 xxx Therapy

Informed Consent

HDE Number:  


The University of Kansas Medical Center

Treating Physician: 
Introduction

As a person with a [ condition ] , your doctor has determined you are a candidate for 
[ therapy].  The [ therapy ] is classified a Humanitarian Use Device.  This treatment is provided at the University of Kansas Medical Center.   
Definition of a Humanitarian Use Device

On  [ date ] the U.S. Food and Drug Administration (FDA) gave approval of a Humanitarian Device Exemption (HDE) of a Humanitarian Use Device (HUD) for  [ therapy ] 
Humanitarian use devices are medical devices approved by the FDA for the treatment of medical conditions affecting fewer than 4,000 patients per year.  In granting HDE approval for a humanitarian use device, the FDA focuses primarily on the safety of the device, rather than how well it helps.  Although there is evidence that suggests that the use of  [ therapy ] could helps patients’ symptoms, the FDA’s HDE approval indicates that the helpfulness of this therapy has not been clinically proven.
Description of the Therapy
[ Describe the purpose of the HUD ]
Evaluating Who Should Receive This Therapy

Your doctor will gather information to decide if this therapy might help you. The decision involves asking you questions about your medical history.  If your doctor determines you are a candidate for this therapy and you agree with this as a treatment option, you will be scheduled for [surgery, implant, etc.]
When This Therapy Should Not Be Used
[ contraindications, optional ]
Therapy Procedures
[ description of therapy ] 

Follow Up Schedule 
Your physician will want to see you for follow up after the surgery.  Follow up visits are scheduled after you receive your  [ therapy ]  and your doctor will schedule you according to your individual circumstances. [If there is a known follow-up schedule, describe it here.] It is important that you see your physician for follow up visits.  

Potential Risks/Side Effects

This device has not been proven to be effective.  There may be risks in using the device.  Potential risks include:
[ lay description based on the protocol, patient brochure and other sources ] 

General Anesthesia  (if applicable)
There are always risks with general anesthesia. This may include a reaction to medications you receive, heart attack, or even death.  A tube will be placed in your mouth to help with your breathing while you receive general anesthesia.  You will sign a separate hospital consent that explains the risk of general anesthesia.  
Pregnancy 
[ List any known pregnancy risks first, or state that pregnant women cannot get the therapy ] Safety and effectiveness in pregnant women have not been established.  If you are pregnant, you should talk to you doctor before deciding to have this therapy 
Other Risks

There may be other risks that are unknown with this therapy.  If you have any questions about any of these risks please ask your doctor. 
New Findings Statement

You will be informed if there are any significant new findings about this therapy that may affect your willingness to receive the device.

Potential Benefits

It is possible you may benefit from the use of this device.  The potential benefit of the [ therapy ] is 
Alternative Therapies

You are under no obligation to have this therapy.  If you wish, you may decline by simply telling your doctor.  If you decide to have this therapy, you may still change your mind before your surgery.   It may be possible to receive other treatments for your [condition].  [Include a brief description of alternative therapies.]  
Costs  
You or your third party payer (health insurance, Medicare, Medicaid or other) will be billed for any costs or charges associated with [ therapy ] and the surgical procedures necessary to [ implant, carry out, etc. the therapy ] .  All other costs relating to your normal care will be billed in the usual manner.  You will receive no financial payment for receiving this therapy.  Insurance pre-approval will be sought before you have [ therapy ].  Therefore, you should know how much out-of-pocket expenses you will need to pay, if any, depending on your insurance coverage.  Additionally, if you were to develop any complications due to the [ therapy ] , you or your third party payer will be billed for any additional treatment that might be needed. 
Voluntary Participation

Receiving this therapy is voluntary.  You may decide not to have this therapy without penalty or loss of benefits in your medical care to which you might otherwise be entitled.  

