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Consent to Evaluate and List for Kidney Transplant


  CONSENT FOR KIDNEY TRANSPLANT

The following information is provided in order to help inform you of the kidney transplant procedure including the purpose, treatment course, potential risks and benefits. If you have any questions, please do not hesitate to ask. You are ready to be evaluated before placing you on the waiting list for a deceased donor kidney or to be scheduled for a living donor kidney transplant. In order to decide whether or not you should agree to this treatment plan, you should understand enough about its risks and benefits to make an informed judgment. This consent form gives detailed information about the kidney transplant process, and treatment, which your doctor will also discuss with you. Please be aware that you have the right to review with your doctor the results of all tests and procedures ordered on this protocol. Once you have read this consent and have had all your questions answered, you will be asked to sign this form if you wish to proceed. You will be given a signed copy of this consent form for your records.
Purpose Statement
The purpose of this consent is to provide an alternate treatment for patients with Chronic Kidney Disease. Because your kidneys are not working properly, you are faced with an important decision: whether to go on lifelong dialysis or to have a kidney transplant. Kidney transplant is not a cure. Kidney transplant is an option for patients that may give them a lifestyle free from dialysis and may restore a meaningful quality of life. There are two types of possible kidney transplant procedures that your transplant coordinator and doctor will discuss with you to determine which option is right for you: deceased donor kidney transplant and live donor kidney transplant.

 Selection Criteria for Kidney Transplant
Patient Referral for Kidney Transplant:                                                                                         

      • Patients with end stage renal disease receiving dialysis therapy

      • Patients with chronic kidney disease CKD Stage 4 or greater            
Absolute Contraindications for Kidney Transplant

•Non-adherence with prescribed medical therapy, including dialysis and medications

•Unstable cardiac disease

•Severe pulmonary disease, including uncontrolled/untreated pulmonary hypertension

•Severe vascular disease


•Active infections


•Active abuse of drugs, alcohol or other substances 





•Age equal to or greater than 80



•Currently smoking and or using smokeless tobacco/vaporizers/e-cigs, etc.



•Recent diagnosis or on-going treatment for cancer (except non melanoma skin cancers)


•Uncontrolled psychiatric disorder
•Lack of adequate insurance coverage or an inability to cover the expenses involved with a 

 kidney transplant and subsequent care



Relative contraindications to Kidney transplant

      •Acute or chronic liver disease 




      •Obesity with BMI greater than 35. Patients with BMI above 35 may on occasion be eligible,

       with eligibility based on surgeon assessment of body habitus and body composition 
      •Age with associated co-morbid conditions 





      •Financial or insurance concerns 




      •Untreated or inadequate treatment for mental illness 




      •History of cancer (other than non melanoma skin cancers) 



      •Inadequate social support 



Prior to being accepted for transplant, all patients must complete the pre-transplant evaluation.  
Upon completion of the evaluation, the patient will have a meeting with the transplant surgeon.  All test results including assessments from the transplant surgeon, nephrologist, social work, dietary, pharmacy, and other consulting physicians will be presented to a multidisciplinary team at our weekly transplant forum meeting.   The team will decide if the patient is approved for transplant. If approved, the patient will be placed on the deceased donor list, or scheduled for live donor kidney transplant. If denied, the patient will be notified by their transplant team.
Waiting Period

