HUD Consent Form 


Doctor’s name:
COMIRB No:

Version Date:

Title [delete if not applicable]:

This form provides you with information about receiving treatment with a Humanitarian Use Device (HUD) called <insert name>. A HUD is a medical device intended to help patients by treating or diagnosing a disease or condition that affects fewer than 8,000 people in the United States per year, and when there is no comparable device marketed to treat or diagnose those conditions or diseases. 
The Food and Drug Administration (FDA) is allowing the manufacturer <insert name> to market the device under a Humanitarian Device Exemption (HDE). The HDE contained sufficient information for the FDA to determine that the likely risks of the device are reasonable compared with the possible benefits and compared to other treatments for conditions like yours. You should be aware that the effectiveness of this device for this use has not been demonstrated.
A member of your care team will provide you with a copy of a Patient Guide for the HUD. Your doctor will discuss this treatment option with you and answer all of your questions. Please read this consent form and the Patient Guide, and ask questions about anything you don’t understand before deciding whether or not to receive the treatment with this HUD. 
What happens if I agree to treatment with the HUD?
[Describe the use of the HUD]
What are the possible discomforts or risks of using this device?
The risks and side effects of the device include… 
Will I have to pay for this treatment?
You and/or your insurance company will be responsible for the costs of your care.
Is my participation voluntary?
Receiving treatment with this device is up to you and your doctor. Ask your doctor what treatment options you may have.
Who do I call if I have questions?
Ask your doctor if you have any questions about this HUD. You may also reach Dr. <name> at <doctor’s phone number>.
Agreement to receive treatment with a Humanitarian Use Device:
I have read this consent form or it was read to me. I know that receiving this treatment is voluntary.  I choose to receive this treatment.  I will get a copy of this consent form.

Signature:








Date:

___


Print Name:








Consent form explained by:





Date:

___
Print Name:
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