Confidentiality
Any information about you obtained during this therapy will be kept confidential, and your name will never be identified in any report unless you sign a release.  Authorized representatives of KU Hospital, the KUMC Human Subjects Committee, and the Food and Drug Administration (FDA) may examine your records, so absolute confidentiality cannot be guaranteed. 

As a patient at KU Hospital, your privacy rights are described in the Notice of Privacy Practices.  

The manufacturer of  [ therapy ],   [ manufacturer ] , will collect information about [ information the sponsor will collect ] 
Note: there will be additional requirements for language about HIPAA protections if the treating physician collects any additional data, such as outcomes or quality of life.  

Questions

Your doctor will answer any questions you have.  If you have questions or concerns, you may contact Dr. [physician] or his nurse at The University of Kansas Medical Center, Department of, Mail Stop # 1011, 3901 Rainbow Blvd., Kansas City, KS 66160,  Telephone number:  (913) 588- [ phone ]   On evenings and weekends, you should call (913) 588-5000 and ask them to page the [ xx doctor ] on call.  
If you have any questions regarding your rights as a recipient of a Humanitarian Use Device or if you have any questions or concerns regarding the Humanitarian Device Exemption and would like to talk to someone other than your doctor, you may contact The University of Kansas Medical Center, Human Subjects Committee, Mail Stop #1032, 3901 Rainbow Blvd., Kansas City, KS 66160.  Telephone number: (913) 588-1240.
You must carefully read the [ therapy ]  Patient Manual entitled “ [ title ] “before signing this consent. This manual will be provided to you.  If you have any questions about information in the patient manual, ask Dr.  [physician] 
or his nurse.  
Consent

I have read the information above.  All procedures have been explained to my satisfaction, and my questions have been answered.  I understand that complications may arise or result during the procedures that are performed at my request.  I will be given a copy of this consent form after it has been signed to keep.

I voluntarily agree to have this therapy.  I understand that I may withdraw from the therapy at any time I choose.  If I wish to discontinue my therapy, I may do so without penalty.  My decision will not affect my routine medical care by my doctor or treatment at this medical center.  By signing this consent, I also agree to follow all instructions and recommendations given to me by my doctor for my care.

 FORMCHECKBOX 
  I have read the patient manual and had an opportunity to ask questions.       __________












          Initials

_________________________________________


Patient’s Printed Name


_________________________________________
________________
_________________
Patient’s Signature




Date


Time

_________________________________________ 

Witness Printed Name

_________________________________________  ________________   

Witness Signature




Date




_________________________________________
________________
_________________

Person Obtaining Informed Consent  

Date


Time

CONSENT FOR SURROGATE DECISION-MAKERS  (when appropriate)
You are being asked to review and sign this consent form because you are the Legally Authorized Representative or family member of a patient who qualifies for [therapy].  Before you make the decision for the individual, it is important that you read this form and all the patient information provided.  You should ask as many questions as needed to understand what will happen to individuals who receive [therapy].
 FORMCHECKBOX 
  I have read the patient manual and had an opportunity to ask questions.       __________

Initials

On behalf of the person for whom you are making decisions, you agree to the [therapy].  You will be given a signed copy of the consent form to keep for your records.

As legal guardian or representative, I,  _____________________________________,  





       
Type/Print Name of Guardian/Representative

authorize the treatment of  ___________________________  with [therapy]. 





    Type/Print Name of Patient

I am  (please initial one of the following categories):

________
Legal guardian or Durable Power of Attorney for Healthcare Decisions

_______ 
Adult or emancipated minor’s spouse (unless legally separated) 

_______ 
Adult child

_______ 
Parent

_______ 
Adult relative by blood or marriage

____________________________________


__________________

Signature of Legal Guardian/ Representative


Date

____________________________________




Type/Print Name of Witness






____________________________________


__________________

Signature of Witness






Date

____________________________________




Type/Print Name of Person Obtaining Consent




_____________________________________


___________________

Signature of Person Obtaining Consent



Date
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