PLEASE NOTE:  This form is a sample template and requires editing for each specific use including the statements in italics and in brackets.


CARILION CLINIC
CONSENT TO BE TREATED WITH A HUMANITARIAN USE DEVICE (HUD)
 
Why is this device being used? 

[Dr. … and his/her colleagues from the Carilion Clinic Department of …] are offering you treatment with a device called [name of device].  [name of device] is considered a Humanitarian Use Device.  The device may be of use in the treatment of [describe condition]. 

Research has not been done to test whether the [name of device] will help treat your condition.  The Food and Drug Administration (FDA) is allowing the manufacturer [name of manufacturer] to market the device and is allowing doctors to use it under a Humanitarian Device Exemption.  The FDA allows Humanitarian Device Exemptions when a manufacturer does not do research studies to test a product because the product has limited indications for use and would be used to treat fewer than 8000 people a year. The FDA reviewed the manufacturer information and decided that the likely risks of the device are reasonable compared with the possible benefits and compared to other treatment options for conditions like yours.  

What will happen if I agree to treatment with this device?

[Briefly summarize the procedures that are directly involved with the placement and clinical testing and monitoring of the device.  Please refer to the Patient Information Brochure provided by the manufacturer.  However, if there is no Patient Information Brochure, then the section should include the following:]

· an explanation that the HUD is designed to diagnose or treat the disease or condition described in the HDE labeling and that no comparable device is available to treat the patient’s disease or condition; 
· a description of any ancillary procedures associated with the use of the HUD;
· a description of the use of the HUD
· all known risks or discomforts; and 
· an explanation of the postulated mechanism of action of the HUD in relation to the patient’s disease or condition.]

What side effects or risks can I expect?

[Please refer to the Patient Information Brochure provided by the manufacturer.]

Are there benefits to being treated with this device?

The device may be of benefit to you but this cannot be guaranteed.  There has been no research to determine how likely the device will benefit your health problem.

What other choices do I have if I do not want to be treated with the device?

If you decide you do not want this device, your doctor will talk to you about other options that may be available.

Will I be charged for this device?

Yes.  You or your insurance will be responsible for the costs of the device and all related care.  You are advised to check with your insurance to see if they will cover the costs of the device implantation, and removal if deemed unsuccessful.  If your insurance refuses to pay, you will be responsible for the cost of the device and your treatment.  

If you are hurt from the use of the HUD, the costs for any treatment or hospital care you receive as the result of a HUD-related injury that are not covered by a health insurer will be billed to you. 

Who can answer my questions?

If you have any questions, comments, or concerns about your treatment, please talk with [Dr. …]. by calling (540) ________.  

If you wish to ask questions, make comments, or express concerns about this treatment to someone other than the clinicians using this device, please call the Human Research Protections Office at 540-224-5878.  
 
CONSENT 

You will be given a copy of this signed consent form to keep. [You have also been provided with a Patient Information Brochure--if applicable.]

If you wish to be treated with the device, please sign/date below.


________________________________________________________________________
Print Name of Patient		Signature of Patient		           Date/Time



_________________________________________________________________________ 	
Print Name of Treating Physician	Signature of Treating Physician    Date/Time











WHEN THE PATIENT IS INCAPABLE OF GIVING INFORMED CONSENT:
This is to acknowledge that I have received a copy of the patient guide explaining the use of the [insert HUD name here__________________] as a Humanitarian Device.  This device has been approved by the FDA for use in treating patients with the patient's condition although the effectiveness of this device for this use has not been demonstrated. I have had a chance to review the guide and ask questions about the use of the device.  My questions have been answered.  I consent to the use of the device for the patient.


______________________________                 _____________________________________
Print Name of Patient                                           Print Name of Legally Auth Rep

_____________________________________________________________________________
Legally Authorized Representative's Signature                         Date



I certify this patient has been found to be incapable of giving informed consent.


_____________________________________________________________________________
Print Name of Treating Physician           Signature of Treating Physician         Date                            
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