
HUMANITARIAN USE DEVICE TEMPLATE

INSTRUCTIONS

Humanitarian Use Device Template. This template should be used for treatment use of Humanitarian Use Devices ONLY.  For research on Humanitarian Use Devices consult the IRB to select the appropriate consent template.
The template lists the required sections as bold underlined headings. 
Consent language. We have provided suggested language for required and additional consent elements, but this language can be tailored to fit your specific use. 
You should keep your consent form BRIEF. You should use clear, simple language at no more than an 8th grade reading level.

Instructions for use of the template. 

· DELETE THE INSTRUCTION PAGE BEFORE SUBMITTING THE CONSENT DOCUMENT TO THE IRB.

· DO NOT ADJUST THE MARGINS OF THE CONSENT TEMPLATE. 

· Use the most updated version of the consent template available on the IRB website. 

· Instructions within the template appear as comment bubbles.  If the complete text of the instructions does not appear, click on the 
[image: image1] to view the text.
· Certain sections have DELETE IF NOT APPLICABLE
 in the comment bubble. Delete the not applicable sections.

· Comment bubbles will not appear in the IRB-stamped document and may be left in the document.
· The places you must insert your own study-specific language are in bolded brackets [like this]. 

ALBERT EINSTEIN COLLEGE OF MEDICINE
MONTEFIORE MEDICAL CENTER
BURKE REHABILITATION HOSPITAL

BURKE MEDICAL RESEARCH INSTITUTE
JACOBI MEDICAL CENTER

NORTH CENTRAL BRONX HOSPITAL

Humanitarian Use Device – Consent for Use in Clinical Care or Treatment

	Treating Physician: 
Department:
Office Address: 

City, State Zip
Telephone #:

For questions about the use of this device, or if you believe you have an injury, contact the Treating Physician or the IRB.
	The Institutional Review Board (IRB) of the Albert Einstein College of Medicine and Montefiore Medical Center has approved the use of this device. The IRB # is in the stamp in the upper right hand corner. If you have questions regarding the use of this device you may contact the IRB office at 718-430-2253, by e-mail at irb@einstein.yu.edu, or by mail:

Einstein IRB 

Albert Einstein College of Medicine

1300 Morris Park Ave., Belfer Bldg #1002

Bronx, New York 10461


A humanitarian use device (HUD) is a device intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect fewer than 4,000 individuals in the United States per year.

[Name of device] has been approved by the Food and Drug Administration (FDA) as a Humanitarian Use Device for the treatment of [name of condition].  The safety and effectiveness of this device has not been proven through research testing.    

Why is this device being offered to me?
You are being asked to give your consent for use of a HUD by your physician because you have [name of condition] and your doctor does not think other available treatments will help your condition.  No comparable device is available to treat [name of condition].  

This is not a research study.  However, because of the limited experience with the device, the FDA requires that the Institutional Review Board for the protection of human subjects approve its use.
How does this device work?
This device works by
… 
What will happen?
When
… 
What are the risks?
Potential risks are
….

There may be other significant or even life-threatening risks that we do not know about.

What are the benefits?
The possible benefits are…

What are the alternatives?
If you do not consent to the use of this product, the alternatives are
…

What are the costs?
This device is being used for clinical care and is the most appropriate device for your situation in the judgment of your treating physician.  As a result, you or your insurance company will be charged or held responsible for the costs of your care. Your individual insurance or government health insurance program may not cover certain services, items or procedures. You may want to discuss this with your insurance carrier in advance. You will be responsible for any co-payments and/or deductibles for services rendered.

What if I am injured by the treatment?
If you think you have been hurt by the treatment, you should contact your doctor as soon as possible. You and/or your insurance company will be billed in the normal way for costs of this care.
	CONSENT TO PARTICIPATE

I have read the consent form and have received answers to any questions I have about treatment with this product.  I consent voluntarily to the use of this device.
· I have received the manufacturer’s patient information booklet.



	
	
	
	
	
	
	

	Printed name of participant or legal representative
	
	Signature of participant or legal representative
	
	Date
	
	Time


	
	
	
	
	
	
	

	Printed name of the person conducting the consent process
	
	Signature
	
	Date
	
	Time

	
	
	
	
	
	
	

	Relationship if signed by person other than patient
	
	
	
	
	
	


…








�These sections are noted in comment bubbles with DELETE IF NOT APPLICABLE.


���Remove the institutions that are not applicable.


�Include an explanation of the postulated mechanism of action of the HUD in relation to the disease or condition.


�Include a description of the use of the HUD and a description of any ancillary procedures associated with the use of the HUD


�Include a description of all known risks or discomforts.


�Do note delete.


�Include a list of alternative treatments.


�If a manufacturer’s patient information booklet is available, include this checkbox. DELETE IF NOT APPLICABLE


�Date and time must be provided by the subject at the time of consent.
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