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Patient Name: 

Patient Date of Birth: 


[Name of Institution or Facility where HUD is to be used]
of Aurora Health Care [Include only if appropriate]
[City], Wisconsin

Informed Consent for a Humanitarian Use Device (HUD)

Title

[Insert Title or Name of Device and HDE#]

Background/Introduction

The [insert name of HUD] has been approved by the Food and Drug Administration (FDA) for use as a Humanitarian Use Device (HUD). A humanitarian use device is one which is used for conditions or diseases which typically affect fewer than 4,000 people in the United States per year, and when there is no comparable device marketed to treat/diagnose those conditions or diseases. The ability of this device to treat your condition has not been proven, but it is thought to be safe and may improve your condition. It has not been tested like other FDA approved articles. 

Give some background information about the specific HUD.

What are the risks of the [insert name of HUD]?

In this section, list the physical risks. The explanation of risks should be reasonable and should not minimize reported adverse effects.

If possible, the risks should be divided into two categories of: (i) very likely, (ii) less likely, but serious. If data exists that quantifies the risk or if the risk is serious, provide the likelihood of the risk as a percentage or absolute numbers. Risks that may be transient or permanent should be identified as such.

It is very important to minimize the use of technical terms – clarify medical terms in lay language whenever possible.

What are the benefits of the [insert name of HUD]?

Insert a description of the anticipated benefits.

What are your options if you don’t get treated with the [insert name of HUD]?

To enable a rational choice about whether to receive an unproven HUD, patients should be aware of the full range of options available to them. Consent documents should briefly explain any pertinent alternatives to the HUD. While this should be more than just a list of alternatives, a full risk/benefit explanation of alternatives may not be appropriate to include in the written document. The person(s) obtaining the patient's consent, however, must be able to discuss available alternatives and answer questions that the patient may raise about them.

What about confidentiality?

Your record of this procedure will be kept private, or will be disclosed only with your permission unless required by law. The use of the [insert name of HUD] in your treatment is not connected to any research study to determine the safety and effectiveness of the HUD. No individually identifiable information will be released to the manufacturer of the device or to the Food and Drug Administration.

Information about your receiving the [insert name of HUD] may be reviewed by an Aurora Health Care billing representative as part of normal hospital operations.

The FDA requires that a yearly report about the use of the HUD be submitted to the Aurora Institutional Review Boards (IRBs), the human subject protection committees that oversee research done at Aurora Health Care. Any reports of problems associated with the use of this HUD will also be reported to the Aurora IRBs, and this report could identify you.

Any information related to your receiving the HUD will be treated confidentially to the extent required by the applicable laws and regulations. Unfortunately, we cannot promise complete confidentiality.

What are the costs of this HUD?

All charges, procedures, physician and hospital costs that you will incur are considered standard procedures and care for your condition. The cost of the HUD will be billed to you or your insurance company. Your health insurance company may or may not pay for the cost of the implant. You can meet with an Aurora Health Care financial counselor to review the anticipated charges to you for the treatments that are related to this HUD. 

What are your rights if you decide to receive this HUD?

Your decision to allow your doctor to use this [insert name of HUD] is entirely voluntary. You may withdraw your approval to use the HUD at any time prior to its use. If you decide that you do not want to receive the HUD, your decision will in no way affect the care or the quality of care that is available to you.

Signature Section 

THIS DEVICE HAS BEEN EXPLAINED TO ME BY:

  Print name and title of person obtaining consent

  Signature of person obtaining consent



Telephone


Date

I, 





, have read, this informed consent document and have had my questions answered. I know that I can ask more questions any time. I agree to the use of the [insert name of HUD]. I have been given a copy of this informed consent document, and I can also ask for another copy at any time. A signed copy of this document will be put in my medical record at Aurora Health Care.

  Signature of patient









Date

A SIGNED COPY OF THIS FORM MUST BE FILED IN THE PATIENT’S AURORA MEDICAL RECORD.
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