SAMPLE

Humanitarian Use Device Consent Form

Carle Foundation Hospital (or Carle Clinic Association)
Device Name:  

Manufacturer: 

HUD Number:
Administering Physician

Name:

Contact Information:

What is a Humanitarian Use Device?

Your medical care will involve the use of [name the device], which has been approved by the U.S. Food and Drug Administration (FDA) as a Humanitarian Use Device (HUD).  An HUD is a device used to diagnose or treat a disease or condition that affects fewer than 4000 individuals in the United States each year and for which no comparable device is available.  The FDA approves the clinical use of an HUD based primarily on evidence that it does not pose a significant risk of injury to the patient and that the potential benefit of the device to the health of the patient outweighs the risks of its use.  The FDA approval of an HUD is based on limited data documenting its effectiveness in humans.  Its use does not involve research.

The use of the HUD [name the device], for [name disease or condition] is approved by the FDA. The use of [name the device], will be limited to the indication listed in the protocol labeling by the FDA. 

 [Insert a paragraph addressing a description of the Humanitarian Use Device and how it will be used.]

What will be involved with the use of this device?
During your surgical procedure your physician would like to use the HUD [name the device], to aid in the repair of your [state the disease or indication for use]. Your doctor has told you that you have [name the disease or condition] and because of this s/he would like to use the HUD.

What are the possible risks, side effects and discomforts associated with the use of this device?
Based on the results of the prior research studies on this device and experience with its approved use, the possibility of adverse events or side effects from the [name of the device] are the following:

Provide quantitative information (using percentages AND number of people out of 100) to identify the frequency of possible adverse events. Use the following categories: Likely – occurs in more than 25% of people (more than 25 out of 100 people); Common – occurs in 1% to 25% of people (1 to 25 out of 100 people); Rarely occurs in less than 1% of people (less than 1 out of 100 people). In addition, we suggest that the risks are listed within the three categories in order of severity (i.e., death would be listed before hives). 

There may be adverse events or side effects that are currently unknown and it is possible that some of these unknown risks could be permanent, serious or life-threatening.

What are the possible benefits associated with the use of this device?

It is believed that the use of this [name the device] during your [add name of the procedure] may benefit you in terms of [list the benefits of the device].
What alternative treatments or procedures are available?
If you decide not to have the [name the device] used in your medical care, you may choose to have [describe any alternative treatments or procedures, if any, that the patient may wish to consider in lieu of the clinical application of the HUD].
Will my insurance provider or I be charged for the costs of this device or any procedure associated with its clinical use?
You or your insurance provider will be responsible for any costs or charges associated with the use of the [name the device] and the surgical procedures needed to insert the device. All other costs relating to your normal care will be billed in the usual manner.
What are my choices?
This is a voluntary situation. You can choose to have the HUD used, or not have the HUD used. The choice is up to you. You will not lose any rights to medical care from Carle if you choose not to have the HUD used.

Consent Statement for Patient:

I agree to have the HUD used in my treatment.  I have had the opportunity to discuss what is involved with my physician. The physician on the first page of this form can answer any questions I have in the future.
My physician has provided a copy of the Patient Information Brochure from the company that makes this device and has reviewed that information with me.

I can ask additional questions at any time during the treatment by contacting the physician on the front page of this form.

Patient’s name printed 

Patient’s Signature 





Date

Physician’s Certification

I certify that the proposed use of this device [name the device] is within the labeled guidelines approved by the FDA. The nature of this patient’s condition indicates that s/he may benefit from the use of the device. I have reviewed the possible risks and side effects with the patient.  I have answered all questions presented up to the signing of this document.

Physician’s name printed 

Physician’s Signature 





Date
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