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Submission Form Version Tracking Date:      
	Aurora IRB

Request for Use of Humanitarian Use Device (HUD)
for Non-Research Purposes
	For IRB Office Use Only

	Facilities where HUD will be used:

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

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


A Humanitarian Use Device (HUD) is intended to benefit patients by treating or diagnosing a disease or condition that affects fewer than 4,000 individuals in the United States per year. An FDA approved HDE application authorizes the applicant to market the HUD. FDA regulations [21 CFR Part 814] require that a local IRB operating in compliance with FDA regulations approve the use of the HUD to treat or diagnose a medical condition specified in the HDE application at the local facility. The use of a HUD requires prospective review by the convened IRB (i.e., full committee review).

The Aurora IRB is required by federal regulations to ensure that a request to use a HUD is adequately reviewed for specific information and is approved prior to inception of any proposed activity at an Aurora facility. It is important that you answer ALL questions on this form accurately USING LAY TERMS. If you need help or have questions about how to complete this application, please call the Aurora IRB office at 414.219.7744 or e-mail us at IRB.office@aurora.org. If your request is for “off-label” compassionate or emergency use, please call the Aurora IRB office for guidance.

SECTION I:  General Information

	Title or Name of Device (include HDE number and HDE holder’s tracking number at end of title):     

	List all physician requesting access to HUD:
	     

	Department/Office:
	     

	Indicate types of practice for all physicians using device:
	 FORMCHECKBOX 
 AMG /  FORMCHECKBOX 
 Private Practice /  FORMCHECKBOX 
 Both

	HDE Holder (device or product manufacturer):
	     

	Primary contact person who will be responsible for correspondence with the RSPP office regarding this HUD:
	     

	Mailing Address:
	     

	Telephone:
	     
	Fax:
	     
	E-mail:
	     


SECTION II: Submission Checklist

	Check
	Item required
	Number of copies

	 FORMDROPDOWN 

	Completed Request Form (this document) with original signature of EACH physician requesting access
	ORIGINAL + 1 COPIES

	 FORMDROPDOWN 

	Submit the file electronically to IRB.office@aurora.org (complete protocol title must be referenced in the e-mail)
	ELECTRONIC

	 FORMDROPDOWN 

	Informed consent document using Aurora IRB’s recommended HUD template language 
	ORIGINAL + 1 COPIES

	 FORMDROPDOWN 

	Submit the file electronically to IRB.office@aurora.org (complete protocol title must be referenced in the e-mail)
	ELECTRONIC

	 FORMDROPDOWN 

	Check if you are unable to obtain prospective informed consent (request must be justified in this document)
	JUSTIFY

	 FORMDROPDOWN 

	Complete documentation from HDE holder / Date including tracking number:      
	2 COPIES

	 FORMDROPDOWN 

	Sample informed consent document from HDE holder, if applicable
	2 COPIES

	 FORMDROPDOWN 

	Letter from FDA to the HDE holder, which indicates that an application for the HUD has been reviewed and approved by the FDA, including date of HUD designation HDE number.
	1 COPY

	 FORMDROPDOWN 

	Letter outlining any changes to the HUD from the HDE application approved by the FDA, and any supporting or justifying information.
	1 COPY

	 FORMDROPDOWN 

	Device Operator’s Manual, if applicable / Date including tracking number:      
	2 COPIES

	 FORMDROPDOWN 

	Patient labeling or other consumer information, if applicable
	2 COPIES

	 FORMDROPDOWN 

	Documentation from HDE holder listing names of individuals certified (trained) to use the HUD, if applicable
	1 COPY


	Note: If the HUD is the subject of a clinical investigation (one in which safety and effectiveness data is being collected to support an application to the FDA), or is being used in a research study, you MAY NOT use this form. In these cases, you must complete and submit the Aurora IRB Protocol Submission Form (Form FO 301-A).


