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Institutional Review Board
             Humanitarian Use Device (HUD)                                                                                                                                                Application Form    
                           SPONSORED RESEARCH
               Loma Linda University ( 11188 Anderson Street ( Loma Linda, CA 92350
                                                         (909) 558-4531 (voice) / (909) 558-0131 (fax)

Instructions: 
At http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/HDEInformation.cfm#2 click on the link for the appropriate HUD and download the following documents:  the manufacturer’s brochure (Professional Labeling), additional manufacturer’s information about the device (Summary of Safety and Probable Benefit), all information that will be given to patients regarding this device (Patient Labeling), and a copy of the manufacturer’s FDA HDE approval letter (Approval Order).  In addition, include a letter from the manufacturer regarding the cost for the device (this is not downloadable). Your application includes a completed printout of this form.  
	Ia. Principal Treating Professional (PTP)

(name, degrees, job title)


	Dept./Section
	Ext.
	E-Mail

	Applicable Education Complete


	     
	     
	     
	     
	     

	Ib. All treating professionals applying to use the Humanitarian Use Device  (names, degrees)
	
	
	
	

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	Ic. Preferred study contact, if additional to PTP:
     
	Ext.
     
	E-Mail
     
	FAX
     
	Building - Room #
     

	IIa.  HUMANITARIAN USE DEVICE:
     
	IIb.  HDE NUMBER:

     

	IIc. HOLDER OF HDE (SPONSOR / MANUFACTURER NAME, ADDRESS, PHONE, AND CONTACT PERSON):

     

	III. Are you using this HUD as part of a research study?

□  Yes; STOP.  To get IRB approval for use of an HUD as part of a research study to systematically evaluate its use, safety, and/or effectiveness, submit the standard IRB application.  Do not use this HUD Application form for the proposed research.
□  No; if you are only using this HUD for clinical care (i.e., not in a systematic investigation), continue completing this form.
IV. Is this an emergency one-time use of an HUD?

□  Yes; STOP.  Contact the IRB Chair using the procedures outlined in the IRB Manual 
□  No; continue completing this form.  



	FOR SUPPORTING SIGNATURES SEE SECTION VII (ON THE LAST PAGE) 


V.  DEVICE INFORMATION:

a.  Identify the name and address of the HUD manufacturer, if different than the HDE holder.
     
b.  Describe the scope, as indicated by FDA approval and as listed on product labeling.
     
Please Note:  This device can only be approved by the IRB for the indication approved by the FDA 
       c.
Summarize how the PTP proposes to use the device, such as screening procedures, HUD procedures, and follow-up visits, tests or procedures.
     
VI.  USE AND TRAINING AT THIS SITE:

a.   Summarize possible risks, side effects, contraindications, and/or adverse events associated with the clinical use of the HUD.  Include any specific warnings or precautions as described on the product labeling.
     
b.   Summarize possible benefits associated with the clinical use of the HUD.
     
c.   Describe where the device will be stored and who will have overall responsibility for maintaining device accountability records.
     
d.   Indicate if any resources of the Perioperative Services (operating rooms, equipment, supplies, devices, or personnel) be required.
    FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Letter of approval from Director of Perioperative Services must be attached. 

e.   Do all treating professionals have medical staff privileges to cover use of this HUD?
   FORMCHECKBOX 
 Yes

   FORMCHECKBOX 
 No:  Explain:        
f.   Is there any special training (if any) to be provided to all treating professionals in using the HUD under consideration?
 FORMCHECKBOX 
 Yes:        

 FORMCHECKBOX 
 No:       
 FORMCHECKBOX 
 Not applicable

g.   Describe how will you ensure that all individuals authorized to use the device are familiar with product labeling.
     
VII.  SUPPORTING SIGNATURES:

 
A.  DECLARATION BY PRINCIPAL TREATING PROFESSIONAL:





I understand that as Principal Treating Professional, I have ultimate responsibility for all aspects of the management and use of this device.  I will be responsible for the following reports:





To the IRB:  report deaths and serious injuries which may have been caused by the device within 10 working days of becoming aware of the information. 


Report deaths and serious injuries, per Medical Center policy M-34 on Event Reporting.


Ensuring that IRB approval is maintained as long as the device will be used at a LLUAHSC entity.








I attest that all treating professionals are listed on this application.  Any addition to the treating professional list must be submitted to the IRB for approval.  I attest that the HUD will be used only for the scope approved by the FDA, which is listed on this application for IRB approval.  





In addition, I accept responsibility to ensure that all Treating Professionals listed on this application:





are familiar with the approved product labeling,


commit to using the device in accordance with that labeling, and


are knowledgeable of the device and the institution’s policy for reporting unanticipated problems (including adverse events), and serious or continuing non-compliance.








I certify that the information provided in this application is complete and accurate.





Signed: ______________________________________________      ______________________


		Principal Treating Professional				Date





	


B.  SIGNATURE OF DEPARTMENT CHAIR/SERVICE CHIEF:


This has been reviewed by and has the endorsement of the department/service.





Signed: ______________________________________________      ______________________


		Department Chair	/Service Chief			Date








____________________________________________


			Name (printed)





The proposed HUD use does not conflict with the users’ medical staff privileges.





Signed: ______________________________________________      ______________________


	Service Chief (if different from Department Chair)			Date








____________________________________________


			Name (printed)
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