INSTRUCTIONAL MEMO



Dear Investigator:

This New HDE Application will be the main piece in compiling your submission packet for MREC consideration and review.  It is absolutely essential that you follow all requirements.  Incomplete submissions will be denied thus, impacting possible target dates you may have.

You will notice a list of required documents in the “MREC Submission Requirements” section of this application.  There is a 3-copy requirement.  This means that you must make 3 copies of each completed submission packet (there should be a total of 3 packets to present the MREC) assembled in the order outlined in the “MREC Submission Requirements” section of this form.  ANY deviations from these stipulations are considered INCOMPLETE and WILL NOT be considered for review.

· Remember to check EACH box in the “Requirements” section.

· DO NOT include this instructional page in your submission packet

· Submit 3 COMPLETE packets 

· Use the order outlined in the “Requirements” sections as your guide when assembling your packets.  

· FHS MREC RESERVES THE RIGHT TO DENY/RETURN ANY submission that does not meet the minimum 3 copy requirement, partially completed, and/or out of order.

Regards

MREC Office


MREC Humanitarian Device Exemption (HDE) Application
	Submit To:

Franciscan Health System

MREC Office MS 01-79

1717 S. J Street

Tacoma, WA 98405


	The Franciscan Health System (FHS) Medical Research Evaluation Committee (MREC) convenes the fourth Tuesday of every month.  

For submission deadlines and questions please contact the 

MREC Office at 253-426-6257
	Application Submission Date:

     

	I. INTRODUCTION

	
As defined in the Federal Food, Drug, and Cosmetic Act (the act), a HUD is a device that is “intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect fewer than 4,000 individuals in the United States.” To obtain approval for a HUD, the manufacturer submits a humanitarian device exemption (HDE) application to FDA.  An approved HDE authorizes marketing of the HUD.  However, a HUD may only be used in facilities that have established a local institutional review board (MREC) to supervise clinical testing of devices and after an MREC has approved the use of the device to treat or diagnose the specific disease.  The FDA requires that initial MREC review of a HDE request must be performed at a convened meeting.  The healthcare provider is responsible for obtaining MREC approval before the HUD is administered to or implanted in a patient.  Use of a HUD within its FDA approved labeling does not constitute research, but must still undergo MREC review.
The goal of the HDE Form process is to ensure that the MREC is provided necessary information to comply with the obligations as defined by Federal and State Regulations and FHS Policy.  The MREC must be provided with sufficient information to be assured that physicians are properly trained in the use of the device, patient safety is maintained, applicable regulations are adhered to, resources are accounted for and services are billed appropriately.  The MREC must be provided with sufficient documentation to determine that risks to subjects are minimized; informed consent is sought (if applicable), adequate monitoring of patients receiving the HDE will be performed and patient confidentiality is protected.


	II. MREC SUBMISSION REQUIREMENTS – Submit applicable documents in one packet

	FHS MREC Humanitarian Devise Exemption Application completed for submission
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	FDA HDE Approval Letter with HDE Number included
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	The Humanitarian Use Device (HUD) product labeling, clinical brochure and/or other pertinent manufacturer informational materials
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	New application fee of $2500.00
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	Protocol (if applicable)
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	Clinical Consent Form
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	HIPPA Authorization Form
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	Patient Information Pamphlet 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	Current Curriculum Vitae from each physician associated with this HDE
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	Copy of practicing license from each physician associated with this HDE


	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	III. PRIMARY PHYSICIAN & CONTACT INFORMATION

	Physician’s Name:

     
	Phone Number:

     

	Mailing Address: 

     

	Fax: 

     

	
	Email : 

     

	
	Other:

     

	IV. AUTHORIZED (SECONDARY) PHYSICIANS – List ALL secondary physicians authorized to use the devise

	Physician’s Name: 
	Contact Information – 1 Form:

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	V. MANUFACTURER & CONTACT INFORMATION – Applicable fields only (Name, Address, and Phone # required)

	Manufacture’s Name / Title:

     
	Phone Number:

