
Transplant Center
Informed Consent for Organ Transplant Evaluation 
What is Informed Consent?

This is an Informed Consent Form.   You are being asked to read this form because you are considering being evaluated for a kidney transplant at The Transplant Center.  The purpose of this form is to give you information about the risks and benefits to you if you choose to seek a transplant here.  You will be asked to sign a form to show that you received and read this information after you speak with someone from the transplant team. Signing the form DOES NOT commit you to any testing, procedure or surgery.  Of course, the transplant team is always available for any additional questions you may have. 
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If you decide to pursue an organ transplant at The Transplant Center, you will receive further education about transplant before and after the surgery.  You will also have individual time with a transplant doctor and transplant coordinator to ask specific questions about the transplant process.  

Kidney Information

Most people have 2 kidneys, located on the left and right of the abdomen, near the back.  Kidneys work to filter the blood and remove waste products, which are then put out of the body through urination.  In individuals with kidney disease, the kidneys do not work well, and may not work at all.  In some cases, transplanting a kidney from a deceased or living organ donor leads to better health and an improved quality of life.
The Evaluation Process

An evaluation for a kidney transplant involves having many tests, procedures and visits with other doctors. It also includes meeting with many members of the transplant team. All of these consultations, tests and procedures will help us to know if a kidney transplant is the right treatment for you.  It will also help us to know if you are well enough to have kidney transplant surgery.  The tests will also help us know if there is any other treatment besides a kidney transplant that can help you.  

Transplant Team Members

· The Transplant Coordinator is a Registered Nurse that provides education regarding the transplant evaluation process, listing for transplant and patient responsibilities before and after transplant.  

· A Nephrologist is a physician who specializes in kidney disease.  The nephrologist will assist in the medical management of your kidney disease and work with the transplant team to determine if you are medically suitable (in good enough health) for a transplant.

· A Transplant Surgeon or Physician will meet with you and discuss whether transplant is a good option for you, based on the information and testing results obtained during your evaluation.  The surgeon will also discuss the process of going through a kidney transplant, including the risks of the surgery, immune-suppressing drugs, and the possible complications (problems) you might experience after your transplant.

· An Anesthesiologist may meet with you before your transplant surgery and review your medical records to determine the need for any additional workup to determine your risk with anesthesia (being put to sleep during the surgery).

· A Social Worker will meet with you to evaluate your ability to cope with the stress of a transplant and your ability to follow a strict treatment plan, both before and after transplantation.  The social worker will also help to identify your support network.

· A Financial Coordinator will discuss the costs associated with your transplant and the medications you will require after transplant.  They will work with you to help you understand your insurance coverage.  It is very important that you understand the costs that may not be covered by insurance.

· A Psychiatrist, if needed, will conduct a more in-depth psychiatric evaluation and assessment.  Some patients with a history of drug or alcohol abuse may be required to participate in a rehabilitation program as well to meet abstinence (being drug and/or alcohol-free) requirements prior to and after transplant listing.

· A Registered Dietitian may perform a nutritional (diet) assessment and is available to provide nutrition education before and after transplant.
· Some patients may be referred to another doctor for consultation.  For example, many patients need to be seen by an endocrinologist (diabetes doctor), a hepatologist (liver doctor) or a cardiologist (heart doctor) to assess other medical conditions.

Many different tests are done to determine if you are a suitable transplant recipient.  Some of the following tests may be included in your evaluation process.  Remember, other tests may need to be done based on the results of these tests.

· Blood tests that will be done include finding out your blood type for organ matching and infectious disease screening for specific viruses, including HIV and Hepatitis.  Additional blood tests may be used to determine how well other organs are functioning.  This will involve having several tubes of blood drawn from a vein.

· A chest x-ray helps your physician identify any problems with your heart or lungs. 
· An EKG, echocardiogram and/or stress test will show how well your heart is functioning.  The EKG and the echocardiogram are painless tests to get a picture of how well your heart is working.  A stress test will involve you either walking on a treadmill or receiving medication to see how your heart works when it is working harder than normal.  This will assist your physicians in deciding if your heart function is strong enough for transplant surgery.  Some patients may need to undergo more invasive tests to see if their heart is healthy enough to have surgery.

