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Oral Corticosteroids and Colchicine for the treatment of goUt flaRes

Participant Information Sheet

We are inviting you to take part in a research trial called OCCUR. Before you decide whether to
take part, it is important to understand why the research is being done and what it may involve if
you were to take part.

Please take time to read the following information carefully and discuss it with others (such as
friends and family) if you wish.

English: This participant information sheet is provided in English. Keele Clinical Trials Unit

(CTU) can help with language translation if needed. Their contact information can be
found on the last page.

Polish: Niniejsze pismo jest w jezyku angielskim. Keele Clinical Trials Unit (CTU) moze, w razie
potrzeby, pomdc w ttumaczeniu na inny jezyk. Dane kontaktowe CTU znajduja sie na
ostatniej stronie tego listu.

Urdu: - S S 30 e a3 S 0L (CTU) gy SB1E JSGilS LS 68 53 g pum &)L USa la L (e 52 )) o g
| SShd ol Glaglea (S L, S0
o S e adia g A
Bengali: 13 BT Ehwe @eT z@m| &9 #em@e TEm 3THE  (Keele Clinical Trials Unit)
(CTU) TAEE SRT I AR FA© MA| O @ENACE o 22 BP7 o7 P
T3IT F|

Punjabi: 033 »iaideh 98 31 famr 31 s q@ifeas oifesn gise (Hidiy) 33 U< 3 9 vigee
f&g Hee 99 Agel J1 81 € Huga Areardt frm U39 © windt 0d 3

Romanian: Aceasta scrisoare este furnizata in limba engleza. Unitatea de Studii Clinice (CTU) din cadrul
Keele poate ajuta cu traducerea, daca este necesar. Informatiile lor de contact pot fi gasite
pe ultima pagina a acestei scrisori.

Spanish: Esta carta esta en inglés. La Unidad de Ensayos Clinicos de Keele (UTC) puede ayudar con

la traduccion si es necesario. Su informacion de contacto se encuentra en la ultima pagina
de esta carta.
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Gujarati: 2| U AU MU I 8. %] e US dl 514 (5a[ci56 21U Y[s12 (CTU) MINL
Wadledi Hee 531 25 B, dHefl Aus Hilsdl 11 Ustsil Beal Ylell U Hoil 215 8.

A patra angréjimarh apavamarh avyo ché. Jo jartra padé to kilé klinikala trayalsa yunita
(CTU) bhasa anuvadamarn madada kart $aké ché. Témani samparka mahitT & patrana chélla
pana para mali saké ché.

Portuguese: Esta carta é fornecida em inglés. A Unidade de Ensaios Clinicos de Keele (CTU) pode
ajudar com a tradugao, se necessario. As informagdes de contato podem ser encontradas na
ultima pagina desta carta.

Thank you for taking the time to find out about the OCCUR trial.

What is the purpose of this trial?

Gout causes flares of severe joint pain and swelling. The most commonly used medicines to treat
gout flares are anti-inflammatory painkillers (sometimes called non-steroidal anti-inflammatory
drugs (NSAIDs)), such as naproxen, diclofenac, and ibuprofen. However, some people with gout
have reasons why they cannot take NSAIDs, such as their age or having other medical conditions.
Other commonly used medicines to treat gout flares are colchicine (a medicine for treating
inflammation or pain) or steroid tablets, such as prednisolone.

The aim of the trial is to find out whether steroid tablets (prednisolone) or colchicine
[ ] tablets, work better to treat gout flares in people who cannot take anti-inflammatory
» painkillers (NSAIDs).

Why have | been invited to participate?

You have been invited by your GP practice to take part in this research trial because you have
been diagnosed with gout and have been identified by your GP practice as having reasons why
you shouldn’t take NSAIDs.

Do | have to take part?

No. Your taking part is completely voluntary. Whether or not you take part in this trial, your
access to health services at your GP practice or elsewhere will not be affected in any way now or
in the future. If you do decide to take part, you will be asked to sign a consent form. You can still
withdraw from the trial at any time without giving a reason, you can do this by contacting Keele
CTU using the contact details on the last page. There are further details about withdrawing from
the trial in the section * What will happen if | do not want to carry on with the research’.

What will taking part in the trial involve?

