Focal Segmental Glomerulosclerosis Trial

Child Assent

1.  Introduction

You are being asked to take part in a research study because you have kidney disease.  The name of this kidney disease is called focal segmental sclerosis (FSGS).  This means that you have little scars in your kidneys.  This causes abnormal amounts of protein to be in your urine and because of this you have less protein in your blood which causes you to have swelling of your face and legs and maybe your stomach.

The purpose of this study is to compare two different ways to treat this kidney disease.  One way involves a drug called Cyclosporine the other way involves two medicines, one medicine is called Mycophenolate Mofetil (MMF) and the other high dose is of a drug like Prednisone which you have taken before.  We don’t know which is the best way to treat this and that is why we are comparing these two ways.

Like all drugs, these two drugs have different side effects; these will be explained to you.

We don’t know which of these treatments is better but we think either one may be helpful.  By taking part in this study, you may help us learn the best way to treat this disease, which will help other people in the future.

It is important that you understand what the research is about so if there are any questions you need to ask.  

You do not have to stay in the study if you start the study.  You can stop at any time and you can continue to be seen by Dr. X at Y hospital.

If you do decide to be part of this study you will be told about any new information as the study goes along.  You will be in the study for approximately a year and a half.

2. How many patients will take part in the study?

About 500 adults and children will be asked to take part in the study.  The study will take place at five large medical centers across the country.  They will collaborate with other hospitals and medical centers.  

3. What is involved in the study?

You will have several blood and urine studies done before you take any of the new medicines.   We will want to measure your kidney function, your liver function, the amount of protein in your blood, and the amount of protein in your urine.  We will want to do a test to make sure that you have not had tuberculosis.  We will also want to ask you and your mother and father questions about where you live, what school you go to and about your home life.  There will be a total of 14 other visits over the one and a half years of the study.  At these visits you will have blood taken every time and you will be asked to give a urine sample.  We will measure the amount of protein in your urine and we will take a small amount of blood to measure how your kidneys are working and to check for side effects from the drugs.  When we measure the amount of fat in your blood, you will not have breakfast or anything to eat or drink the morning that you come to clinic.  

Three times during the study you will also be asked questions about how well you are doing, any effects that you are having from the medicines and generally how you feel.

Depending upon which study you are in you will be asked to take drugs every day, every other day, at the first of the week and not at the end of the week.  We will decide which of the two treatment protocols you are going to be on by flipping a coin.      

Even if you aren’t in the study, your doctor will probably suggest that you be treated with one or more of these medications.  The main differences from being in the study is that you will be asked to come to your doctor’s clinic/office 15 times to be seen, examined, have blood and urine taken for the study.

4. What will happen if I discontinue or withdraw from the study?

If you decide that you don’t want to take part in the study anymore, we would ask that you bring all the medicines back that we have given you and we would ask you to allow us to draw one final blood specimen.

5. What are the risks of the study?

When you take part in this study and take these drugs there are certain other effects the drugs have other than helping you.  These are called adverse effects.

Cyclosporine, one of the drugs that you might take, can cause shakiness of the hands, it can increase the amount of hair that you have on your body, it can increase your blood pressure which will give you headaches and it can increase the amount of tissue around your teeth.  

A blood pressure medicine called Lisinopril may also cause headache, make you dizzy and make you cough.

Prednisone or Dexamethasone may cause you to get puffy, have puffy cheeks, increase blood pressure, give you headaches, give you muscle weakness, it may weaken your bones, it may give you stomach upset, it may make you bleed more easily and cause your skin to bruise more easily, it can make you irritable, make you get angry more easily and it can stop you from growing as well as you might.      

Mycophenolate Mofetil can cause you to have diarrhea, blood in the urine, it can make you get infections more easily, and it can make you shaky and can make your stomach upset. 

You may have some or none or all of these reactions.

Also we will need to withdraw blood from a vein in your arm or hand and this may cause some pain or discomfort, we will minimize this by making sure that only people who draw blood do a really good job.  

6. Are there benefits in taking part in this study?

There may be benefits for you to take part in this study.  It may decrease the amount of protein in your urine, it may increase the amount of protein in your blood and therefore decrease swelling in your face and feet.

7. What are the other options?

You do not have to take part in this study and your doctor can talk to you about other ways that your disease might be treated.  

8. What are the costs?

Many of the drugs will be given to you and your parents free.  

9. What about privacy?

All of your studies, blood studies, urine studies, will be kept private between you and your doctor.  The results of your study will be sent off to another hospital in the country, but it will not be identified with you.  

10. Whom can I call if I have questions?

If you have any questions about any part of this study you can call your doctor and ask him or her any questions that you might have.

11. Patient/Subject Acknowledgment

The procedures, purposes, known discomforts and risks, benefits to me and to others, and the availability to alternate procedures regarding this research study have been explained to me and my child.  My child and I have read this consent form or it has been read to me and I understand it.  My child and I agree to participate in this study and have been given a copy of the consent form.
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