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Will information about me be
kept confidential?

es, all information that s collected during this study
will be anonymous and treated with complete
confidentiality. Data will be handicd, stored and
destroyed in accordance with the Data Protection
Act(1998).

Information held by the NHS may be used to follow
your progress. Your GP and other doctors involved in
your clinical_care will be kept informed, but
atherwise all information about you and your baby
will be kept confidential,

If you take part in the study, your relevant medical
records may be inspected by authorised individuals.
They may also be looked at by regulatary authorities.
The purpose of this is to check the trial is being
carried out correctly.

Are there any risks to taking
part in the study?
No.

What will happen if | don't want to
continue with the study?

You are free to withdraw at any time without giving

reason. Your care will not be affected in any way. The

data we have collected about you will be analysed,

unless you specify otherwise.

What if | have a question
or thereis aproblem?
If there is anything about the study you are not sure
about, just ask a member of your care team at the
hospital

I you are unhappy about any aspect of the study and
wishtomake a complaint you can do this through the
NHS complaints procedure. Your hospital will be able
you give you information about how to do this. You

‘can also contact the independent Patient Advice and
Liaison Service (PALS) at your hospital

What happens when the

study finishes?
When the resultsof the study are known they will be
published in medical journals and the results
irculated to medical staffand thelocal communities.
You won'tbe identified

Involvement of the
General Practitioner/Family doctor?
With your consent we will inform your GP of your
participation in the trial.

Who has checked the study?
Al research in the NHS is looked at by an
independent group of people called the Research
Ethics Commiltee, to protect your interests. This
study has been reviewed and given favourable
opinion by the National Research Ethics Service
Committee East of England - Hatfield.

CONTACT

To find out more about ESTEEM, after
having spoken toyour local team, please
contact the Trial Co-ordinator:

Trial Co-ordinator
0207 882 6049

for taking the time to read
nt information sheet.
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Would youlike to be part of a
dietary study on pregnant women?

This leaflet will tell you all about a diet based study
called ESTEEM such as why it is done and what you
will be asked to doif you decide to take part.

What is the ESTEEM study
all about?

ESTEEM is a randomised controlled trial to help us
find out whether particular dietary plan s effective in
reducing pregnancy-related complications such as
pre-eclampsia in pregnant women with raised body
massindex, bload pressure or lipid levels.

A randomised controlled trial is when participants in
atrial are randomly allocated to receive one or other
of the alternative management plan under study (in
this case particular diet or current care). Participants
are randomly allocated to one of two groups because
we do ot know which method is the best.

What is pre-eclampsia?
Pre-eclampsia is a serious condition of pregnancy,
where the mother develops high blood pressure and
protein in the urine (proteinuria). Pre-eclampsia is
associated with risks to the mother and baby. The
treatment for pre-eclampsia s delivery. I
pre-eclampsia develops before 34 weeks and the
baby is born prematurely, he or she may need special
careina neonatal unit

Why is this study needed?

A healthy diet has the potential to reduce
complications in pregnancy and improve outcomes to
the mother and baby. Compared to pregnant women
on astandard western diet, wornen on a healthy diet
had low risk of developing pre-eclampsia. Current
studies are of poor quality, so it is difficult to reach a
conclusion on the beneficial_effect of diet in
preventing pre-eclampsia. The ESTEEM study plans
toassessif adiet based intervention could reduce the
risk of complications such as pre-eclampsia. in
pregnancy.
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Who s organising and paying

for the study?
Queen Mary University of London is organising
ESTEEM and the trial i funded by Barts and the
London Charity. The pragmatic Clinical Trials Uit
(PCTU) at Queen Mary, University of London will
collect and analyse the data

What will happenif | agree to take part?
You will be asked to fill in a consent form, which tells
usyouare happy to]oin

1. Complete short questionnaires which will help us:
understand a little bit more about you, your diet and
physical activity.

2. Give us a blood (and urine) sample.

If you do not fulfil the eligibility criteria for
randomisation, we will not invite you for further
visits. We will collect information on the
outcomes of you and your baby after delivery
from your hospital records.

If you fulfil the eligibility criteria for
participation in the randomised control trial, we
will then randomly allocate you to intervention
or standard care. We will then request you to

1. Complete a questionnaire on your diet

2. Meet the ESTEEM team at regular intervals (no
more than 4 visits in pregnancy, including your
regular appointments).

3. Complete short questionnaires about you, your
dict and physical activity before you have delivered
your baby.

Why have | been chosen and
do I have to take part?

As you are a pregnant woman we are asking you to
take part, However, it is up to you whether you take
part or not. If you decide you would rather not take
part, your healthcare will not be affected in anyway.
Also should you wish to participate you can withdraw
atany time without giving any reason.

What happens to my sample?

Barts NHS trust will store and analyse your blood
samples. Your blood samples will be stored for the
lifetime of the trial and for 10 years after the
completion of the trial. After this period, your sample
will be destroyed.

We will obtain a separate consent on whether you
are happy for cord blood to be taken at the time of
delivery. We will store this sample for future ethically
approved research purposes.

What kind of information will be
collected about me?

We will record the results of your blood (and urine)
samples and your response to the questionnaires.
We will record information from your medical
records. We will collect details about your current
pregnancy, diet and condition.

What are the benefits to taking
part in the study?

You'll be helping clinicians and policy makers decide
whether current guidelines need to be changed. Soit
is an important study for all pregnant wormen in the
UK.