If you are interested in taking part in the trial, you will be asked to return the reply form, you will
then receive a telephone call from the CTU and you will be asked to complete a consent form to
show that you are willing to take part in the trial. When you next have a gout flare you will need to
contact Keele CTU, this is when we will ask you to complete a baseline questionnaire. We will
contact your GP practice to ask them to arrange an appointment for you as soon as possible.
Depending on the time of your call to let us know that you are having a gout flare, it may not be
possible to arrange a GP appointment on the same day.
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The following steps show what'’s involved in taking part in the trial.

Recruitment method 1: * You can complete this online by following the link you

have been sent or on paper and post back using the
Complete and return reply form pre-paid envelope provided.

Receive phone call from Keele * We will contact you by phone to tell you more about
CTU the trial and to answer any questions that you may

have.

Complete and return consent ° If you are willing to take part, we will send a consent
form form for you to complete (online or by post

depending on your preference).

; _ * We will contact you every 3 months after you
Reminder about having a flare  consent to remind you to contact Keele CTU if you
have a gout flare

NN NN

* You should contact Keele CTU

*We will contact your GP to arrange an appointment for you
flare contact Keele CTU as soon as possible. Depending on the time of your call it

| may not be possible for you to have this on the same day.

N

= Before your appointment with your GP (or other

: : healthcare professional at your practice) we will ask

Complete questionnaire you to complete a questionnaire (online or you can
| complete it over the phone).

'» Your GP (or other healthcare professional at your

Appointment at your general practice) will check if the trial is suitable for you.
practice * If it is, you will be randomly allocated to receive

| either steroid (prednisolone) or colchicine tablets.

NN

's You will be asked to complete an OCCUR diary

Complete 'OCCUR diary' for 7  (online sent by text messages/email or by paper)
days twice a day for 7 days following your appointment.

[+ This will take around 10 mins per day to complete.

N

* You will be sent a questionnaire at 2, 3, 4 weeks

Complete follow up after your appointment (10 - 20 mins to complete).
questionnaires (2,. 3,4 weeks . After 4 weeks we will collect some information from
after GP appointment) your medical record for the time that you are in
|_the trial
End of your involvement. « A'summary of the trial results will be available on the

Results will be available at the trial website .
end of the trial.

N

3

3 IRAS_1011829_OCCUR_Participant Information Sheet 1.1 15Jul2025 method 1




When you next have a gout flare

If you are interested in taking part in the trial, please contact Keele CTU on 01782 732950. We
will also give you a gout flare wallet card for you to keep which will have contact details for Keele
CTU. Please do not take any prednisolone or colchicine tablets which you may already have at
home until you have had an appointment with your GP. However, if you are likely to have to wait a
long time for an appointment, for example if the flare occurs at a weekend, then please take your
tablets as you would normally and do not wait to speak to a member of the team at Keele CTU. If
you are taking a tablet called allopurinol or febuxostat for gout, you should continue to take this.

During your appointment with your GP (or other healthcare professional)
Your GP (or other healthcare professional at your practice) will check whether you

are suitable to take part according to any other medical problems and medicines that

you may be taking.

A computer programme will be used to randomly allocate you to receive either steroid

tablets (prednisolone) or colchicine tablets. There will be an equal chance of you being
allocated to receive either medication. Randomisation helps to ensure that any differences in
outcomes are due to the treatment you are allocated and not other factors. This means that
randomised controlled trials can show the effectiveness of different types of treatments.

Your GP (or other healthcare professional at your practice) will let you know which treatment you
have been randomised to and will issue a prescription which you can collect from your
pharmacy. If, after seeing your GP (or other healthcare professional at your practice), you do not
wish/or you are not eligible to take part in the trial, you will be treated with usual care for your gout
flare.

What are the treatments, and how will my treatment be decided?

To make a fair comparison, half of the patients taking part in the trial will receive steroid tablets
(prednisolone) and the other half will receive colchicine tablets. You will have an equal chance of
receiving either treatment.

Steroid tablets (prednisolone) and colchicine work by reducing inflammation and therefore helping
joint pain and swelling.

Steroid tablets (prednisolone)

Prednisolone is the most common steroid used to treat gout. Although the licence for
Prednisolone does not specifically include treating gout, it is widely used in clinical practice. In the
trial, the dose of prednisolone is 30mg (six 5mg tablets) to be taken once daily for 5 days.

