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Application for Humanitarian Use Device (HUD)

The physician applicant will complete this application to request Sterling IRB’s review of a HUD

(Attach additional pages as needed) 
	Name of Primary Physician 
(physician applicant):      

	SIRB Official Use Only

If an SIRB ID# has been 

assigned, list here:        


	HUD Name:      

	

	Humanitarian Device Exemption (HDE) Holder:      


	HDE Number:      


	Note: If you are seeking to use this HUD for emergency use or compassionate use,
please contact the IRB regarding its policies for such use.


	                 Billing Information



	Company:      

	Attention:      

	Street Address:      

	City:                            State:         Zip:         Country:           

	Phone/Ext:      

	Fax:      


	How do you wish to receive invoices?      

 FORMCHECKBOX 
  Email      FORMCHECKBOX 
 Courier (to the address above)

	Email Address:      



	Physician Information (attach Primary Physician’s CV and copy of medical license) 

	1.
	Primary Physician’s Mailing Address:      


	2.
	Contact Person:                                           Contact Person’s Phone:      
                                                                          Contact Person email:      
 

	3.
	Physician’s Degree(s):                                 Physician’s Specialty(ies):       


	4.
	Medical License # :                                       State:                             Expiration Date:       


	5.
	Is the Physician Board certified? 
*If Yes, please select the certifying Board, and fill in the area(s) of specialty. 

 FORMCHECKBOX 
 ABMS:       

 FORMCHECKBOX 
 AOA:          

 FORMCHECKBOX 
 ABPM:       

 FORMCHECKBOX 
 ABPS:       

 FORMCHECKBOX 
 Other:        

Note: A list of ABMS Boards is available at http://www.abms.org/About_ABMS/member_boards.aspx.


	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	6.
	Has the Physician received an FDA 483 within the last 5 years, or ever received a Warning Letter or Notice of Initiation of Disqualification Proceedings and Opportunity to Explain (“NIDPOE”)?

*If Yes, please attach all audit-related correspondence including, but not limited to, the FDA 483, Warning letter, Establishment Inspection Report (EIR), NIDPOE, response from the PI and any follow-up correspondence from the regulatory agencies.
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	7.
	Has the Physician ever had an IRB terminate a study for any reason, or impose any sanctions or restrictions on them?

*If Yes, please attach an explanation and the IRB’s contact information.

	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	8.
	Have the Primary Physician and any other physicians who are a part of this application received training on the device? 

*If Yes, please attach the training documentation.  

*If No, please attach an explanation. 


	Yes*  FORMCHECKBOX 
  No* FORMCHECKBOX 




	Additional HUD Information

	9.
	Are you planning to use the HUD within the FDA approved indication?

*If No, the IRB will not approve use of this HUD via this application route. 

	Yes  FORMCHECKBOX 
  No*  FORMCHECKBOX 


	10.
	Are you requesting approval for the HUD’s use for multiple patients? 


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	11.
	List the approximate cost of the device (including 

costs of research and development, fabrication and distribution):       



	12.
	List the amount patients will be charged for the HUD:      


	13.
	You must attach a copy of documentation from an institutional official showing that the 

institution is in agreement with this application for use of the HUD. 




	Patient Consent/Information

	14.
	Is there a manufacturer template consent document to be used?

*If No, attach a statement as to whether state law or institutional policy requires an informed consent document.

	Yes  FORMCHECKBOX 
  No*  FORMCHECKBOX 



	15.
	If required, who will conduct the informed consent discussion with patients? 

 FORMCHECKBOX 
  Principal Investigator                                            FORMCHECKBOX 
  Research Nurse / Study Coordinator

 FORMCHECKBOX 
  Sub-Investigator                                                   FORMCHECKBOX 
  Other: (please list)      


	16.
	If required, who will provide consent?   
 FORMCHECKBOX 
 Subject              FORMCHECKBOX 
 Parent/guardian           FORMCHECKBOX 
 Legally acceptable representative (LAR)



	17.
	If you plan to make use of LARs, are there are any legal restrictions on the use of LARs in the jurisdiction of the facility/facilities where this device will be used? (if unsure, consult with legal counsel in the applicable jurisdiction) 
*If Yes, please attach an explanation of how legal restrictions on the use of a LAR at this/these facility(ies) will be addressed.

