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About Parkinson’s

What is Parkinson’s?

Parkinson's is a progressive neurological condition.

One person in every 500 has Parkinson's. That's about 120,000 people in the
UK.

Most people who get Parkinson's are aged 50 or over but younger people can
get it too. One in 20 is under the age of 40 when first diagnosed.

People with Parkinson's don't have enough of a chemical called dopamine
because some relevant nerve cells in their brain have died.

Without dopamine people can find that their movements become slower so it
takes longer to do things.

The loss of nerve cells in the brain causes the symptoms of Parkinson's to
appear, which include tremor, rigidity and slowness of movement.

There's currently no cure for Parkinson's and we don't yet know why people
get the condition.
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http://www.parkinsons.org.uk/about_parkinsons/what_is_parkinsons/how_parkinsons_progresses.aspx
http://www.parkinsons.org.uk/about_parkinsons/signs_and_symptoms/the_main_symptoms.aspx

How is Parkinson’s diagnosed?

At present, the diagnosis of Parkinson’s is made clinically. This means that
the doctor examines the person and takes a detailed history of their
symptoms.

Sometimes brain scans are used for uncertain cases but there is currently no
conclusive test for Parkinson’s.

The early signs of Parkinson’s may include problems with movement like
tremor, stiffness, slowness of movement, difficulties with handwriting and loss
of facial expression. Other symptoms, not related to movement, can also be
present like loss of sense of smell, depression, constipation and sleep
problems.

Why do we want to diagnose Parkinson’s earlier?
One reason why we don'’t yet have a cure for Parkinson’s is because the
movement symptoms of the condition only appear once 70-80% of the nerve

cells have already been lost.

The nerve cells start dying many years before symptoms appear but we don’t
know enough yet about these early stages.

If we could identify people early — before the movement symptoms appear —
we would be in the best possible position to slow, stop or even reverse

Parkinson’s.

How could we identify people at risk of Parkinson’s before the
symptoms appear?

Research suggests that problems including anxiety, depression, constipation
and loss of sense of smell may occur up to 20 years before the movement
problems of Parkinson's appear.

Many older people probably experience some of these problems at some
stage. But finding people who experience several of these issues together
may help us identify people at high risk of Parkinson’s.

About PREDICT-PD

What is the PREDICT-PD project?
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PREDICT-PD is an innovative project that aims to identify people at high risk
of Parkinson’s before the symptoms appear.

We are using a set of simple online tests that screen for factors linked to
increased risk of Parkinson’s.

We want to know whether a person’s combined score in these tests can tell
us about their risk of developing Parkinson’s.

Will your project identify people who will get Parkinson’s?
No. Although we have some idea of what the very early stages of Parkinson’s
might look like, we don’t know yet if our tests can accurately predict people at

high risk of Parkinson’s.

This study will help us refine the tests so that we can determine risk of
Parkinson’s with the best possible degree of accuracy.

If we can predict Parkinson’s, we hope to one day have treatments for those
at high risk that could slow or prevent the condition progressing.

What'’s special about the PREDICT-PD project?
PREDICT-PD is innovative because it is conducted almost entirely online.

This means participants don’t even need to leave their homes to take part,
and we can process lots of information quickly, cheaply and efficiently.

We hope that using the Internet will mean more people take part and
potentially benefit from its results.

PREDICT-PD is also unique because it focuses on the earliest known
symptoms of Parkinson’s.

Taking part in PREDICT-PD

Who can take part in the study?

We are looking for healthy people aged between 60 and 80 years, who have
access to the Internet, and do not have a current diagnosis of Parkinson’s.

People with a family history of Parkinson’s are also encouraged to participate.

Who cannot take part in the study?
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1. People who have been diagnosed with Parkinson's or other movement
disorders, dementia, stroke or motor neurone disease.

2. Certain drugs can contribute to or cause Parkinson’s-like symptoms. We
may exclude some patrticipants if we think their previous or current medication
may affect the results of the study.

Are there any exceptions to these criteria?

Yes. The research team will approach some specific groups so that they can
act as comparisons for the online, ‘self-referring’ PREDICT-PD patrticipants.
Some groups of individuals are at increased risk of Parkinson’s because they
have another pre-existing medical condition. Examples of patient groups at
elevated future risk of Parkinson’s include: an uncommon form of sleep
disorder known as RBD (REM-Sleep Behaviour Disorder); late-onset mood
disorders such as anxiety or depression; and individuals with adult onset
smell loss and no clearly identifiable cause. Up to 70 individuals will be
recruited for each of these three special groups. Participants with unexplained
smell loss will be identified through dedicated smell and taste clinics, through
the mental health services for late onset mood disorders, and through
epilepsy and sleep medicine clinics for RBD patients. Finally, an additional
positive control group of patients with established Parkinson’s will be recruited
from clinics at UCL Partners’ hospitals.

