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Consent for Use of a Humanitarian Use Device (HUD)

	Study Title: 


	Principal Investigator: 
	Office Number: 



1. What is a Humanitarian Use Device?
Sample Text:  Your medical care will involve the use of the [name of device] which has been approved by the Food and Drug Administration (FDA) as a Humanitarian Use Device (HUD) for [specify, in plain terms, the approved indications].  A HUD is a medical device intended to help patients by treating or diagnosing a disease or condition that affects  not more than 8,000 people in the United States per year. The FDA approved the use of this device based on evidence that the device will not expose patients (such as you) to a significant risk of illness or injury and that the probable benefit to the patients’ health outweighs the risk from its use. FDA did not necessarily approve the use of this device based on evidence that the HUD is effective for its intended use.  FDA approved the use of the device because there is no other similar device available to treat or diagnose your [specify disease or condition] at this time.

2. What will be involved with the use of this device? 
Instructions:  Insert a few sentences describing the Humanitarian Use Device and how it will be used in the clinical setting.  Sample language should be available in the FDA’s approval letter and/or in the Patient Guide prepared by the manufacturer.
3. What are the possible risks of using this device?
Instructions:  Identify, in plain (layman’s) terms, the possible risks or discomforts of this device and the related clinical procedure.  Sample language should be available in the manufacturer’s “Summary of Safety and Probable Benefit” or in the manufacturer’s Patient Guide.  Also include the “Required text” below, unless there is justification for omitting it.
Sample Text:  Based on the results of research studies on this device and experience with its use, there is a chance of problems or side effects from the [name of the device], including [list possible adverse events, side effects, and discomforts associated with the use of this device]:
Required text:  There may be problems or side effects that are currently unknown and could possibly be permanent, serious or life-threatening. 

4. What are the possible benefits of using this device?
Instructions:  Identify the possible benefits of this device and the related clinical procedure.  Sample language should be available in the manufacturer’s “Summary of Safety and Probable Benefit” or in the manufacturer’s Patient Guide.
Sample Text:  Based on experience with the [name of device], your physician believes it may help you because [list the anticipated benefits of using the device].

5. What alternative treatments or procedures are available?
Instructions:  Identify any currently available treatments or procedures that may be of potential benefit to the subject in lieu of using this device.  Also include the “Required text” below, unless there is justification for omitting it.
Sample text:  If you decide you do not want your doctor to use this device, you may choose to have [describe available alternatives to using the device]. 

Required text:  You should talk with your doctor if you have any questions about alternatives to using this device.
Additional Instructions:

Appropriate alternatives may include investigational drugs/devices/procedures.

If patients have a chronic, progressive disorder, for which no treatment had been demonstrated to be safe and effective, say that as well.  Also describe opportunities for managing symptoms, improving ability to function, etc., so that it does not appear that the patient will be abandoned if he/she does not agree to use of the HUD.

6. Will I be charged for the costs of this device or any procedure associated with its use?   
Suggested Text:  You or your insurance provider will be responsible for any costs or charges of the [add the name of the device] and the procedures performed to use the device.  You also will be billed in the usual manner for all other charges relating to your normal care. [Modify as appropriate.]
7.
Inspection of Records

[Note, a separate HIPAA authorization will be needed for the disclosure of the patient’s protected health information]
In addition to your physician and the appropriate and necessary hospital personnel, the Adventist HealthCare Institutional Review Board (IRB) maintains the right to access and review your medical records.

8.
Who do I Contact if I have Problems or Questions?

For questions about your medical procedure and the device used in your procedure, or if you suffer a treatment related injury or medical problem, please contact your physician.  For questions about Humanitarian Use Devices, please contact the Adventist HealthCare IRB Administrative Office at 301-315-3400.

	SIGNATURE OF SUBJECT


I have read (or someone has read to me) the information provided in this document.  I have had a chance to ask questions, and mu questions have been answered to my satisfaction.  I understand that a copy of this consent form will be given to me.
By signing this form, I agree to the use of the device and the treatment described.


	
	
	

	Name of Patient

	
	Time

	
	
	

	Signature of Patient
	
	Date


	SIGNATURE OF PHYSICIAN


I certify that the nature and purpose, the potential benefits and possible risks associated with the [name of device] and its proposed clinical use have been explained to the above patient and that any questions about this information have been answered. 


	
	
	

	Name of Physician

	
	Time

	
	
	

	Signature of Physician
	
	Date (must be the same as subject’s)
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