There is no way to know when a deceased donor kidney will become available. There is a designation system in place to ensure that those patients in need of kidney transplants are given priority based on a variety of factors. This is managed by an organization called United Network for Organ Sharing (UNOS). UNOS coordinates efforts among all the different transplant centers in the country to allocate donated organs for transplantation. Your position on the waiting list will depend on: your blood type, formed antibodies, crossmatch, and your wait time (dialysis start date or listing date). When you have been cleared by your doctor for transplantation, you need to be ready to receive a transplant. At some point, you may become too sick to receive a transplant during the waiting period. This could be a temporary condition from which you can recover and still be eligible to receive a transplant. If your illness becomes a permanent condition where you would no longer be eligible for a donor kidney, this will be discussed with you. When you become activated on the list or removed from the list, you will be notified of this change and reasoning for the change along with a written notice within 10 days of your status change. If you are placed on HOLD for any reason while on the waitlist, you will be notified by phone by your transplant coordinator. If you have a living donor, your wait time is significantly lower. The wait time will depend upon a suitable match and you and your donor’s clearance for surgery. Your transplant coordinator will also give you information on multiple listing. Multiple listings involve registering at two or more transplant centers with different procurement organizations in different local areas. Since candidates at centers local to the donor hospital are usually considered ahead of those who are more distant, multiple listing may increase your chances of receiving a local organ offer.
Evaluation and Procedures
The evaluation process begins at the time an individual is identified as a potential transplant candidate and continues until the same individual is placed on the waiting list, has a living donor transplant or is deemed an inappropriate candidate for transplant. 

The initial evaluation will start with the transplant team:

· Transplant Coordinator: The nurse who does the initial screening and provides education and follow up throughout your Pre and early post transplant course. He/she will facilitate all aspects of the donation and transplantation process.

· Nephrologist: A physician who specializes in kidney disease. The Nephrologist will evaluate you for suitability for transplantation and make recommendations for further testing and consultations. He/she will follow up with you throughout your transplant course.
· Transplant Surgeon: Will meet with you to discuss the surgery and potential risks and side effects as a result of the surgery, while making any recommendations to you about your appropriateness as a potential transplant candidate.

· Social Worker: Will meet with you to assess your personal, psychosocial situation and possible stresses related to kidney transplantation, while helping you identify your support network, financial resources, and your plans for recovery after transplantation.

· Pharmacist: Will assess current medications prior to transplant and determine along with your physicians what the best plan is during your hospital stay and after transplant.
· Dietician: Will review your nutritional status prior to transplantation, during your hospital stay and prepare and educate you on the proper diet to follow once you are discharged from the hospital.

· Financial Specialists: Will help patients and their families deal with the financial burdens of a kidney transplant. This professional will explain what your insurance will and will not cover; help you to determine if you qualify for coverage from Medicare, Medicaid, or private insurance and direct you to available financial resources.

· Additional physician consultations may be required if the transplant team feels it is appropriate. Examples include but are not limited to: Psychologist (mental health), Registered Dietician (nutritional assessment or education), Pulmonologist (lung doctor), and Cardiologist (heart doctor). Staff will also request a release of medical information from you during the evaluation to obtain additional information from other health care providers with whom you have a relationship.
There are a number of tests that will be performed and repeated for anyone who is being considered for a kidney transplant. These evaluations reveal your overall health and help the transplant team determine if transplantation is right for you. Your transplant team may require some of all of the following tests and possibly more.

· Various blood tests are done to determine your blood type and look at matching between you and a potential recipient. There are blood tests to assess the function of your kidneys and the status of you overall health. There will be blood tests to screen for immunity to or presence of specific viruses. The Panel Reactive Antibody (PRA) test is a way of measuring how active your immune system is. This level is usually higher when your body is producing more antibodies. It is easier to get a kidney when the immune system is calm or measures 0%.
· You will also have a HIV or AIDS blood test. AIDS or Acquired Immunodeficiency Syndrome is a disease that causes the body to lose its natural immunity to certain infections.
· Some vaccines are recommended or required.

· Various radiologic tests will also be done. Chest X-Rays will help identify any problems with your lungs. Imaging scans can now show the size and shape of the kidneys and major blood vessels. Some imaging scans that may be performed include: Abdominal ultrasound, Computerized axial tomography, and a Magnetic Resonance Imaging (MRI) when more detailed information is needed.
· You may need a colonoscopy and endoscopy depending on your age.

· You will need to have a dental appointment and receive clearance from you dentist.

· All women will need an updated Pap Smear and Mammogram.
· Men of a certain age are required to have a prostate exam and blood test.

· Drug and nicotine screening are included in the evaluation at the discretion of a transplant team member.