     

	Mailing Address / MHS Mail Stop: 

     

	Fax: 

     

	
	Email: 

     

	
	Other:

     

	VI. DEVICE & PROJECT INFORMATION

	Name of Humanitarian Use Device:

     
 
	Humanitarian Device Exemption Number:

     

	A. ACCRUAL EXPECTANCY and INDICATIONS

	Approximate Number of Patients Per Year Expected to Receive the Device:

     
 

	Indications for Use / Purpose of the Device:

     
 

	B. RISKS AND BENEFITS

	Risks – Describe the risks associated with the device:
     


	Benefits – Describe the potential benefits associated with the device (i.e., shorter hospital stay, improved outcomes):

     
 

	C. CONSENTING AND HIPPA

	HIPPA AND PRIVACY

A. Do you plan to use / disclose protected health information as part of the HUD/HDE use (e.g., does the manufacturer require collection of identifiers from patients that receive this device)?     

        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No( skip B and C and proceed to Monitoring Plan
B. Is the use / disclosure required by the FDA for monitoring / auditing purposes only? (Note: this use / disclosure should be covered in your site’s Privacy Notice under Permitted Uses Clause).

        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

C. If No to question B: I have / will include an attached mandatory HIPPA Authorization Form with this submission.

               FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No



	

	D. MONITORING PLAN

	Please identify the mechanism(s) in place to monitor physicians eligible to use the HDE as well as specific issues that will be tracked to ensure safe use of the HDE (e.g., subject accrual information, monitoring of complications, outcomes, etc.).

     


	E. HUD / HDE BILLING

	A. Is the sponsor charging for the use of the device?     

        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No( skip B 

B. Is the sponsor willing to provide the device at no cost to those subjects whose third party payer will not reimburse for this device?

        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 


	F. USE OF SPECIAL MEDICAL EQUIPMENT

	A. Does the HUD / HDE require the use of other special medical equipment?     

        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No( skip B and C and proceed to HUD / HDE Storage and Labeling
B. Describe the equipment:

            
C. Is this equipment FDA approved?

               FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No



	G. HUD / HDE STORAGE AND LABELING

	The labeling for any HUD at FHS must state that the device is a “Humanitarian Use Device” and that, while the device is authorized by Federal Law, it’s effectiveness for the specific indication has not been demonstrated.

A. Will the device need to be stored on FHS premises?

         FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No( skip B and C and proceed to Shared Departments
B. Where will the device(s) be stored (Building / Department / Floor / Wing)?

                    /         /         /       
C. If applicable, who will prep the device for use / implant?

           


	VII. PRIMARY & SECONDARY PHYSICIANS ASSURANCE

	Each participating physician must insure that the patient, or his / her legally authorized representative, will be informed about the potential risks and benefits of the device, give enough information to consider the information presented, an opportunity to ask questions, and have agreed to the use of the device before it may be used or implanted.

Any “off-label” use (i.e., outside of its approved indications for use) of the HDE in an emergency situation must have approval prior to use.  Approval can be obtained by contacting the Chair or Vice-Chair of the MREC.

Adverse events (i.e., an unanticipated injury or complication) must be reported to the MREC. Please contact the MREC Office for guidance.

Per FDA regulations, the MREC is required to conduct continuing reviews for all HDE projects. In accordance with these regulations, the FHS MREC approval for any project is a maximum period of 1 year.  All projects continuing past this period must be reviewed and re-approved at least annually by the FHS MREC.  

All data including signed consent documents must be retained for a minimum of three years past the completion of the project.  Authorizations for use / disclosure of PHI must be retained for a minimum of six years.  The manufacturer, funding agency / sponsor, your department, or other entities may impose additional requirements.



	A. AUTHORIZED PHYSICIAN’S SIGNATURES

	   Your signature below indicates that you have read this HDE Form and treatment protocol (if applicable).  You agree to comply with Franciscan Health System MREC policies and procedures and applicable FDA regulations.

Physician’s Name (print):                                         Signature:                                                                   Date:

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     


