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Why have | been given this leaflet?

Here at Wrightington, Wigan and Leigh NHS Foundation Trust we participate in various
clinical research studies, looking into the causes of and treatment for cancer. These
studies are carried out in many different disease groups and are all looking into ways of
increasing our knowledge of how best to treat the disease and the symptoms associated
with it. Also, many studies are looking into the causes of the disease, which will hopefully
benefit future generations.

All trials have guidelines about who can take part; this means that there may not always be
an appropriate clinical trial for you to participate in. For example, pregnant women may
not be able to participate in certain studies due to the type of medication involved.

However, if there is a study that is suitable for you whilst you are being treated at this
Trust, you may be approached by a member of the Oncology Research Team or one of
the Medical/Surgical teams involved with your care. You would then be provided with a
study specific patient information sheet, fully detailing the study. Before deciding whether
to take part in the study, please read the information sheet fully and discuss it further with
other people if you wish, for example family members or your GP.

For now, it is most important that you understand what a clinical trial is and what it
involves.

What is a Clinical Trial?

Clinical trials are medical research studies which test whether different treatments are safe
and how well they work. Some trials involve healthy members of the public, and others
involve patients who may be offered the option of taking part in a trial during their care and
treatment.

Clinical trials have many aims, including:
e To prevent disease and reduce the number of people who become unwell
e Treatillness
e Improve survival rates
e Improve quality of life

e Diagnose disease and health problems
We need evidence from trials to know which treatments work best.

Many treatments that are now widely received by patients were initially tested in clinical
trials.
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Trial design and approval

Clinical trials are designed by Doctors and other specialists, with input from a wide range
of people, including patients.

Statisticians work together with various people including Doctors, Nurses, patients, Trial
Managers and Researchers to design the best possible trial. Once the trial has been
designed it is sent to a Research Ethics Committee, which is an independent group of
people. The Ethics Committee makes decisions on important issues such as whether:

e The information provided to help people decide whether they want to take part in a
trial is clear and satisfactory.

e The way people will be asked to take part in a trial is appropriate.

e The potential benefits are likely to outweigh any side effects.

Different types of trial

Some examples of the different trials are:

Genetic studies — These try to understand why some people seem to be more
susceptible to the disease. They usually involve a questionnaire and blood samples.
There is no treatment in this type of study.

Drug trials — These trials aim to improve the treatment options for cancer. They
sometimes involve a new drug, or a drug that is already an established treatment but is
being trialled in a new setting or at a new dose. Some studies also compare drugs with a
“dummy drug” called a placebo to assess its effectiveness.

Randomised controlled trials — Randomisation is when people are allocated to the
treatment group at random, usually by a computer programme. Neither you nor your
Doctor will be able to influence which group you are allocated to. This is done so that
each group has a similar mix of people of different ages, sex and health.

Risks and Benefits

Before you agree to take part in a Clinical trial all of the possible risks and benefits should
be thoroughly explained to you, in order for you to make an informed decision regarding
your participation.

What are the benefits of taking part?

There are many benefits to taking part in a clinical research study:
e You may have more check-ups.
e You may receive a treatment that is only available in a clinical trial.

e You may be helping doctors to improve cancer treatment for future patients.
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People who participate in studies sometimes feel that they are taking an active part in their
healthcare and helping others.

What are the drawbacks?

Taking part in a clinical trial could come with some drawbacks. Such as:
e You may need to make more visits to the hospital/clinic than you would routinely do.

¢ You may need to complete extra paperwork and have extra tests such as blood
tests and scans.

e You may experience side effects.

What are the risks?

Some trials will have very little risk involved. However, when less is known about the
treatment being tested, the risks maybe greater. In all trials the treatment may cause side
effects. These may not be what you or the doctors were expecting; these may be
unpleasant. However, you should be told everything that the Researchers know about any
possible side effects or risks and why the trial is being carried out, so that you can make
an informed choice about whether to take part.

It is important to remember that not everyone involved in a Clinical trial will receive a new
treatment; some people will receive the current treatment. No one will know which is
better until the end of the trial when the results are analysed.

What happens if | decide to participate?

If you do get approached about a study, it is important to remember that your
participation is entirely voluntary. Your medical care will not be compromised in
any way and you may also withdraw at any time without an explanation.

If you do decide to take part, a member of the Oncology Research Team will make an
appointment for you to come into the hospital or clinic to discuss the study.

During the appointment you will be able to ask any questions that you may have, and raise
any concerns. If you feel that you need more time to think about taking part, just let the
Nurse know. It is very important that you feel that you have had enough time to think and
that all of your questions have been answered.

If you feel that you would like to take part in the study, you will complete a consent form —
this is described as ‘informed consent’. You must give your informed consent to take part
in a study; you cannot be entered into a study without giving your consent. It is important
that you are satisfied that you have received enough information about the study to make
an informed decision.

Oncology Research Page 4 of 6



Once you have given your consent, the Doctor or Nurse will provide you with any trial
related correspondence or medicines, depending on the study. They will also then discuss
with you the next step.

What happens if | change my mind?

You can withdraw from a clinical trial at any time without giving a reason.

There are various reasons as to why patients sometimes change their mind about taking
part in a trial. Whatever the reason, it is important that you contact the Research Nurse or
Doctor as soon as possible so that alternative treatment options can be discussed. In this
circumstance, you will usually be offered an appointment with your Doctor so that they
may discuss and arrange the most appropriate care for you.

For more information or to enquire about available Clinical Trials please contact the
Oncology Research Team on Telephone 01942 773518 or 01942 822406.
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Comments, Compliments or Complaints

The Patient Relations/Patient Advice and Liaison Service (PALS) Department
provides confidential on the spot advice, information and support to patients,
relatives, friends and carers.

Contact Us
Tel: 01942 822376 (Monday to Friday 9am to 4pm)

The Patient Relations/PALS Manager

Wrightington, Wigan and Leigh Teaching Hospitals NHS Foundation Trust
Royal Albert Edward Infirmary

Wigan Lane

Wigan WN1 2NN

Ask 3 Questions

Become more involved in decisions about your healthcare. You may be
asked to make choices about your treatment. To begin with, try to make

sure you get the answers to three key questions: J
)
’ 3 ’

1. What are my options?

2. What are the pros and cons of each option for me?

3. How do | get support to help me make a decision that is right for
me?

How We Use Your Information

For details on how we collect, use and store the information we hold about you,
please take a look at our “how we use your information” leaflet which can be found
on the Trust website: https://www.wwl.nhs.uk

This leaflet is also available in audio, large print, Braille and other languages upon
request.
For more information please ask in the department/ward.

© Wrightington, Wigan and Leigh Teaching Hospitals NHS Foundation Trust
All rights reserved. Not to be reproduced in whole or in part without the permission of the copyright
owner.
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