· You may need an EKG, stress test and echocardiogram to assess the function of your heart. 
· Carotid Doppler testing may be required based on your medical history.

· If you currently have other medical conditions other than kidney disease, we will need to obtain clearance letters from your other doctors that are caring for you. To obtain clearance, additional testing may be necessary.
· Based on your medical history, additional testing may be requested by the Nephrologist or Transplant Surgeon.
Once the evaluation is complete, the following topics will be discussed with you:

· Results of the physical evaluation

· Patient selection criteria and suitability for transplant

· Results of laboratory and transplant- specific diagnostic testing
· Relevance of any psychosocial issues to the success of the transplant

· Financial responsibilities resulting from the transplant

· Necessity of following a strict medical regimen

Surgical Procedure: Prior to your transplant, your surgeon will discuss the actual procedure and possible risks with you in detail. You will sign a separate consent for the kidney transplant surgical procedure immediately prior to transplantation. Kidney transplantation typically takes 3-4 hours. It is hard to definitely predict how long the operation will take, but your surgeon will update your family while surgery is in process. Removing your malfunctioning kidney(s) is usually not necessary unless there is a reason to do so. While you are under anesthesia, the surgeon connects the artery and vein of the new kidney to one of your iliac arteries and one of your iliac veins. This creates the blood flow through the kidney so that it may function and make urine. The ureter, or the tube coming down from the donor kidney, is sewn into your bladder. 
A stent is usually placed in the ureter and will be removed by an urologist shortly after your transplant surgery. Sometime the new kidney will start working right away or it may take several days to several weeks. There is a chance the new kidney may never work and you may require dialysis post transplant.  
Risks
There are inherent risks in all surgeries, especially surgeries conducted under general anesthesia, including risk of death. Should complications occur they are usually minor and improve over time. In certain cases, the complications are serious enough to require another surgery or medical procedure. We want to review some more of the serious types of complications with you.

· Organ Donor Risk Factors: Potential donors go through a rigorous screening process to ensure that the organs are appropriate to be transplanted. Despite this process, donors are representative of the general public and may have risk factors that potentially could affect your long term health, including but not limited to the donor’s history, age, or the potential risk of contracting the HIV virus , other infectious diseases and malignancies (cancer) that have not yet be detected. There is no comprehensive way to screen deceased and living donors for all transmissible diseases. These transmissible diseases and malignancies may be identified after the transplant has taken place.
Deceased donor evaluation and screening consists of:
1 Attempt to obtain the deceased donor’s medical and behavioral history from one or more        individuals familiar with the donor.
2 Deceased Donor Medical and Behavioral History, to screen for medical conditions that may affect the decision to use the donated organ.

3. Review the deceased donor’s medical record.

4. Complete a physical examination of the deceased donor, including the donor’s vital signs.

5. Transmissible disease transmission screening.

6. Documentation in the deceased donor medical record if any of this information is not available and the reason it is not available.
Living donor screening consists of:
1. General and kidney specific donor history
2. General and kidney specific family history

3. Social history

4. Physical Exam

5. General and kidney specific labs and imaging tests

6. Transmissible disease screening.

7. Endemic transmissible disease screening.

8. Cancer screening.

If a donor disease or malignancy transmission risk is identified pre-transplant, the   transplant team and surgeon will explain those risks and obtain informed consent from you prior to the transplant taking place. You will both discuss and review the risk and benefits of proceeding with the transplant or not. If you give informed consent and decide to proceed with transplant you will be closely monitored post transplant to assess for transmission of disease and /or malignancy.
· Risk of Bleeding: Can occur during or after surgery. A bleeding episode may require blood transfusions or blood products that can contain bacterial and viruses that can cause infection. Although rare, these infections include but are not limited to the Human Immunodeficiency Virus (HIV), Hepatitis B Virus (HBV), and Hepatitis C Virus (HCV).