· Cancer screening is very important before transplant.  Women will need to provide current pap smear results and a mammogram report if appropriate.  Men over 50 years old will need a blood test to screen for prostate cancer called a PSA.   If you are over 50 years old, you may need to have a colonoscopy done to look for colon cancer.   Your primary care physician can assist you with these tests and providing the transplant team with the results.

· Transplant candidates are required to have a dental check-up as part of the pre-transplant evaluation. It is helpful to have an examination by your dentist when you are being evaluated for transplant to check the health of your teeth and gums.

· Pulmonary function tests (PFT) may be required, especially if you have a history of smoking or a history of lung disease.  This is a breathing test to analyze your lung capacity.

· A lower extremity Doppler test is used to examine the blood vessels that provide blood to your legs.  The donor kidney is connected to the main blood vessels to your legs.

· A Cystogram test looks at how well your bladder empties.  Some patients who are diabetic, on dialysis and have stopped making urine, may need to have this test done to see if their bladder will empty properly.  Knowing if this may be a problem after transplant, helps the transplant team make a plan for you.

· Depending on your medical history and age, there may be additional tests or consultations needed for your transplant evaluation.  Once you meet with the transplant team, a determination will be made on which tests you will need to complete.

Getting all of these tests done takes time.  We will work with you to get them scheduled, and will ask you to come to all of the appointments that are made for you.  After all of the required testing is completed and reviewed by our transplant team, we will decide if you are a candidate for a kidney transplant.  We have rules called “Patient Selection Criteria” that we use to determine who will be put on the waiting list for this type of transplant.  A copy of these rules is available to you.  If you would like to receive this information, you can ask the Pre-Transplant Kidney Nurse Coordinator.
The Surgical Transplant Procedure

When you come to the hospital for your kidney transplant, you will be admitted to a hospital room and a physician will do a physical exam and take a medical history.  You will have blood drawn from a vein for blood count, chemistry panel, and other routine tests.  In addition, you will have an EKG and chest x-ray.  Prior to the surgery, you will be asked to sign a consent form that reviews the specific risks associated with any surgical procedure as well as any risks directly related to your surgery. After you consent for the procedure and your physician has reviewed all test results, you will be taken to the pre-operative area to be prepared for surgery.

The kidney transplant surgery will be done under general anesthesia and usually takes about three to four hours.  The surgeon will make an incision that’s about eight inches long in your lower abdomen.  The donor kidney will then be placed in the small pocket next to your pelvic bone, on either your left or right side.  The surgeon will then make a few connections to get your new kidney working. He or she will connect the main blood

vessels going to your leg, which are called the iliac artery and vein, to the blood vessels on the donor kidney. This gets blood flowing through the new kidney. The surgeon will also connect your bladder to the donor kidney’s ureter, a tube that drains urine. This connection makes it possible for your new kidney to send urine to the bladder.

Post-Surgical Care and Recovery
Once the surgery is complete, you will be brought to the intensive care unit (ICU) where the nurses and doctors can monitor your kidney function, medication levels, blood pressure, and to look for infection, rejection, or other problems.  You will spend one (1) to two (2) days in the ICU and then will be transferred to a private room on the transplant care unit.  Patients usually stay in the hospital for three (3) to six (6) days.