	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 

N/A  FORMCHECKBOX 



	18.
	Has the manufacturer or physician prepared a Patient Information Sheet to be used? 

*If Yes, please attach a copy for the IRB’s review.


	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	Facility Information  (Attach information for each additional facility)

	19.
	Facility Name:       



	20.
	Facility Address:       



	21.
	Facility type:               FORMCHECKBOX 
 Private Practice Office            FORMCHECKBOX 
 Hospital

                                   FORMCHECKBOX 
 Outpatient Center                   FORMCHECKBOX 
 Other (please list):       



	22.
	Contact person for this site:                                    Contact person’s phone:      
                                                                                     Contact person’s email:      


	23a.
	Will any patients be seen at this site?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	23b.
	Will any HUD(s) be administered to patients at this site?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	24.
	Indicate the types of personnel and equipment available at this facility to treat life-threatening reactions, if they occur: (Check all that are applicable)

 FORMCHECKBOX 
 M.D./D.O. available                    FORMCHECKBOX 
 R.N. available                            FORMCHECKBOX 
 Access to 911 (or equivalent)                            
 FORMCHECKBOX 
 Defibrillator                                 FORMCHECKBOX 
 Monitor(s)                                   FORMCHECKBOX 
 Suction       
 FORMCHECKBOX 
 Oxygen                                       FORMCHECKBOX 
 IV Supplies                                FORMCHECKBOX 
 Epinephrine                                             
 FORMCHECKBOX 
 Other (please list):        


	25.
	Name of medical facility to be used in the event of an emergency:        
Distance from research site:                  

Does the Primary Physician have privileges at this facility?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

NOTE:  While the Primary Physician is not required to have privileges at this medical facility, it must be located within a reasonable distance from the facility.



	26.
	Does this facility fall under the jurisdiction of another IRB? 

*If Yes, attach a written statement from the other IRB acknowledging Sterling IRB’s review of this research. A Sample Hospital/University IRB Release letter is available at www.sterlingirb.com in the “forms” section. 

	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	27.
	Are there any special laws governing use of HUDs in your community or state?  

*If Yes, please attach an explanation of how these laws will be addressed.


	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	Conflict of Interest    *(Attach an explanation of any “Yes” response)

	28.
	Do you have any stock or patent position with the HUD’s manufacturer?

	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	29.
	Did you participate in product design or development of the HUD?

	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	30.
	Do you hold a position with the HUD’s manufacturer? 


	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



	Vulnerable Populations

	31.
	Is/are the patient/patients in any of the following categories of vulnerable groups?                Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 

*If Yes, check all that apply:
 FORMCHECKBOX 
  Pregnant Women or Fetuses                                           FORMCHECKBOX 
  Economically Disadvantaged                   

 FORMCHECKBOX 
  Prisoners                                                                          FORMCHECKBOX 
  Life-Threatening Illness

 FORMCHECKBOX 
  Mentally Disabled/Cognitively Impaired                           FORMCHECKBOX 
  Employees of the PI/site
 FORMCHECKBOX 
  Physically Handicapped Persons                                     FORMCHECKBOX 
  Employees of the Sponsor

 FORMCHECKBOX 
  Students of the PI/primary site                                         FORMCHECKBOX 
  Limited or non-readers (e.g., blind, illiterate)                   
 FORMCHECKBOX 
  Nursing Home Residents                                                 FORMCHECKBOX 
  Terminally Ill
 FORMCHECKBOX 
  Educationally Disadvantaged                                           FORMCHECKBOX 
  Traumatized/Comatose
 FORMCHECKBOX 
  Other:        
Please include a description of additional safeguards that will be used to protect the rights and welfare of each vulnerable population selected. For example, patients may be given additional time to consider participation, an independent witness to the consent may be used, etc.  Attach a separate page if necessary.