All positive control groups will undergo the same investigations as regular
‘self-referring’ PREDICT-PD participants including: the online screening
guestionnaire, keyboard tapping test, smell testing, neurological examination,
and perhaps blood/urine/saliva collection or additional surveys.

Do | have to take part in the study?

No. There is no obligation to take part in the study, and the decision to
participate rests entirely with you.

You also have the right to withdraw from the study at any point, and are not
obliged to provide a reason.

If you do choose to participate, please read the information on these pages
carefully. You will then be asked to read and complete a consent page before

registering on the website.

I'd like to take part. What do | have to do?
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First, you will need to register with the PREDICT-PD website. If you have
participated in previous years you will already be registered.

Next you’ll be asked to complete an online questionnaire that collects
information on various medical and lifestyle factors that may influence risk of
Parkinson’s. This questionnaire takes about 30 minutes to complete.

After the questionnaire, you will be asked to take the keyboard tap test — a
simple test on the PREDICT-PD website. This is not a typing test. The test
helps us measure the accuracy and speed of movement in your arms. After
the tapping test there are some brief mental and memory tests.

Participants will be sent a smell test through the post in the future. The smell
test contains up to 6 ‘scratch and sniff’ odours and full instructions on how to
complete it. You fill in your answers to the smell test on the PREDICT-PD
website (you will need to log in again). Participants that get lower scores on
the initial smell test may be sent a more detailed follow-up smell test
containing 40 items. We may additionally request a sample of saliva for
genetic testing, a sample of blood using a self-collection kit and/or special
cards, and a nasal sample collected via nasal swabs or nasal washes.
Instructions will be enclosed on how to collect saliva, blood, and nasal
samples and how to return the samples along with the completed smell tests.

Participants may also register within the website to participant in a forum to
gather community feedback on relevant topics which may inform further
research.

Will | find out my predicted risk of Parkinson’s?

No. People involved in this pilot study will not discover their individual risk
score.

This is the first study of its kind. So whilst our tests may suggest some people
could be at increased risk, at this stage we can’t be certain the scores have
any meaning.

However, if you score poorly on the smell test we might ask if you would like
to be referred for further investigation. This is because lots of people have a
treatable cause of adult onset smell loss after further testing. It is important to
remember that whilst late-onset smell loss is a risk factor for Parkinson’s,
most people that lose their sense of smell will not get Parkinson’s and may
have a cause that is easily treated.
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We’'re really keen to keep participants involved. We’d like to update you either
in person or through the PREDICT-PD website to tell you about how your
involvement is helping us learn more about Parkinson’s.

Will I be contacted by the research team when the tests are completed?

Yes. We will contact participants via email soon after they have completed the
first round of tests and ask them to submit their NHS number via the study
website. The reason for this is that we can then verify some of the information
collected via the study against NHS medical records, and also find out about
any medical events that happen to participants during or after the study. We
will also use the NHS Digital Patient Demographic Service (PDS) to look up
the NHS numbers, dates of birth and addresses of participants who have
consented for us to do so. The PDS helps healthcare professionals to identify
patients and match them to their health records. It also allows them to contact
and communicate with patients.

We will also contact up to 500 people who have taken part in the research by
email or telephone, to see if they would be willing to participate in a clinical
visit (see below). If you are contacted, this does not necessarily mean that
you are at higher risk. We will contact people with the most varied scores.

Part of the online questionnaire that you will complete online, contains some
guestions relating to a sleep condition called REM sleep behaviour disorder
(RBD). The diagnosis of RBD requires performing an overnight inpatient sleep
study at an experienced sleep centre. If your answers to the questionnaire
suggest that there is a possibility you may suffer from RBD, you will be offered
a telephone interview with a member of the research team. If the outcome
from that interview is that RBD is suspected, we will contact your GP and
advise to refer you to the Sleep Disorders Centre at Guy’s and St Thomas’
NHS Foundation Trust. If the interview highlights other possible sleep
disorders, we will advise your GP to your local sleep clinic or to the Sleep
Disorders Centre at Guy’s and St Thomas’ NHS Foundation Trust. Many
sleep disorders are treatable and affect quality of life so we believe it is
important that they are identified.