· Risk of Blood Clots: After the operation, clots may develop, can break free and occasionally move through the heart to the lungs. In the lungs, they can cause serious interference with breathing and lead to death. Clots may also move into the new transplanted kidney in which it can occlude the new blood flow. This may lead to the loss of the kidney. Blood clots are treated with blood thinning drugs that may need to be taken for an extended period of time. The clots in the kidney may require additional surgery for their removal in an effort to salvage the new kidney.
· Risk of Infection: Infections can occur when bacteria enters your body at any surgical incision site or from any tube used to monitor the body (tubes to help your breathe; tubes to provide or remove fluids; tubes to monitor body functions). Infection can arise at a specific site such as your incision site, in your lungs (pneumonia), or in your blood stream. Because your immune system is suppressed after surgery, these infections can become life threatening.

· Risk of Rejection: Occurs when the body tries to destroy a transplanted organ or tissue because it is a foreign object. Immunosuppressive (anti rejection) drugs help prevent rejection; however, rejection is always a possibility with a transplanted kidney. 
· Risk of Developing Cancer: Anyone that takes immunosuppressant medications is at risk for developing cancer in the future.
· Risk to the Unborn: Because immunosuppressive and other drugs that you must take following a kidney transplant, it is not recommended that female recipients become pregnant. Males who have had a kidney transplant may father children.

· Psychosocial Risks: Can occur as a result of kidney transplantation. Some risks are depression, post traumatic stress disorder, generalized anxiety, anxiety regarding dependence on others, and feelings of guilt.  These risks will be discussed during your evaluation with the transplant social worker.
· Financial Risks: Future health problems related to transplantation may not be covered by his or her insurance carrier, and if applicable, alternative financial resources should be discussed and explored. Attempts to obtain medical, disability, and life insurance in the future may be jeopardized, and the denial of coverage is a possibility. 
Other possible complications include injury to structures in the abdomen, pressure sores on the skin due to positioning, burns caused by the use of electrical equipment during surgery, damage to the arteries and veins, pneumonia, heart attack, stroke, multi-organ failure, and permanent scarring at the transplant site.

The following medications (listed with their potential side effects) will or may be used to treat or try to prevent rejection. You will remain on one or more of these medications for the life of your transplanted kidney. The list below is a list with the most common drug combinations used at our center. On occasion, a different combination may be needed depending on your specific needs. If a different combination is required for you, it will be discussed with you prior to transplant by the pharmacist, physician(s) and transplant coordinator. 
· Tacromilus or Cyclosporine- This medication will cause immune suppression with increased risk of infection and may also cause kidney and liver damage, headaches, tremors in the hands, and imbalance of sodium and potassium (electrolyte) levels, and high blood pressure. There is also a slight increase in developing diabetes.
· Belatacept­ This medication will cause immune suppression with increased risk of infection and may cause stomach upset, diarrhea or constipation, vomiting, headache, fever, or cough.  This drug can only be administered intravenously.
If you get this medication, your doctor, pharmacist, or nurse coordinator will talk with you about the rare risks of PTLD (post-transplant lymphoproliferative disorder), predominantly involving the central nervous system, and PML (progressive multifocal leukoencephalopathy), a central nervous system infection, as part of the REMS program (Risk Evaluation and Mitigation Strategy).
· Mycophenolate Mofetil- This medication will cause immune suppression with increased risk of infection and may also cause low white blood cell counts, stomach upset, or diarrhea.

If you are a woman who can get pregnant, your doctor, pharmacist, or nurse coordinator will talk with you about the risks of this medication during pregnancy (including miscarriage and birth defects) and give you information on the REMS program (Risk Evaluation and Mitigation Strategy).
· Prednisone/Methylprednisolone- These medications will cause immune suppression with increased risk of infection and may cause fluid retention, weight gain, high blood pressure, high blood sugar, increased appetite, mood changes, and loss of calcium from bone (bone damage). Diabetes or vision abnormalities (Cataracts) are rare but may occur.