      



	Primary Physician’s Assurance of Compliance for a Humanitarian Use Device (HUD)


	As the Primary Physician User, I recognize that I will be responsible for the use of this Humanitarian Use Device under the requested approval.  I certify that: 


· The applied-for use of this HUD is not part of a research project or clinical investigation designed to collect data to support an FDA pre-market approval application. 
· I agree that the use of the HUD will be limited to the clinical indication(s) listed in the FDA approved labeling.  If any amendments or supplements to the HDE are made, I will so notify the IRB. 

· In order to safeguard patients receiving the Humanitarian Use Device (HUD), I agree to use procedures that conform to the policies of the facility, Sterling IRB and U.S. Food and Drug Administration (FDA) regulations.
· I have read the manufacturer(s requirements and labeling information for this HUD, and agree to act in accord with the terms of use and instructions provided by the manufacturer.  
· I will make Sterling IRB aware of any reports of device failures necessitating a labeling, manufacturing or device modification.  Any manufacturer notices of changes regarding the HUD will be communicated to the IRB. 

· I agree that this HUD will not be used unless under the approval of Sterling IRB.
· I agree to follow any limitations or restrictions on the use of this HUD as set by Sterling IRB.

· Unless it is necessary to eliminate apparent immediate hazard to a patient, I shall seek prior approval from Sterling IRB for substantive changes in the procedures that may be called for during the time covered by this application.
· I or my designee will obtain informed consent from each person with whom this device is used, if required by Sterling IRB.  If the IRB requires use of a Patient Information Sheet, I or my designee will verbally explain the document to the patient receiving the HUD in language understandable to him/her, and provide the patient with a copy of the Sheet.  
· I agree to report immediately to Sterling IRB any unanticipated, life-threatening or fatal complications with respect to patients.  If any serious adverse reactions or unanticipated problems involving risks to the patient occur, I will notify the IRB immediately. 
· I will submit a HUD Continuing Review Report as required by Sterling IRB, and will submit a HUD Final Report upon completion.
· I understand that Sterling IRB has the right to visit the facility where the HUD will be used, at any time, with appropriate notice.
· I understand that falsification of information provided to Sterling IRB may result in sanctions by the IRB, notification to the manufacturer, notification to my state medical licensing board and/or notification to other regulatory authorities.
· I agree that I am qualified by training, education and licensure to perform this procedure using the HUD.

· I certify that this/these site(s) is/are adequately equipped to manage adverse events that may occur during the procedure involving the HUD. 

· I agree to conduct the use of the HUD in accordance with applicable federal regulations, state and local laws, manufacturer requirements and institutional requirements.
I attest that I have read the Primary Physician’s Assurance of Compliance for a Humanitarian Use Device (HUD) and understand that I am responsible to use the HUD within the indication as approved by the FDA.   I acknowledge that Sterling Institutional Review Board has the authority to oversee the use of the HUD for the approved physician and facility/facilities.  The IRB has the right to suspend or terminate the approval for the use of the HUD if necessary to protect the rights and welfare of patients.  I certify that I have reviewed the information in this application, and that it is correct and complete.   


	Signature of Primary Physician to Use the HUD (Attach CV and copy of medical license) 


	Name of Primary Physician (printed)
	Signature
	Date

	     
	
	     


	Signatures of Other Physicians Authorized to Use the HUD under this Application 
(Attach CV for each)


	
	Name (printed)
	Signature
	Date

	Authorized Physician
	     
	
	     

	Authorized Physician
	     
	
	     

	Authorized Physician
	     
	
	     


Please review the application to ensure all necessary attachments are included.  All applications must include (at least) a letter from an institutional official showing that the institution is in agreement with this application for use of the HUD, documentation regarding the physicians’ training on the HUD, the CVs for all listed physicians, and a copy of the Primary Physician’s medical license. 
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