECKBOX 

	Continuing Review.  I would like continued access to this humanitarian device.


	B.  Device Evaluation and Use

	B.1. External Events
	Is there new information since your original review?

	FDA regulatory status
	 FORMCHECKBOX 
 No or       

	New information about safety
	 FORMCHECKBOX 
 No or       

	New information about efficacy
	 FORMCHECKBOX 
 No or       

	New information materials for patients
	 FORMCHECKBOX 
 No or       

	Is there any research aspect to this device use?
	 FORMCHECKBOX 
 No or       


	B.2. Local Events
	What do you now think of this device?  Is there new information since your original review?

	New informational materials you developed
	 FORMCHECKBOX 
 No or       

	Altered opinion regarding usefulness of this device
	 FORMCHECKBOX 
 No or       

	Did anything unexpected or unanticipated occur with its use?
	 FORMCHECKBOX 
 No or       

	Were there any insurance or reimbursement problems for patients?
	 FORMCHECKBOX 
 No or       


	B.3.  Device Activity  

	 FORMCHECKBOX 
 Neither I, nor my secondary physician user(s), used the device with any patients during the prior year 

	 FORMCHECKBOX 
 or
 FORMCHECKBOX 

	Every use of the device was according to the indication.

At least once, I  FORMCHECKBOX 
 (or my secondary user  FORMCHECKBOX 
) used it for a non-indicated use. (Attach more information)


	B.4. Device Accountability: 

	Devices received
	     

	Devices used
	        Does this match the number of your cases?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Devices remaining
	        Are they stored in a well-controlled place?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	C.  Updated Personal Information

	C.1. Changes:  Since your original application have you made or had any changes to

	· stock or patent position with the device company?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
Yes – Please describe      

	· your license or privileges, or legal problems affecting your practice
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
Yes – Please describe      

	· your performance site
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
Yes – Please describe      


	C.2.  Other Physician Users:    


If you originally listed other physicians, you were responsible for their conduct with regard to use of the humanitarian device.  Provide update the information here for each person you agree to supervise in the coming year.  Include any other information we might need to know about his or her use of the device.

	 FORMCHECKBOX 
  No other physicians were included as device users under this approval, or

	NAME
	Address
	Phone
	E-mail - required
	New or returning?

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	C.3.  Performance sites    


You were initially approved to use the device at a specific site or sites.  The question here is where the device was used and whether any contact information for the site needs to be updated.

	
	Site 1 – Was this site used during last year?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  

Continue to use? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	Site 2 - Was this site used during last year?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  

Continue to use? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	Site Name
	     
	     

	Director’s Name & Title
	     
	     

	Address

City St Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	e-mail 
	     
	     

	Website
	     
	     

	
	IRC has received multiple calls indicating that the person who first allowed use of the device at the site has left and now no one knows about it.  We have added the signature to be supplied annually.  The application will be rejected if unsigned below.
	

	Signature of director or IRB chair, 
	
	

	Date 
	
	


	C.  Signature(s)  

	
	Person who prepared the response
	Lead Physician responsible for this submission.

REQUIRED

	Signature
	
	

	Printed name
	     
	     

	Date
	     

	     


SUBMISSION CHECK LIST


� 	This form


� 	Any new consent information


�      Site permission if updated








( IRC 2001, 2008
( IRC 2001, 2008, 2009
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