· Thymoglobulin- This medication will cause immune suppression with increased risk of infection, allergic reactions, fever, muscle pain, joint pain, and rash. This drug may be used at the time of transplant and/or for rejection episodes. This drug can only be administered intravenously.
Benefits

When the kidney transplant is successful, you may experience improvement in your quality of life and a longer life span. According to the most recent data (release date of 1/5/17) from The Scientific Registry of Transplant Recipients (SRTR), following is the one-year patient and graft survival rate for kidney transplantation, both nationally and at The Christ Hospital Health Network:
· National one year patient survival rate 97.34%
· National one year graft (transplanted kidney) survival rate 95.04%
· The Christ Hospital Health Network one year patient survival rate, adjusted for patient and donor characteristics 97.52%
· The Christ Hospital Health Network one year graft survival rate, adjusted for patient and donor characteristics 96.16%
Additional data can be obtained via the UNOS website at www.unos.org. or from the Scientific Registry of Transplant Recipients website at www.srtr.org.
Alternatives

If you choose to not proceed with transplantation, you may continue to have the current medical treatment that you have now and remain on dialysis. You may also choose to receive no treatment for your disease, in which case your doctor will assist you in managing your discomforts and other effects of your disease.
Confidentiality

We are required by law to maintain the privacy/confidentiality of your health information. All information that is obtained in connection with this procedure and can be linked to you will remain as confidential as possible within the requirements of the state and federal law. The results of this procedure will be reviewed and may be published in a scientific journal or book without identifying you by name. If the data is used for publication in the medical literature or for teaching purposes, your name will not be used. Records will be kept regarding this procedure and will be made available for required reviews/audits by representatives of the Food and Drug Administration (FDA), members of the The Christ Hospital Kidney Transplant Program, members of the Kidney Transplant Research Database, and members of the United Network for Organ Sharing (UNOS) under the guidelines established by the Federal Privacy Act. The reviewers/auditors may also have access to your medical records which contain your identity; however, they are required to maintain confidentiality. Your insurance company may also review your records.
Complications and Payment for Related Care
Adverse complications and outcomes are possible in any transplant procedure despite the use of high standards. Complications and outcomes that we are aware of are described in this consent form. However, we are unable to predict all complications that may occur and could require care. Sometimes, despite all the best efforts by both you and the kidney transplant team, complications or outcomes that were not expected occur. If you become sick or hurt because your received a kidney transplant, the hospital doctors will treat you. The hospital and doctors will also send the bill to you or your insurance company. You do not give up any of your legal rights by signing this form. By signing this form, you indicate that your doctor has told you about this procedure, your questions have been answered sufficiently, and you agree to proceed.
You can obtain further information by calling the Kidney Transplant Office at 513-585-2493.
Voluntary Participation

Your participation is voluntary, and you may choose to not participate or withdraw and be taken off the list at your request, at anytime, without adversely affecting your relationship with your doctors and nurses. The treatment plan you receive from your doctors and nurses is based upon their experience plus ongoing review of the scientific literature related to care of the kidney transplant patients. If you elect to change your dosages or discontinue and or all of your immunosuppressive medications on your own, you will likely lose your transplanted kidney. 

Notification of Medicare Outcome Requirements Not Being Met by Center

Specific outcome requirements need to be met by transplant centers, and we are required to notify you if we do not meet those requirements. Currently, The Christ Hospital Health Network of Cincinnati meets all the requirements as a transplant center under CMS (Medicare) and is an approved Medicare Kidney Transplant Center. 
Transplantation by a Transplant Center Not Approved by CMS (Medicare).

If you receive a kidney transplant at a facility that is not approved by CMS (Medicare) for transplantation, the ability to have your immunosuppressive drugs paid for under Medicare part B could be affected. Currently, The Christ Hospital Health Network of Cincinnati meets all of the requirements as a transplant center under CMS (Medicare).

AUTHORIZATION
Your signature certifies that you have decided to proceed; having read the information contained in the consent form; having received the educational material provided for you; and having had the risks and benefits explained to you. Upon signing this form, you will receive a copy.

________________________________________               ___________________

Patient Signature





Date
________________________________________               ____________________

Coordinator Signature                                                             Date
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