We may also want to contact you to invite you to participate in additional
research projects that are related or linked to PREDICT-PD.

How long will I be involved in the study?

During an earlier phase of the study, approximately 1,400 participants were
recruited. We now want to recruit a total of 11,000 participants and follow the
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total group until the end of 2025 as a minimum. Participants will be invited to
complete the online tests on an annual basis.

Clinical visits

Those participants that are invited to undergo clinical examinations will be
contacted after data have been initially analysed. One of the doctors on the
study team will offer to travel to examine you in your own home or offer to
cover travel expenses for you to attend a Barts Health NHS Trust or UCLH
NHS Trust hospital, or a QMUL or UCL research site. They will request that
the examination be recorded on video, so that a senior movement disorders
specialist can verify the examination findings. We will ask you to participate in
some short memory tests and a sample of handwriting will also be collected.
Some other visits will take place in the hospital facilities in order to assess as
many participants as possible in one day. From 2020, given the Coronavirus
pandemic, we will also offer clinical visits that take place remotely via video,
but which gather the same information from participants as in person visits.

Collection, Storage and Analysis of Biological Samples

Participants that are involved in clinical visits may also be invited to donate
biological samples to the study in the form of saliva, blood, urine, nasal
swabs/washes and spinal fluid. Increasingly we are recognising that there are
chemicals and compounds contained in blood and urine that may further
define an individual’s risk of future Parkinson’s. The long-term aim of
PREDICT-PD is to be non-invasive, but collection of these samples in a
proportion of participants may allow us to decide on the future potential for
use.

Taking a blood sample may cause mild pain and carries a small risk of
bleeding, bruising, or infection (in less than 1% of people). Qualified health
professionals will collect blood samples and the participant will collect their
own urine. Approximately 30ml of blood and 30ml of urine will be collected
(30ml is equivalent to 2 tablespoons). Saliva will be used for genetic studies of
Parkinson’s risk. Nasal swabs/washes will be used to detect key proteins
involved in the development of Parkinson’s.

Some participants have been invited to take part in additional research
studies that are related to PREDICT-PD. From the participants invited to take
part in the Parkinson’s Progression Markers Initiative (PPMI), we wish to store
spinal fluid (known as CSF), which is collected as part of PPMI. In PPMI 15-
20ml of CSF is collected at the first visit. During this visit, a further 15ml will be
collected and stored alongside PREDICT-PD samples. This ensures that
participants will only have one procedure, but the samples will be retained by
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two studies (PPMI and PREDICT-PD). CSF samples will be stored at -80°c
and analysed at Queen Mary University of London laboratories and/or
partnering laboratories.

All samples will be labelled with a unique number to keep participants
anonymous. Samples will be transported to the laboratories at Queen Mary
University of London and/or University College London for storage and
analysis. Additional tests may be requested from external companies and
collaborative research centres if required, including sites in the UK, Europe
and outside Europe, Worldwide. Any samples left over at the end of this
project may be used in future ethically approved research or transferred to an
approved biobank.

Some testing may be deferred for months or even years until a later stage of
the study, and until that time the samples must be securely stored. By
participating in this stage of the study you give permission for storage of these
samples for an indefinite period until we conduct all of these analyses. Again,
you have the right to withdraw your consent at any time.

Due to the experimental nature of the planned analyses, in the unlikely event
that we find a specific gene that increases Parkinson’s risk we will not inform
you or your GP of this, or the results of any of the tests performed on
blood/urine/saliva/nasal swab/wash/spinal fluid samples.

You will continue to have access to the general results of the study, including
analyses of samples and data, when the analyses are reported in the medical
literature. We will keep you informed of publications arising from the research.

Collection, Storage and Analysis of Movement data

Some participants may also be sent devices to wear on their wrists or the
small of their backs to record their movement throughout the day and night.
Some of the key changes in Parkinson’s are related to people’s movement.
There might therefore be some subtle changes in how people move while
going about their normal everyday activities which could be related to future
Parkinson’s risk.

Participants who will have their movement recorded will be sent two watch-
like sensors which they should wear continuously for 3-7 days and nights,
only taking them off before they wash or swim. After this you will send the
devices back to the PREDICT-PD team in an envelope with pre-paid postage
which we will provide you with.
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All the movement data will be labelled with a unique number so as to not
identify the participant. This anonymised data may be sent to the companies
which makes the devices (Global Kinetics Corporation and Axivity) so that
they can generate a summary of the movement recorded. Members of the
PREDICT-PD research team might also work with the raw data collected from
the devices in order to try and identify new, non-standard, subtle changes in
how people move which might be related to future risk of Parkinson’s.