During your hospital stay, the transplant team will help teach you how to take care of your new kidney and help coordinate your discharge and any home care needs.  After your kidney transplant, you will need to be followed very closely in the post transplant clinic.   Sometimes, patients need to be seen as frequently as three (3) times a week in the beginning.  Usually, as time goes on and you have healed from surgery, you will not need to be seen as often.  It is important for the transplant team to see you to monitor your kidney function, medication levels, blood pressure, infections, rejection, or other problems. All organs are tested for disease prior to transplant, however these tests are not perfect. The likelihood of being infected with a virus such as HIV or Hepatitis is very small, but there is still a window of time where the testing done prior to procurement may not detect the virus. Because of this, as part of your follow-up care, you may be screened for specific viruses including HIV and Hepatitis. You should refrain from sexual activity until these tests have been completed.
Benefits of a Kidney Transplant

After a successful kidney transplant, it is our hope that you will be free from dialysis and have an improved quality of life.  With a working kidney transplant, you may have more energy to do the things you enjoy.
Alternative Treatments

Depending on your medical condition, there may be other treatments available to you.  We will discuss those in detail with you once we have determined the status of your kidney failure. You always have the option to continue your current medical management (dialysis), and to NOT pursue an organ transplant. 

Potential Psychosocial and Medical Risks

Many risks are involved with the transplant procedure.  The percentages (%) listed after some of the risks show how many people out of 100 undergoing this surgery have had the problem. These include, but are not limited, to:  
· Blood clotting problems (1%) – Whenever someone has surgery or is not as active because they are in the hospital, there is a chance for blood clots to form in the legs.  These blood clots can break free and move through the heart to the lungs.  In the lungs, they can cause serious interference with breathing, which can lead to death.  Blood clots are treated with blood-thinning drugs that may need to be taken for an extended period of time.  The use of compression boots, sitting up in a chair and walking can decrease this risk.  Blood clots can also form in the artery or vein going to or from the new kidney.  These blood vessels supply blood and oxygen to the kidney, so blood clots there can cause it to stop working. 

· Bleeding (5%) – Sometimes, either during or after surgery, there may be problems with your blood vessels or the blood vessels of the donor organ.  This may be leaking or clots, which can be treated with blood transfusions and sometimes surgery.

· Pain – You will experience pain after your surgery.  You will be given medications to help control your discomfort.  By the time you are ready to go home, your pain should be controlled with oral pain medication.
· Nausea and vomiting – Sometimes anesthesia and other medications can cause you to be nauseated or vomit.  You will receive medications to help and we will increase your diet only as you can tolerate it.
· Reactions/side effects from medications – Most medications have side effects.  These can usually be treated by the transplant team through simple changes in the types or dose of medications.
· Infections – Anytime you have surgery, you are at risk for developing infection.  In addition, the medications to prevent rejection decrease your body’s ability to fight off certain infections.  Taking medications as directed and good hand-washing can decrease your risk of infection.
· Diabetes – Sometimes anti-rejection medications, excessive weight gain, and other genetic risk factors put patients at risk for developing Type 2 Diabetes after transplantation.  This is more common in patients that gain a substantial amount of weight after transplant.

· Delayed graft function or failure of the transplanted kidney – Some donor organs are slow to start functioning or, in rare cases, never work at all.  It is possible that you may need some dialysis after the transplant.  This does NOT mean that the kidney will never work; in most cases the kidney works well eventually.

· Rejection episode of the transplanted kidney (10-20%) – Rejection occurs when your body attacks the donor organ.  There are three types of rejection.  Hyper-acute rejection occurs when the donor organ fails in the operating room or within a few hours of surgery.  Acute rejection can happen while your body is adjusting to your new organ and tends to happen in the first three (3) to six (6) months.  This can almost always be reversed with prompt treatment, which is a major reason why you need to be followed closely after a transplant.  Acute rejection after 6 months usually occurs when medication is not taken correctly.  Later rejection episodes are hard to turn around and might cause permanent damage to the kidney before they are discovered.
· Lymphoma and skin cancer – Organ transplant recipients are up to 65 times more likely to develop skin cancer than the general public.  The risk is increased because of anti-rejection medications necessary after your transplant.  This can be lessened by using sunscreen and careful follow-up with a dermatologist.

· IV medications at home – There is a chance that you will leave the hospital with an IV (a catheter in a vein) to be able to receive additional medications at home.  

· Death – The risk of death during or immediately after a kidney transplant is small.  Overall, the life expectancy of a person with a kidney transplant is longer than a person on dialysis.