Colchicine tablets

Colchicine is a drug that is specifically used to treat gout. In the trial, the dose of colchicine is one
0.5mg tablet to be taken three times daily for 4 days. If you are aged over 70 years or have kidney
problems, the dose is one tablet 0.5mg taken twice daily for 4 days. If you are allocated to receive
colchicine, your GP (or other healthcare professional at your practice) will advise you how many
colchicine tablets you should take per day. If you normally take a “statin” tablet, your GP will ask
you to stop this for the time that you are taking colchicine. If you are allocated to receive
colchicine, you should not drink grapefruit juice while taking colchicine as this can increase the risk
of side-effects.
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Will my prescription cost me anything?
If you do not normally pay for your prescriptions, then this prescription will not cost
you anything. However, if you do normally pay for your prescription, we are able to
reimburse this cost to you, please keep your receipt/proof of payment. Please
contact Keele CTU, and we will send you a form to complete. Return this to us with
your receipt/proof of payment from the Pharmacy. We will then arrange payment to
be made to you to cover the cost of your prescription.

How long do | have to take the treatment for?

Prednisolone will be prescribed for five days and colchicine for four days or as your GP (or
other healthcare professional at your practice) tells you. We expect that most people will have
improved after this time. However, if your gout has not improved at the end of that time, then you
should arrange to see your GP again. However, Keele CTU cannot arrange future GP
appointments including if you have another flare.

What are the possible benefits of taking part in the trial?

You will receive treatment for your gout flare regardless of whether you decide to take part in this
trial or not. If you decide to take part in the trial, you will not receive any additional treatment on top
of what would be received in normal NHS care. However, by improving our understanding of these
treatments, whether steroid tablets or colchicine work best for gout flares and causes the fewest
side-effects, we hope to improve the care of patients that experience gout, in the future.

What are the risks or burdens of taking part?

Being involved in the trial requires your time and commitment to complete the OCCUR diary (twice
daily for 7 days after your appointment) and completing 4 questionnaires (one before your
appointment with your GP (or other healthcare professional at your practice) and further
questionnaires 2, 3 and 4 weeks after your appointment).

All medications can potentially cause side effects. Steroid tablets and colchicine have both been
used to treat gout flares in the UK for many years. Your GP will assess whether or not it is safe for
you to have steroid tablets or colchicine before you enter the trial.

Common side-effects of steroid tablets include heartburn, indigestion, feeling hyperactive, and
disturbed sleep or mood. When taken for a long time, steroid tablets can cause more serious
problems such as gaining weight, osteoporosis (thin bones), stomach ulcers (damage to the lining
of the stomach), eye problems (cataracts and glaucoma), heart attacks and strokes but the risk of
these is thought to be small when steroid tablets are taken for only a few days. You may also be
prescribed another tablet to protect the lining of your stomach if you are randomised to receive
prednisolone.

The most common side effect of colchicine is stomach upset (diarrhoea, feeling sick or being sick).
In the past, colchicine was used in much higher doses which very commonly led to stomach upset.
Research shows that stomach upset is less common with lower doses of colchicine such as are
being used in the trial. If you are allocated to take colchicine and normally take a “statin” tablet,
your GP will ask you to stop this for the time that you are taking colchicine. This is the usual
precaution and should not have any adverse effect on your heart or cholesterol levels.
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You may stop taking the medication at any time, if you wish, if you experience side effects.

You will not be able to take part in the trial if you are currently pregnant or breastfeeding. Women
who could potentially become pregnant will not be able to take part in the trial unless using
effective contraceptive measures.

How long will the trial last?
Your involvement in the trial will last for approximately 4 weeks following the
appointment at your practice for your gout flare. If you take part in the trial, we will
ask you to agree to authorised members of the research team looking at your
medical records to check the research is being done correctly, for drug safety and
healthcare use relating to the trial. They will look at your medical

records for the 4 weeks after your appointment at the practice and may need to —
review for longer for the purposes of safety reporting. The trial will be recruiting
participants for a period of 2 years.

What if something goes wrong?

If you have a concern or complaint about any aspect of this trial, in the first instance you should
contact the researchers who will do their best to answer your questions. Their contact details are
found at the end of this document. If you remain unhappy and wish to complain formally, you can
do this by contacting the research Sponsor at research.governance@keele.ac.uk

Keele University holds insurance policies which apply to this trial. If you experience harm or injury
because of taking part in this trial, as a result of Keele’s negligence, you will be eligible to claim
compensation. This does not affect your legal rights to seek compensation.

In the event that something does go wrong, and you are harmed during the trial and this is due to
someone's clinical negligence then you may have grounds for legal action for compensation but
you may have to pay your legal costs. The normal National Health Service complaints
mechanisms will still be available to you.

