HUMANITARIAN USE DEVICE -- CONSENT TEMPLATE

INFORMED CONSENT FOR TREATMENT WITH A HUMANITARIAN USE DEVICE


Physician Name: 
<Enter Name>.




Dept:  <Enter Dept.>.
Address:
<Enter Address>.


     


Phone: <Enter Ph.#>. 

Title of Project: <Enter Title>.
Patient Name:  

Patient at the following facility:  FORMCHECKBOX 
  University of Miami Hospital and Clinics (UMHC);    FORMCHECKBOX 
  University of Miami Hospital (UMH);    FORMCHECKBOX 
  Ann Bates Leach Eye Hospital (ABLEH);   FORMCHECKBOX 
  Jackson Health System (JHS)
Name of Humanitarian Use Device:  <Enter Name of device>.
A Humanitarian Use Device (HUD) is a device that is intended to benefit patients by treating or diagnosing a disease or condition that affects fewer than 4,000 individuals per year in the United States and for which no comparable device is available.  The U.S. Food and Drug Administration (FDA) approves the use of a Humanitarian Use Device based primarily on evidence that it does not pose an unreasonable or significant risk of illness or injury to the patient and that the probable benefits to health outweigh the risk of injury or illness from its use.  The use of the HUD does not involve research.

This consent document may contain words that you do not understand.  Please ask your doctor or staff to explain any words or information that you do not understand.  

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 legally authorized representative 
PURPOSE

You have this condition: <Enter Name of condition>.  You are being asked to give your consent for use of an HUD by your physician because it is reasonable and necessary for your clinical care and you have not improved with available treatments.  The use will be under the direction of <Enter Name of physician>, in the department of <Enter department name>.  <Describe the purpose, use and indications of the device>
PROCEDURES

The Food and Drug Administration (FDA) has designated this device as an experimental humanitarian use device. The Food and Drug Administration (FDA) has approved the device for marketing under an humanitarian device exemption (HDE) for treatment of <Enter condition> but its effectiveness has not been scientifically demonstrated. If you agree to the use of this device, this is what we will do:  <Describe what the individual is being asked to do in the order that the procedures will take place.    Identify those aspects of participation that are standard of care and which aspects are experimental and would not take place other than for purposes of the use of the HUD>.  

RISKS

The most likely risks of using this device are: <Describe all reasonably foreseeable risks, side effects, or discomforts resulting from the treatment of the HUD>.  There may be other significant or even life-threatening risks that we do not know about. The safety and efficacy of this device cannot be guaranteed, and there could be side effects that we do not know about.  You agree to expressly assume any and all risks that may arise from the use of this HUD.  
POSSIBLE BENEFITS

It is unknown whether treatment of your condition with this HUD will have any benefits.  However, the following is known: <Describe benefits, or lack of benefits, to the individual as well as to society>.  
DURATION

Your participation in this treatment is expected to last <insert anticipated duration such as hours, days, months, years, followed for life; or give a range, i.e., 2-5 years.  This section should be for the total duration that the participant will be followed)>.  
COSTS

<State who will be responsible for any additional costs resulting from participation in the HUD treatment.  State which costs are standard of care>. You will not be charged for the HUD itself. You or your insurance carrier will be charged for the procedure and other clinical care treatment costs associated with your clinical treatment.

POSSIBLE ALTERNATIVES

You may choose not to be treated with <Briefly describe the standard procedure or treatment for the participant's medical condition; when applicable, address other alternative treatments>.
TREATMENT RELATED INJURY:

A “treatment related-injury” means injury caused by the product or procedures required by the HUD treatment which you would not have experienced if you had not participated in the treatment.  If injury occurs as a result of this treatment, treatment will in most cases be available. If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be expected to pay. 

CONTACTS

If at any time you have any questions about the study, you may contact <insert physician name here> at <insert physician telephone>.
In case of study-related injury, please contact <insert physician name here> at <insert physician telephone>.
If you have any questions relating to rights as a participant, please contact the University of Miami’s HUMAN SUBJECTS RESEARCH OFFICE (HSRO), at 305-243-3195.
VOLUNTARY PARTICIPATION 

Your participation in this procedure is voluntary and refusal to participate will involve no penalty to you or loss of any benefits to which you are otherwise entitled. You may withdraw at any time without penalty or loss of benefits to which you are otherwise entitled. 
CONFIDENTIALITY

The treating physician and his/her collaborators, staff will consider your records confidential to the extent permitted by law. The Food and Drug Administration (FDA) and Department of Health and Human Services (DHHS) may inspect records identifying you as a recipient of this HUD.  The manufacturer of the HUD <insert name of manufacturer>, may need to see your information as part of its Humanitarian Device program.  Your records may also be reviewed for audit purposes by authorized University of Miami employees or other agents who will be bound by the same provisions of confidentiality.  In addition, the facility in which you are treated may ask you to sign a separate informed consent document for specific procedures or treatment, and that informed consent form may be included in the medical record of that facility.  Please be assured that your medical records will be kept confidential to the extent permitted by law.

    AGREEMENT OF DECISION TO PARTICIPATE

I have read this consent, which is printed in English (a language which you read and understand).  This HUD treatment has been explained to my satisfaction and all of my questions relating to the use of this device, the study procedures, risks, and side effects have been answered.  If I have any further questions regarding this treatment, or in the event of a treatment related injury, I should contact the appropriate person named above.  Based on this information, I voluntarily agree to give permission (consent) for to receive this HUD treatment.






__        




_____
__________           
Signature of Patient or Legal Representative
Print Name of Patient or Legal Representative  
Date







__        




_____
__________           
Signature of Person Obtaining Consent

Print Name Person Obtaining Consent
     
Date
PATIENT IMPRINT
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