What is the purpose of the study?

Many people who have lymphoma respond well to treatment.  However, others do not do as well and we want to see if we can find a way of identifying those people.  Each person has a unique genetic make-up and small differences in their make-up may affect how well they react to the drugs they are treated with.  We want to study these differences to see if they help us understand how and why people respond differently to treatment.  This will allow us to identify those people who may not respond as well to a specific treatment but who may benefit from a different type of treatment.  

Who is doing the study?

The study is being organised by the Epidemiology & Genetic Unit at the University of York and is funded by Cancer Research UK which is a registered charity. (Charity No 1089464)

How was I chosen?

You have already agreed to take part in the national trial comparing RCHOP14 against RCHOP21 in patients with diffuse large B-cell lymphoma and we are contacting you to see if you are interested in also taking part in our research that is being carried out at the same time.   

Do I have to take part? 

It is up to you to decide whether or not to take part.  If you decide to take part, you are free to withdraw at anytime and without giving a reason.  Your decision will not affect the standard of care you receive or your relationship with your doctor.  Also it will not affect you being part of the main trial.

What does the study involve?

If you agree to take part, we will ask you to read and sign the attached consent form.  

In addition we will ask you to provide 2 buccal samples.  These are samples you take yourself by scrapping the inside of your cheek with a swab that we will give you.  We will ask you to provide two samples; one from each cheek.  We will provide you with instructions on what to do and there will be a research nurse there to help you as well if you need it.  
Why do you need my buccal sample?

These samples will be used to make comparisons between those people who respond well to treatment and those who do not.  In addition, it means we will be able to store DNA for future research looking at how we treat people, how lymphoma may be caused and why people may have different types of the disease. 

Who is responsible for the samples?

Samples and information relating to your samples will be stored and managed by the Epidemiology & Genetic Unit at the University of York who also have overall responsibility for the samples 

Will my information be kept confidential?

Yes.  All the information you provide is entirely confidential and treated in accordance with the Data Protection Act. Information is processed by a restricted number of staff working on the study, all of whom have been trained in confidentiality procedures. 

If you agree to take part in the study the sample you provide will be assigned a code number.  This code will be used to anonymously link the sample with the information obtained from the trial.  No one will be able to trace or identify any individual from the data.  

Your samples and information will only be used for research into why people respond differently to treatment, why some people may have different types of the same disease and why the disease occurs. 

The information will not be passed to anyone else.  

Will I be given any results?

The samples are to be used for research purposes only and neither you nor your doctor will be told the results nor will the results guide treatment decisions.   These tests are not “genetic tests” so if asked by insurance companies if you have had genetic testing you can answer no.

Why should I help?

Although there is no direct benefit to you, your involvement could lead to a greater understanding of how to treat people with lymphoma and may lead to more people responding well to treatment.  

What should I do now?

If you would like to participate, please read and sign the attached consent form, and give it to your research nurse along with the collected buccal samples.  If you feel unable to participate, then no further action is required.

What if I change my mind? 

It is possible for you to change your mind and withdraw from the study at anytime. If you wish to do this, please contact the study co-ordinator, XXXXXXX on (0800 3280655). You will then be removed from the study and any samples belonging to you will be destroyed or returned to you.  

THANK YOU FOR SPARING THE TIME TO READ THIS LEAFLET.

You may keep this leaflet and if you require any further information please contact XXXXXXX on our freephone number 0800 3280655.
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A phase III multicentre randomised clinical trial comparing rituximab with CHOP given every 14 days and rituximab with CHOP given every 21 days for the treatment of patients with newly diagnosed diffuse large B cell non-Hodgkin’s lymphoma – A trial developed by the National Cancer Research Institute Lymphoma Study Group and adopted by the National Cancer Research Network

Sub-protocol for the collection and storage of buccal DNA samples (funded by Cancer Research UK – The Translational Research in Clinical Trials Committee)

Information for Patients

You are being invited to take part in a research study.  Before you decide, it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.
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