SECTION IV: Required Statements

A. Does this use of the HUD require an IDE?  FORMDROPDOWN 

A HDE holder may collect safety and effectiveness data to support a PMA for the HDE-approved indication without an IDE. FDA considers the study exempt from the requirement for an approved IDE as long as the HUD is used in accordance with the approved indication for use and labeling. IRB approval (21 CFR Part 56) and informed consent (21 CFR Part 50) are still needed, however, as required for FDA-regulated clinical studies. Clinical investigation, however, of a HUD beyond its approved indication (e.g., for a broader or different indication) requires an approved IDE. In addition to the requirement of having an FDA-approved IDE, sponsors of these trials must also comply with the regulations governing IRBs (21 CFR Part 56) and informed consent (21 CFR Part 50). 
If YES, you may not use this form. You must instead complete and submit the Aurora IRB Protocol Submission Form (FO 301A). 
B. Provide a statement assuring that the use of the HUD will be limited to the clinical indication(s) listed in the FDA-approved product labeling and that there are no comparable approved devices available to treat the disease/condition:      
C. Does the use of this device require participation of facilities, clinics, or departments of Aurora Health Care?  FORMDROPDOWN 

If YES, you are required to make arrangements with the administrative personnel to facilitate the use of this device at this Aurora facility. In the table below, provide the name and signature of the responsible administrator (a written or e-mailed acknowledgment from the administrator may be attached in lieu of signature):

	Facility/Department Name
	Arrangements made?
	Signature of appropriate administrator 

	     
	 FORMDROPDOWN 

	

	     
	 FORMDROPDOWN 

	


SECTION V:  Synopsis

Please provide the requested information in the shaded text boxes. As you type your answers, the shaded text boxes will expand as needed. If you are unable to prepare this form on the computer, please use it as a guide and complete the requested information as a separate typewritten document. If the information requested below is contained in a separate document, you may reference the document and page number below.

A. List indications for use of the device:

     
B. Provide a description of the device:

     
C. List contraindications, warnings, and precautions for use of the device:

     
D. List possible adverse effects of the device on health of the patient:

     
E. Describe any possible alternative devices and procedures available to treat the disease/condition:

     
F. Describe the marketing history of the HUD:

     
G. Provide a summary of studies using the device (if any):

     
RISK – PROTECTION – BENEFITS You must demonstrate a reasonable balance between anticipated risks to the patient, protection strategies, and anticipated benefits to the patient. Please keep in mind that an article given HDE status is not required to have evidence of effectiveness to the degree that is required for FDA approval under other conditions. Specifically, an HDE application approved by FDA is not required to contain the results of appropriately conducted clinical investigations.

H. Risks for Patients. Identify any reasonably foreseeable physical, psychological, economic, or social risks for patients. State that there are “no known risks” if appropriate.

     
I. Minimizing Risk. Describe specific measures used to minimize or protect patients from anticipated or potential risks related to the HUD (i.e., additional lab tests, physical assessments, etc.). Also include information about your monitoring and follow-up plans.

     
J. Benefits. Describe any reasonably expected benefits for patients.

     
SECTION VI: Informed Consent (use the Sample Informed Consent Template as a guide)

Prepare a draft of the informed consent document, using the Aurora Sample Humanitarian Use Device Informed Consent Template as a guide. If the HDE Holder does not provide you with a sample informed consent, you may contact the RSPP office for assistance creating the document. NOTE: The informed consent document should not include claims of efficacy since the HUD has not been validated in clinical trials.

A. It is the policy of the Aurora RSPP/IRB to require the use of an Aurora IRB-approved informed consent document. This document is to be signed by the patient prior to the HUD use. The IRB may decide that prospective informed consent is not possible given the nature of the HUD; however, this must be justified by the physician and deemed appropriate by the IRB.

Are you requesting that prospective informed consent be waived by the IRB?  FORMDROPDOWN 
 If YES, provide a justification:      
Note: Even if a waiver is granted, the IRB may require other conditions. For example, the IRB may require the physician to provide the IRB with documentation that they have provided patients with appropriate elements of informed consent after the use of the HUD.