What if relevant new information becomes available?
If during the trial, we find that new information becomes available that could impact the
risk/benefit balance of you taking part in the trial, we will let you know, and you can
decide whether to continue participating in the trial.

What will happen if | don’t want to carry on with the research?

Even if you agree to take part and have given your consent, you are still free to withdraw at any
time without giving a reason and your ongoing care will not be affected in any way. You can do this
by contacting Keele CTU by phoning 01782 732950 or sending an email to
ctu.occur@keele.ac.uk.

If you withdraw consent from further trial involvement, and/or completion of further follow-up, your
data will remain on file and will be included in the final trial analysis.
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You are free to withdraw yourself from the trial at any time without giving a reason. Your rights to
access, change or move your information are limited, as we need to manage your information in
specific ways for the research to be reliable and accurate. If you withdraw from the trial, we will
keep the information about you that we have already obtained. To safeguard your rights, we will
use the minimum personally identifiable information possible. You can find out more about how we
use your information at www.hra.nhs.uk.

We will still need to collect data about the safety of the medications (for example any side effects
experienced) for regulatory reporting purposes and this will be included in any safety analysis (you
will not be identified in any of these reports).

If you withdraw from the trial and stop taking the trial medication, you do not need to wait to start
alternative treatment, but you will need to arrange any further appointments with your GP practice.

What happens at the end of the trial?
At the end of the trial, any ongoing treatment for your gout problem should be discussed with your
GP. You will not need to receive any further treatment as a part of the trial.

Will my taking part in the trial be kept confidential?

The information you provide during the trial will be dealt with in the strictest confidence. The data,
which identifies you, will be kept securely. Keele University is the sponsor for this trial which is
based in the United Kingdom and will act as the data controller for the data collected during this
trial. This means that Keele University are responsible for looking after your information and using
it properly. Your identifiable data will be securely stored by Keele CTU. Consent forms will be
stored separately to the other data that you provide. Data shared to other researchers will be
anonymised (which means that you will not be identified).

Data which would identify you will not be passed to anyone outside the research team without your
express written permission. The exception to this is authorised representatives from the research
Sponsor (Keele University) who may need to access data (for example for audits) to fulfil their
responsibility to ensure the research is being carried out correctly, and any regulatory authority
which has the legal right to access the data for the purposes of conducting an inspection, audit or
enquiry. These agencies treat your personal data in confidence.

What will happen to the information collected about me during the trial?

We will collect your data on electronic data systems and on paper. It will be stored securely on
data systems and in locked cabinets in a secure building. Your data will only be accessed by
members of the research team. Your anonymised data may be shared with other researchers
after the trial.

Keele University use a third-party provider for the processing of text messages. If you choose to
receive your follow-up, contact from us via text messages, your mobile number will be shared with

the approved third-party provider to enable this to happen.

Your completed questionnaires will be reviewed by members of the OCCUR trial team at Keele
CTU, when they are received.
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What will happen to the results from this research trial?

After the trial has finished and we have looked at the results, the data, when

made anonymous will be published in medical journals, and we will also present .' I
the findings at medical or scientific conferences. The data could also be made

available to any commissioner or funder of the research. Anonymous data,

which does not identify you, will be publicly shared at the end of the project and

made open access. A licence will be applied to this publicly shared data. This will allow anyone
else (including researchers, businesses, governments, charities, and the general public) to use the
anonymised data for any purpose that they wish, providing they credit the University and research

team as the original creators. No restrictions will be placed on the shared anonymised data,
allowing its reuse for both commercial and non-commercial purposes.

The key findings from this trial will be written in a summary which will be available to view on the
OCCUR trial website. You will not be identified in any report or publication that is produced.

How will we use information about you?
We will need to use information from you and your medical records for this trial. This
information may include your NHS number, name, age, date of birth, sex, gender,
ethnicity and contact details. 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. People who do not need to know who you
are will not be able to see your name or contact details.

We may share your data outside the UK for research-related purposes to compare our findings
with those from other similar research studies.

If this happens, we will only share the data that is needed. We will also make sure you can’t be
identified from the data that is shared where possible. If your data is shared outside the UK, it will
be with other research organisations.

