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DATE: 
MEMORANDUM FOR CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION, 




WALTER REED ARMY MEDICAL CENTER

SUBJECT:  Request for Approval of Humanitarian Use Device

1.  TITLE: 
2.  Primary Physician(s):



Rank, Name, Corps

Title  

Service and Department

Phone Number

Fax Number

3. Background and Significance 

4. Description of the HUD 

Indications for Use: 
FDA approval Status: 

HDE Number:  


Date of Humanitarian Use Device Designation:


Manufacturer: 

FDA Regulation:  HUD devices are intended to benefit patients by treating or diagnosing a disease or condition that affect fewer than 4000 patients in the United States a year.  An approved Humanitarian Device Exemption authorizes marketing of the HUD.  Under the HDE regulations, the product may only be used by or on the order of a physician in facilities that have local institutional review boards.  Also, HDE regulations require that physician intending to use the product inform their IRB of their plans to do so.


All FDA approval letters and addendums are attached as a supplement.

5. WRAMC Physician(s) 

· Physicians who are authorized to use the HUD 

· Plan for training and credentialing

6.  Implementation
· Patient population 

· Inclusion and exclusion criteria:

The exclusion criteria:

· Informed consent process

· Adverse event reporting

Adverse events will be reported as per DCI guidelines.  Serious Adverse events will be reported within 24 hours of occurrence

· Brief discussion about how the procedure will be conducted or PI - can refer to the Company Manuscript and Patient Guide.  

7.   Description of the surgical procedure: 

· Description of the procedure:

Full description of the surgical procedure is included in the documentation.

· Possible risks and discomforts 

· Potential benefits

· What steps are taken to reduce the risk, if any

· What precaution that the patient needs to reduce the risk

· Who should the patient contact to report any adverse events or questions, and the phone number to call

8. Requesting Physician’s Signature:


(Signature Required)


Rank, MC

Staff, xxxx Service, Department of xxxx

9.  OTHER SIGNATURES for APPROVAL:  

I concur with the submission of this request to the Human Use Committee for review and approval.

___________________________

COL xxxx MC






Chief, xxxx Service              


Department of xxxx

____________________________

COL xxxxMC

Chief, Department of xxxx

INCLUDE SUPPORTING DOCUMENTATION HERE

Required by All:

2 copies of CV/Resume 

(1 copy attached to email of no more than 2 pages from All Principal and Associate Investigators submitting their initial protocol.  Updates required thereafter as requested or per modifications to keep current in DCI library)

Letters re: loaned equipment

Memorandum re: acceptance of gift/donation
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