Will my involvement be confidential and will my data be shared?

Yes. All information you provide will be kept strictly confidential and will not be
personally identifiable.

Our website is compliant with the highest international standards of data
protection and data handling.

We do however want to contribute to international efforts to understand more
about Parkinson’s and the sharing of anonymous data and results from the
study are part of that. This is very important to help us answer major
questions about Parkinson’s that require information on large numbers of
people, but also to avoid repetition and wasting of research funds. We will
only share data with specific parties after they submit a written request and
our committee has deemed them to be appropriate. Individual data will be
completely anonymous, meaning that there will be no way of identifying the
individual from it and no one from outside the PREDICT-PD study team will be
able to contact you.

You can find out more about how we use your information by reading the Data
Information Pack at the end of this document.

What are the benefits in taking part?
You will receive no payment for your assistance with this study.

Of the 10,000 participants we aim to recruit to the PREDICT-PD study; only
around 100 are likely to develop Parkinson’s at some stage in the future. If
anyone in the study does develop Parkinson’s they could potentially have
earlier access to diagnosis and treatment.

By taking part in this study you will be helping us find ways of diagnosing
Parkinson’s at the earliest possible stage. This could potentially pave the way
to better treatments and a cure — benefiting people with Parkinson’s all over
the world.
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What are the risks of taking part?

There are no anticipated risks in being part of this study. The information we
collect will not be personally identifiable and will be entirely confidential.

Who has reviewed the ethical aspects of the study?

This study has been reviewed and approved by the ‘London - Queen Square
REC’ in January 2011, April 2011, August 2012, September 2013, January
2014, July 2014, November 2015, September 2016, January 2018, July 2018,
December 2019, January 2020, January 2021, March 2021 and April 2022.

What if | have further questions?

You are welcome to discuss the study with Aneet Gill (study coordinator), or
Prof Alastair Noyce or Professor Anette Schrag.

Aneet Gill

Email: aneet.gill@gmul.ac.uk

Preventive Neurology Unit, Wolfson Institute of Population Health, Queen
Mary University of London, Charterhouse Square, London EC1M 6BQ

Prof Alastair Noyce

Email: a.noyce@gmul.ac.uk

Preventive Neurology Unit, Wolfson Institute of Population Health, Queen
Mary University of London, Charterhouse Square, London EC1M 6BQ

Prof Anette Schrag

Email: a.schrag@ucl.ac.uk

UCL Institute of Neurology, Royal Free Campus, Rowland Hill Street, London,
NW3 2PF

For more information on Parkinson’s and how to get involved in other studies,
please visit Parkinson’s UK’s website. parkinsons.org.uk

PREDICT-PD Data Information Pack
How will we use information about you?

We will need to use information from you and/or your medical records for this
research project.
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This information will include your:

e Name?*

e Initials *

e NHS number *

e Contact details *

e Date of birth *

e Medication

e Medical conditions

e Questionnaire data

e Keyboard and website test results
e Smell test results

e Wearable test results

e DNA and genetic data results

People will use this information to do the research or to check your records to
make sure that the research is being done properly.

We will keep all information about you safe and secure.

Some of your information (but none indicated with an asterisk above *) may
be sent to collaborators in other countries. They must follow our rules about
keeping your information safe.

Once we have finished the study, we will keep some of the data so we can
check the results. We will write our reports in a way that no-one can work out
that you took part in the study.

What are your choices about how your information is used?

e You can stop being part of the study at any time, without giving a
reason, but we will keep information about you that we already have.

« If you choose to stop taking part in the study, we would like to continue
collecting information about your health from central NHS records, your
hospital or your GP. If you do not want this to happen, tell us and we
will stop.

« We need to manage your records in specific ways for the research to
be reliable. This means that we won'’t be able to let you see or change
the data we hold about you.

« If you agree to take part in this study, you will have the option to take
part in future research using your data saved from this study.
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Where can you find out more about how your information is used?

You can find out more about how we use your information

12

At www.hra.nhs.uk/information-about-patients/

Our leaflet available on predictpd.com

By asking one of the research team

By sending an email to predictpd@qgmul.ac.uk or data-
protection@gmul.ac.uk

By ringing us on 020 7882 8953.
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Data Flow Overview
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