We will make sure your data is protected. Anyone who accesses your data outside the UK must do
what we tell them so that your data has a similar level of protection as it does under UK law. We
will make sure your data is safe outside the UK by doing the following:

e Wwe use specific contracts approved for use in the UK which give personal data the
same level of protection it has in the UK. For further details visit the Information
Commissioner’s Office (ICO) website (weblink below).

e we do not allow those who access your data outside the UK to use it for anything other
than what our written contract with them says.

e we need other organisations to have appropriate security measures to protect your
data which are consistent with the data security and confidentiality obligations we
have. This includes having appropriate measures to protect your data against
accidental loss and unauthorised access, use, changes or sharing.

e we have procedures in place to deal with any suspected personal data breach. We
will tell you and applicable regulators when there has been a breach of your personal
data when we legally have to. For further details about UK breach reporting rules visit
the Information Commissioner's Office (ICO) website (weblink below).
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Once we have finished the trial, 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

III in the trial.
i

We will keep your study data for the minimum period of time required by UK law. The
trial data will then be fully anonymised and securely archived or destroyed.

What are your choices about how your information is used?
What if | change my mind during the trial?

e you can stop being part of the trial 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 trial, we would like to continue collecting
information about your health from your medical records. If you do not want this to
happen, tell us and we will stop.

« you have the right to ask us to remove, change or delete data we hold
about you for the purposes of the trial. We might not always be able to
do this if it means we cannot use your data to do the research. If so, we
will tell you why we cannot do this.

Where can you find out more about how your information is used?
You can find out more about how we use your information:
e from the Information Commissioner’s Office (ICO) website htips://ico.org.uk/for-
organisations/uk-gdpr-guidance-and-resources/international-transfers/
¢ at www.hra.nhs.uk/patientdataandresearch
e https://www.keele.ac.uk/legalgovernancecompliance/legalandinformationcompliance/inform
ationgovernance/checkyourinformationisbeinghandledcorrectly/researchparticipants/
e by sending an email to dpo@keele.ac.uk
e by asking one of the research team
e by phoning Keele CTU on 01782 732950

If you wish to raise a complaint on how we have handled your personal data, you can contact our
Data Protection Officer (dpo@keele.ac.uk) who will investigate the matter. If you are not satisfied
with our response or believe we are processing your personal data in a way that is not lawful you
can complain to the Information Commissioner’s Office (ICO, https://ico.org.uk/make-a-complaint/).

Who is organising and funding the research?

The OCCUR trial is being led by the Chief Investigator, Professor Mark Lambie, and other
researchers at Keele University, the University of Nottingham, University of Southampton and
Midlands Partnership University NHS Foundation Trust in collaboration with a number of GP
practices and is sponsored by Keele University. It is funded by the National Institute for Health
and Care Research (NIHR): Health Technology Assessment (ref: NIHR160813). None of the
researchers or trial staff will receive any financial reward by conducting this trial other than their
normal salary as an employee of the universities involved.
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How have patients and the public been involved in this research?
Patients and the public (PPIE) have been included in designing the trial. They helped
2asas  US to decide the outcomes, when the outcomes should be collected, how long follow-up
.22222. should be and reviewed our participant facing documents. Our PPIE group will be
involved in all stages of the research, including helping with our ethics application,
helping us to understand the results, writing easily understandable messages to explain its
findings, and advising us how to publicise the findings widely.

Who has reviewed this trial?

All research carried out within the NHS is assessed by an independent group of people, called a
Research Ethics Committee, to protect your safety, rights, well-being and dignity. OCCUR has
been reviewed and given a favourable opinion by West Midlands - Coventry & Warwickshire
Research Ethics Committee, ref: 25/WM/0121.

As patients will be randomly allocated to one of the two medicines used in this trial, OCCUR has
also been authorised by the Medicines and Healthcare products Regulatory Agency (MHRA), who
ensure that medicines work and are acceptably safe.

Contact for further information

If you have any questions, would like any further information or to have the documents translated,
please contact the OCCUR trial team at Keele CTU

OCCUR trial team at Keele Clinical Trials Unit (CTU)

N\
Telephone: 01782 732950 \N
E-mail: ctu.occur@keele.ac.uk E{

Website: www.occurtrial.co.uk @

If you have any questions or concerns about taking part in research, you can also contact Keele
University’s Head of Project Assurance: research.governance@keele.ac.uk

If you have any questions or concerns about your healthcare, you can also contact the Patient
Advice and Liaison Service (PALS), which offers confidential advice, support and information on
health-related matters at https://www.nhs.uk/nhs-services/hospitals/what-ispals-patient-advice-
and-liaison-service/
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Thank you for taking time to read this Participant Information Sheet
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