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	Aurora IRB

Humanitarian Use Device for Non-Research Purposes
Application for Continuing Review/Final Report
	






(IRB Chair or designee)

Approval date: ________________ ( Full / ( Expedited
Expiration date: _______________ Exp. Category: HUD
For IRB Use Only

	HUD is currently being used at the following facilities:

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	

	Physician or Aurora employee responsible for HUD access:
	     
	Date of request:
	     

	Aurora IRB Protocol #:       Title:      

	Application and ICF currently expire on:
	     
	HDE Holder (device manufacturer):
	     


SECTION I

1. Please list the current contact person that the RSPP can call with questions about this application:

	Name:
	     

	Mailing address:
	     

	Phone:
	     
	Fax:
	     
	Pager:
	     
	e-mail:
	     

	2. Do you currently have access to the HUD for treatment or diagnostic purposes or do you intend to use this HUD in the future?  FORMDROPDOWN 

If NO, the RSPP file will be closed and you will not be authorized to access the HUD.

	3. List all physicians who are currently authorized, trained, and have appropriate clinical privileges to use the HUD:      

	4. Number of patients treated locally since last review:      
	Cumulative:      

	5. Number of patients whose treatment was attempted but unsuccessful since last review, if applicable:      
	Cumulative:      

	6. Number of patients treated with the HUD who are still being monitored or followed:      


SECTION II

Complete this section ONLY if the HUD is currently available at an Aurora facility.
7. Has each use of the HUD been according to the FDA approved labeling (i.e., patient met “eligibility criteria”)?  FORMDROPDOWN 
 If NO, was the “off-label” use reported to the HDE holder and Aurora IRB?  FORMDROPDOWN 

8. Has the Aurora IRB placed any additional reporting requirements on the use of the HUD, as indicated on the original approval letter?  FORMDROPDOWN 
 If YES, were the reporting requirements followed (this will be verified by the RSPP office)?  FORMDROPDOWN 
 If NO, why not?      
9. Briefly summarize local patient and physician experiences thus far (including unsuccessful experiences):      
10. Briefly summarize local patient outcomes to date:      
11. Have there been any changes to the status of the HUD or any significant new information from the HDE holder:      
12. Based on your experiences to date or any significant new information, have the risks and/or benefits to patients changed since the last IRB review, in the physician’s opinion?  FORMDROPDOWN 
 If YES, state why or how the risks and/or benefits have changed:       and if YES, summarize any new measures taken to minimize risks to patients or indicate why current measures remain appropriate:      
13. Have there been any patient complaints regarding use of the HUD since the last Continuing Review Report?  FORMDROPDOWN 
 If YES, give details:      
14. Have there been any injuries to patients that necessitated an institutional incident report or report to the device manufacturer (e.g., equipment or device failures) related to the use of the HUD since the last Continuing Review Report?  FORMDROPDOWN 
 If YES, give details:      
15. Have there been any Problems that Require Prompt Reporting to the IRB:   FORMDROPDOWN 
 If YES, give details:      
According to FDA, device user facilities and/or manufacturers are required to submit a report to FDA and to the IRB of record whenever a HUD may have caused or contributed to a death or serious injury, or has malfunctioned and would be likely to cause or contribute to a death or serious injury if the malfunction were to recur (21 CFR 814.126(a)). Serious injury means an injury or illness that (1) is life-threatening, (2) results in permanent impairment of a body function or permanent damage to a body structure, or (3) necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure (21 CFR 803.3). The specific requirements for this reporting are set forth in the Medical Device Reporting (MDR) Regulation, at 21 CFR Part 803.

The treating physician must report these events or significant problems that occur with the use of the device to the Aurora IRB no more than 10 working days after discovery using the Local Unanticipated Event Reporting Form (RR 403-A). 

16. Summarize any problems not previously reported to the IRB since the last Continuing Review Report:      
If NONE, check box  FORMCHECKBOX 
.

17. Summarize any problems previously reported to the IRB since the last Continuing Review Report:      
If NONE, check box  FORMCHECKBOX 
.

18. If the IRB has not waived the requirement for prospective informed consent, have you obtained a signed Aurora IRB‑approved informed consent document for each patient prior to using the HUD?   FORMDROPDOWN 
 If no, please explain:       
19. If the IRB has not waived the requirement for prospective informed consent, attach a copy of a blank IRB-approved current informed consent document. This is to confirm that you have access to and are using the correct consent document.
   (Signature of physician or Aurora employee) If a Cyber submission: this entry may be skipped.
   Signature will be captured in Cyber. 

(Date)
NOTE: The Aurora IRB requires the signature of the physician or Aurora employee responsible for access to the HUD. Approval will not be sent until the RSPP office has received the signature.
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Aurora Health Care Research Subject Protection Program and IRB Office
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Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233


US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342


Tel: 414.219.7744 / Fax: 414.219.7477 / E-mail: IRB.office@aurora.org

http://www.aurorahealthcare.org/misc/irb/index.asp