· Information found during testing – During the course of the evaluation testing, if we find that you have an illness that has not been detected before, we will inform you of our findings.  This information will become part of your medical record.  Giving this information to you may cause emotional stress.  
Medicare Notification 

Organ transplants by a transplant center that is not approved by Medicare:  If you have your transplant at a facility that is not approved by Medicare for transplantation, your ability to have your immunosuppressive (anti-rejection) drugs paid for under Medicare Part B could be affected.  The Transplant Center has been approved by Medicare to do kidney transplants since 1973.
Organ Donor Risk Factors

All potential organ donors are screened for transmissible diseases or medical conditions, including HIV, Hepatitis, and certain cancers, through laboratory testing and the collection of medical/social history information.  While the laboratory tests are very accurate, they may not detect a transmissible disease if an organ donor was exposed recently.  For this reason, a thorough social history is also taken from the donor (if it is a living donor) and/or the donor’s family and friends to assess whether he or she was at high risk for any of theses diseases.  Although extremely rare, some diseases, such as HIV, Hepatitis, or cancer, can be transmitted unknowingly from an organ donor to a transplant recipient.

We will not offer you a kidney for transplant unless we feel the benefits of transplantation outweigh any associated risks.  However, when we offer you a kidney for transplant, we will also provide you with medically appropriate information that is known regarding organ donor risk factors that could affect your health or the success of your transplant, such as the donor’s pertinent medical history and whether he/she was identified as high risk based on the Center for Disease Control high risk criteria.  
Confidentiality

We have strict privacy policies at Transplant Center, and only those directly involved with your care will access your medical information.  We are also held to the same confidentiality standards with regard to your organ donor.  We will not reveal any of the donor’s identifying information, and will discuss the donor’s medical history with you only as appropriate for decision-making and your transplant care. You will be provided with instructions after transplant if you would like to send an anonymous thank-you letter to your donor’s family.

Cost of Transplantation

The cost of a kidney transplant varies from person to person.  We will check your insurance and/or Medicare benefits for you and inform you of what is covered.  You are responsible for any costs that are not covered by your insurance. The medications you must take after transplant also cost different amounts for different patients.  We will check this for you as well.  Please tell us if your insurance, Medicare, or Medicaid coverage changes at any time.

Your Right to Refuse a Transplant

You have the right to change your mind about receiving a transplant at any time.  This will not affect your care at The Transplant Center.

Concerns and Grievances

The United Network for Organ Sharing provides a toll-free patient services line to help transplant candidates, recipients, living donors, and family members understand organ allocation practices and transplantation data.  You may also call this number to discuss a problem you may be experiencing with your transplant center or the transplantation system in general.  The toll-free patient services line number is 1-888-894-6361.

Information about our Transplant Center

The Transplant Center is a nationally-known transplant center.  Specific outcome requirements (statistics showing how well our patients do after transplant) need to be met by transplant centers and we are required to notify you if we do not meet those requirements.  Currently, the Transplant Center meets all requirements for transplant centers.  

Organ Transplant Outcomes at the Transplant Center: The following information shows the success rates of kidney transplant at our facility one year after transplant surgery.  This information is available online at www.ustransplant.org.

This information is for patients transplanted between Date and Date.  This is the most recent data provided, released in Date. 
X% of our kidney transplant patients are alive one year after kidney transplant surgery. This matches our expected survival rate (97%) and the national survival rate (97%).

X% of our patients have a working kidney one year after the transplant surgery.  This is the success rate that is expected for our transplant center (92%), and is the same as the national average of 94%. 
Informed Consent Acknowledgement

When you attend the Transplant Information Session, you will be asked to sign a form to confirm that you have read this document, and you understand the information that has been given to you. You will have time with a Transplant Nurse Coordinator to ask questions prior to signing.  

Please understand that by signing the form, you are NOT signing up for a transplant, or being put on the transplant list.  Until an evaluation is done, we do not know if you are a candidate for kidney transplantation. If you have questions at any time, you can always call the Pre-Transplant Kidney Nurse Coordinator at Phone #.
Please use the area below to record any questions you may have:
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