B. List the titles (not names) of individuals who will be involved in the informed consent process (physician, nurses, etc.):      
C. Describe how much time will be allotted for the informed consent process and whether there is any waiting period between informing the patient that he or she may be a candidate for the HUD and obtaining the consent. Describe any foreseeable clinical situations where the informed consent process may be compromised. The IRB also recommends that the unsigned informed consent document be given to the patient to review in private well before the patient is asked to sign the document. If the amount of time is less than one day, please explain the reasons.      
SECTION VII: Physician Obligations and Assurances 

A. Treatment Involving a Humanitarian Use Device: By signing below, I hereby represent that I have reviewed the following documents and agree to use this Humanitarian Use Device in compliance with: 

(1) Food and Drug Administration’s (FDA) regulations [21 CFR Part 814], which can be found at: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm; 

(2) Aurora IRB Standard Operating Procedure HU 1001, which is available for review on the Aurora RSPP Web site: http://www.aurorahealthcare.org/misc/irb/index.asp; and 
(3) Aurora Health Care’s procedure entitled Medicare Part A & B Prior Notification of Humanitarian Use Devices & HUD Claims. This procedure is available for review at http://iconnect.aurora.org/portal/default.do?appId=EB293. 

If you are unable to access these documents, please call the Aurora IRB office (414.219.7744) for a copy.

B. Informed Consent: I hereby agree to obtain, document, and maintain records of informed consent from each patient using the Aurora IRB approved informed consent document, as required by FDA regulations, applicable laws, Aurora IRB policies and procedures. 

C. Credentials: 
Do you hold the necessary clinical privileges to perform this procedure at all Aurora institutions where the article is being used?   FORMDROPDOWN 

If no, have you applied for the necessary privileges to perform this procedure?  FORMDROPDOWN 

If the HDE holder requires additional training, the Aurora IRB requires documentation that those training requirements have been satisfied by all appropriate personnel involved with the use of the HUD.

A copy of this submission form will be sent to the regional Aurora Credentials Department for verification.
D. Billing: All Aurora Health Care employees and physicians have a responsibility to maintain a high level of integrity in the billing process, including prior claim submission notification to either Medicare contractor, the Part A Fiscal Intermediary or Part B Carrier, for a HUD. The coordinator or other personnel working with the physician who is requesting HUD access is required to complete this process for each patient in concert with the physician, Special Projects Representative in the Central Business Office (CBO) and Materials Management Coordinator in the clinical department where the HUD will be used. Contact the Special Projects Billing Representative in the CBO at 414.389.2195 to discuss this requirement. I understand that my representative of I must follow the appropriate and required processes as outlined in the Aurora procedure entitled Medicare Part A & B Prior Notification of Humanitarian Use Devices & HUD Claims.

E. Obligations for Duration of HUD Use: I understand that it is the responsibility of the Aurora IRB to conduct continuing review of HUD activities at intervals appropriate to the degree of risk, but not less than once per year, as outlined in FDA regulations. I also understand that as continuing review is conducted, it is my responsibility to provide timely and accurate information when pertinent or requested, and to notify the Aurora IRB if the HDE has been revised, amended, or modified in any way, if FDA approval of the HUD is placed on hold, suspended, or terminated. I also understand that I am obligated to report any adverse events associated with the use of the HUD to the HDE holder and Aurora IRB within 10 working days of the occurrence.

	(Requesting Physician’s Signature)  If a Cyber submission: this entry may be skipped. Signature will be captured in Cyber.
	
	(Date)


EACH physician requesting access to the Humanitarian Use Device must sign this last page of the submission application. You will not have access to the device until a signed original is on file in the RSPP office. Please print and submit as many copies of this page as necessary.
Form HU 1001A v.6.16.16
Aurora Health Care Research Subject Protection Program/IRB Office

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
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