National Naval Medical Center

Humanitarian Use Device (HUD) CONSENT FORM

Physician Name:       



Dept:       
Phone:       




Fax:       
Pager Number:       
E  Mail:       
Name of device:       
Your consent is requested to use the above-named product in:

 FORMCHECKBOX 
  Your care


 FORMCHECKBOX 
  The care of your child 


 FORMCHECKBOX 
  The care of someone for whom you are the legal representative.
This product has been approved by the Food and Drug Administration (FDA) as a Humanitarian Use Device (HUD) for the treatment of [insert indication].  The safety of this device has not been evaluated or demonstrated through research testing. The use of this device is not for research/testing evaluation purposes.  The use of [name of device] is to be limited to the indication listed in the protocol labeling by the FDA.
A HUD is defined by federal law as a device intended to benefit or help patients in the treatment and diagnosis of diseases or conditions that affect or is manifested in fewer than 4,000 individuals in the United States per year.

If you agree to the use of this product, this is what we will do:  explain in detail what will be done before, during and after the device is used.  Include any return visits after surgery.  
You are being asked to give your consent for use of an HUD by your physician because you have (condition) and you have not improved with available treatments.  It is up to you as to whether or not you want to consent for the use of the HUD.  The (device/product) use will be under the direction of ____________________, in the department of _______________________.  There may be other physicians and professional staff persons who may assist (him/her) in the use of this (device/product) 

Again, this is not a research study.

Purpose 

Description of the purpose, use and indications for the device
Description of Procedures

Description of the procedures involved in the use of the device.  If necessary, add drawings, pictures, etc. to make it more understandable for the patient.
Costs:

You will not be charged or held responsible for the costs of your care. [If there are additional costs, identify them.]
Risks:

Potential risks are: [This information should be described according to frequency and anticipation of each type of risk. Those most likely to expect should be identified as such and listed first. Those least likely to be expected should be identified as such as listed next.  Risks include not only physical injury, but also possible psychological, social or economic harm, discomfort or inconvenience, or breach of confidentiality.  Provide quantitative information (using percentages AND number of people out of 100) on the frequency of adverse events.] 
     
There may be other significant or even life-threatening risks that we do not know about.

Risks to Pregnant Women

Describe risks, precautions.

Benefits:

The possible benefits are:

     
Alternatives:

If you do not consent to the use of this product, the alternatives are:

     
Miscellaneous Information:

NNMC has policies in place to protect information about you.  Federal law, in particular the Health Insurance Portability and Accountability Act (HIPAA), also protects your privacy.  Some people may see your health information and may give out your health information regarding the procedures and the use of <<insert name of HUD>>. Generally, only people directly involved with the use of the HUD will see your information.  This would include the surgeon and the surgical staff.  However, there are entities that regulate the use of the HUD and may need to see your information.  These include the FDA, other regulatory agencies, safety monitors, other hospitals that may be involved with this procedure, and the NNMC Institutional Review Board (IRB, the board that regulates the use of HUDs within NNMC).  The HUD manufacturer may need to see information about your treatment with this device to evaluate its efficacy and/or safety.  Individuals working on behalf of these organizations may inspect records identifying you as having received this device for your condition.  
We will use and disclose your information only for the purposes stated in this consent form.  The use of your information has no time limit. You can cancel your permission to use and disclose your information at any time by calling your treating physician at <<insert name of physician>>.  Your cancellation would not affect information already collected about the use of this humanitarian device.

If you have questions or concerns regarding your privacy and the use of your personal health information, please contact the NNMC Privacy Officer at (301) 319-4775.   
We try to make sure that everyone who needs to see your information uses it only for evaluating the results of the use of (insert name of HUD) and keeps it confidential – but we cannot guarantee this.

If you have a complaint that has not been resolved or you have questions regarding your rights regarding the use of this device in your medical care, please contact the NNMC IRB at 301-295-2275.  They can review the matter with you, identify other resources that may be available to you, and provide information as to how to proceed.

This device use will not be claimed as research and you will not be considered a research subject.  Any data regarding your treatment will not be included in any report of a research activity.
VOLUNTARY CONSENT
All of the above has been explained to me and all of my current questions have been answered.  I understand that I am encouraged to ask questions about any aspect of this treatment, and the physicians listed on the first page of this form will answer future questions.

[For use of the HUD in pediatric patients, replace the previous statement with the following:  I have read this consent document and agree to allow my child to be treated with the HUD with the understanding that I may withdraw him/her at any time. If my child is 6 years of age or older, the treatment has been explained to him/her and he/she agrees to participate.  I will be given a signed copy of this consent document for my records.  For Treatment Involving participants who 6-11 years of age, use an assent form.]

[For Treatment Involving Participants Whose Ability to Give Consent is in Question:

It is recommended that the caregivers’ signatures be obtained [either on the same consent that the participant signs (modify the signature lines accordingly) or on an addendum consent] indicating they understand their involvement.] 

____________________

_____________________/_____

Print Name of Participant

Signature of Participant       Date

or Legal Representative*

or Legal Representative*

____________________

_____________________/_____

Print Name of Person


Signature of Person     Date 

Obtaining Consent



Obtaining Consent
PHYSICIAN CERTIFICATION

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 individual and that any questions about this information have been answered.

_______________________

Print Name of Physician/Date
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