UKALL 2003

Version 7
Patient 8 – 14 years information sheet

August 2009

To be printed on local centre’s headed note paper

Study MRC UKALL 2003

Patient information sheet for children aged 8 to 14 years

Dear Patient

You are being invited to take part in a clinical trial called UKALL 2003 which is being carried out by the Medical Research Council. A clinical trial is a kind of research. Research is a way of finding out more about something.  

It is up to you and your parents whether or not you take part, so it is important for you to understand why the research is being done and what it will involve. Please take time to read the information carefully and discuss it with others if you wish. Please ask us if there is anything that you do not understand or if you would like more information. This information sheet describes the treatment that you will receive, explains how this treatment has come about and then tells you how we wish to try and improve treatment in the future by doing this study.

Why are we doing this clinical trial?

For the last 20 years doctors have been treating children with acute lymphoblastic leukaemia (sometimes called ALL) and by doing clinical trials and research have improved the treatment so that more children can be cured.

In this clinical trial, we are looking at whether we can make treatment better by using a new test which can find very small amounts of leukaemia in your body. This is called the MRD test (MRD stands for Minimal Residual Disease).

At the moment we find out how well a patient is doing by counting the number of leukaemic cells in their bone marrow using an ordinary microscope and from this we can tell if the leukaemia is detectable (in remission). . 

Using the new MRD test we can find and count very small amounts of leukaemia in the bone marrow that cannot be seen under a microscope and this helps to tell us if your leukaemia is going to be easy or difficult to treat.

In this study, we wish to use the MRD as follows: 

1. If the MRD test tells us your leukaemia is easier to treat, we will give you less strong treatment so that you have fewer side effects.
2. If the MRD test tells us your leukaemia is more difficult to treat, we would like to find out if it is better to give more of the stronger chemotherapy?

3. We also want to find out how the leukaemia and its treatment have affected your life.

4. We also want to find out more about how to use a drug called Asparaginase which is an important part of your treatment. This will involve taking some extra blood samples from you after you have been given Asparaginase.

Why have I been chosen?

Over the next 6 years, all new children who get acute lymphoblastic leukaemia in Great Britain will be offered the opportunity to take part in this study. You have been invited to take part because your leukaemia is the type we wish to study in this trial.  We hope to enter around 2300 children into this trial.

Do I have to take part?

No, it is up to you and your parents whether or not you decide to take part. If you and your parents decide to take part you will be given these information sheets to keep and asked to sign a consent form. If you change you mind later and don’t want to take part anymore that is fine, no one will mind and it will not affect you treatment. If you change your mind you will be given the choice of whether the information collected should  be withdrawn or kept for future study.

What treatment do you give now?

The current best treatment for children with acute lymphoblastic leukaemia consists of medicines called chemotherapy. The treatment is split into four different parts:

1. Remission induction. These first few weeks of treatment are given to try and return the blood and bone marrow to normal – returning it to normal is called remission.

2. Consolidation and central nervous system treatment.  The next few weeks of treatment are given to strengthen the remission and also to prevent the spread of leukaemia cells into the brain and spinal cord.

3. Stronger therapy (also called intensification therapy). This is given a few months after start of treatment and here we want to reduce the amount of leukaemia to a minimum. Intensive means strong, it has a powerful effect against the leukaemia but, unfortunately, also against your bone marrow, which affects the number of blood cells, it can produce. The stronger the treatment, the more likely it is to cause side effects. The current treatment involves two strong courses given at roughly 5 and 9 months from when you start treatment but you will only receive one course if the MRD test says you are responding very well to the first month of treatment.
4. Continuing or “maintenance” treatment is an outpatient treatment, which is given for another year and a half, or so for girls and two years for boys, making a total of two to three years for the whole treatment.

What will happen to me if I take part?

If you decide to take part, the first month of treatment will be decided in the same way it is now. This depends on how old you are, the number of leukaemic cells in you blood and how quickly your leukaemia gets better in the first two weeks. After this we will do the MRD test at one month into your treatment and use the results to decide what treatment you get next. 

Once this is decided the doctors will tell you which group you are going to be in.

The amount of treatment you need will depend on the MRD test showing whether your leukaemia is in the group that is easier to treat or more difficult to treat. 

For the group which seems easier to treat on the MRD test, we will only give one course of strong therapy.

For the group of patients with leukaemia that is more difficult to treat, the choice is between the therapy now (with two strong courses) with or without some extra therapy. Because the doctors do not know which is best for you, the treatment is decided in a randomised way.  That means it is selected by a computer (like a toss of a coin).     

If you have Down syndrome, your treatment will not be decided by a computer but instead you will be given a less strong form of treatment that has fewer side effects but will have as good a chance to cure your leukaemia.

What are the side-effects of chemotherapy?

Chemotherapy has a lot of side effects. Some are more serious than others; these can include serious infection and bleeding. You may also find that your hair falls out, but it will grow back once your treatment is finished and you may feel and be sick when you are having your chemotherapy. The chemotherapy can also cause problems that last longer and these can include damage to your heart, problems with your growth and in rare cases you could get another type of cancer. Your doctor will give more information about these side effects to you and your family.

The stronger the treatment, the more side effects you may have, that is why we want to try and give less of the strong treatment if possible.

Will I have to have any extra tests?

When you have a routine bone marrow done we will take a little extra bone marrow (about 2 teaspoons) and we use this for the MRD test, taking a little extra will not harm you. Any bone marrow left over after the MRD test is done will be stored and may be used to help with your treatment in the future. We may need to repeat the bone marrow if there is not enough to do the MRD test but this will not harm you.

We will also collect around one table spoon of blood from your Broviac catheter (wiggly line) after you have been given a drug called Asparaginase. This is to find out if the drug is working properly or not.

If you decide to take part in this research your parents will also be invited to consent for any samples which are left over after your diagnosis and MRD tests to be stored and used for future research.  The samples are stored safely and will be given a code.  Researchers who use the samples will not know your name, information about your diagnosis and treatment is kept so it can be matched up with the samples, but this will also be in a coded form so they will not be able to know who you are.  The link between this code and information about your diagnosis and treatment is kept secret, in accordance with the Data Protection Act.  If you would like to find out more about this there is another information sheet you can ask for. 

What additional information will be collected?

After finishing treatment we would like to be kept informed about your health. Some of this information will be collected from a government agency called the Office of National Statistics which is told about all the births and deaths in the United Kingdom.
What are the possible benefits of taking part?

There may be no direct benefit to you but we hope that this study will help to improve the treatment of acute lymphoblastic leukaemia for children who are diagnosed in the future.

What if new information becomes available?

Sometimes during the course of a research project we may get new information about the treatment that is being studied. If this happens, we will tell you and your parents about it and discuss whether you should come out of the study or continue in it. If we were to decide that you should remain in the study, you and your parents may be asked to sign another consent form.

What happens when the research stops?

When we have an answer to the questions in the trial, then we will use this information to give all patients the best treatment available.

What happens to the results of the study?

The results of the study will be printed in special medical magazines, which are read by doctors. Your name will not be printed in any reports about the study.

What happens if I decide not to take part?

Whatever you decide, you will continue to get the best possible treatment this will include chemotherapy but your treatment will not be affected by the MRD results.

What if I have any more worries?

If you have any other worries, don’t be afraid to talk to somebody about them. Doctors and nurses get asked questions all the time and won’t mind. 

Dr:…………………………………….   Tel:……………………………..

or

Nurse:…………………………  Tel:……………………………….

What if I have any other concerns or wish to seek independent advice about the study?

If you have any complaints about the way the investigator has carried the study, or wish independent advice about the study you should contact …..[Local patient representative]…….
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For reading this information sheet. You can keep  it with you.
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