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Robot Assisted Medication-Dispenser (RAM-D)
Study Participant Information Sheet (PIS)

Invitation and Summary

You are invited to take part in a research study to test how well the Robot Assisted Medication
Dispenser (RAM-D) device works and how easy it is to use. It has been fully developed and is
used in many European countries (please see more details about the device in the attached
device brochure). This study is being run by The Grange Practice, Thanet Community Interest
Company, and Canterbury Christ Church University. Before you decide whether to join, it’s
important to understand what the study is about, what will happen, and any possible benefits
and risks. Please read this carefully and ask any questions you have.

What is the study about?

This study aims to see if the RAM-D device can help people take their medication correctly and
to find out what users think about it. Many people struggle with remembering to take their
medication or get confused about the correct dose or time. Current solutions, like pill boxes or
relying on others for help, don’t always work well. The RAM-D device is designed to assist
people, especially older adults or those in care homes, by reminding them when and how much
medication to take. It uses pre-packaged medicine doses provided by a pharmacy and can be
monitored by healthcare workers remotely.

This could improve your personal health and the care for NHS patients, making sure people take
their medication properly and avoiding unnecessary doctor visits or hospital admissions.

Why have | been asked to take part?

You have been invited to participate because we are interested in working with individuals who
take a fair number of medications regularly, have measurable health conditions, and may be
more likely to require more frequent healthcare support, especially if following the prescribed
medication regimen poses any challenges.

We plan to use a variety of methods to evaluate how this robot could potentially benefit
individuals like yourself. This includes gathering feedback from you and your caregivers,
assessing your health, and understanding how often you may need assistance.

How long is the Study?

You will have use of the device for 6 months. In that time, we will conduct interviews and assess
your health at the beginning, middle (3 months) and end of the study (6 months).

What will | have to do if | join?

If you decide to take part, you will:
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1. Take partin a health check where a healthcare professional will measure your blood
pressure, height, weight, and do blood and urine tests. This will be done at the
beginning, middle (3 months) and end of the study (6 months).

2. Have areview of your medications at the beginning of the study to see if any changes are
needed before using the RAM-D device. This may be done in person or over the phone by
a GP of your practice.

3. Usethe RAM-D device for 6 months to manage your daily medication.
The device is fully functional and does not require any additional resource (Wi-Fi or
suchlike) other than electricity.

4. Fill out surveys about your experience at the beginning, middle (3 months), and end of
the study (6 months), supported by our Clinical Research Assistant (CRA) (in person).

5. Take partin interviews to give detailed feedback on your experience, these will be face to
face at your home, or another location convenient to you and our CRA, and audio
recorded and transcribed. The audio recording will be deleted after transcription.

See detailed schedule below.

What are the benefits of taking part?

Using the RAM-D device may help you manage your medication better. By taking part, you may
also help improve healthcare technology for others in the future.

You will not be paid for taking part.

What are the risks?

There are very few risks. However, you may have to get used to using a new device and complete
questionnaires and interviews. You will also need to attend assessments and might need
additional blood tests. All tests will follow NHS guidelines to keep you safe.

What if | need more medication, have medication changes or go on
holiday?

If you need a change in your medication, the team will update the RAM-D device within 2-3
working days. If you need a short course of extra medication (like antibiotics), you’ll need to take
that separately, but the RAM-D device can remind you to take it.

If you go on holiday, you’ll get a set of your medications to take with you.

You will find more details about missed doses or late doses will be in the device’s information
brochure.
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How will my data be handled?

We will only use information that we need for the research study. We will let very few people
know your name or contact details, and only if they really need it for this study.

Your GP practice will be informed about your participation.

Everyone involved in this study will keep your data safe and secure. We will also follow all
privacy rules.

At the end of the study, we will save some of the data in case we need to check it.
We will make sure no-one can work out who you are from the reports we write.

Even though the dispenser robot has a camera, this will not be activated or used during this
study.

We have appropriate measures to protect your data against accidental loss and unauthorised
access, use, changes or sharing. 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 more information, please read the paragraph
below “Your Data”.

What if something goes wrong?

If you have any problems in relation to the RAM-D device, the team from Thanet Community
Interest Company will help you (See contact details below). Any concerns about your health or
medications will be taken care of by your regular healthcare team.

In the event something does go wrong, and you are harmed during the research, and this is due
to someone's negligence then you may have grounds for a legal action for compensation against
Kent and Medway ICB, but you may have to pay your legal costs.

The normal National Health Service complaints mechanisms will still be available to you.

Can | leave the study:

Yes, joining the study is entirely up to you. You can leave at any time without any giving any
reason, without your medical or legal rights being affected or penalty. If you wish to withdraw
from the study, please let us know by contacting the study team.

The dispensing robot, its equipment and any associated items given to you for the purposes of
the study will be collected.
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Who is running the study?

The Thanet Health CIC is running the study, in collaboration with the Grange Practice, the
Canterbury Christ Church University and funded by EVONDOS. It is sponsored by the
NHS Kent and Medway Integrated Care Board.

If you have any questions or need more information, you can contact the research team using
the details provided.

What happens at the end of the study?

At the end of the study, we will collect the dispensing device and all associated equipment given
to you for the purposes of the study. Your medication will be given to you again in the way you
are taking it now.

We then will analyse the data we collected to try to answer the questions of the study.

What will happen with the results of the study?

The results of this study may be published, but no information that could identify you will be
included. It is hoped that by undertaking this study and publishing the results we can introduce
the Robot Assisted Medication Dispenser (RAM-D) device into the NHS for patients across the
UK to benefit from.

Who has reviewed this study?

Allresearch in the NHS is looked at by an independent group of people, called the Research
Ethics Committee to protect your interests. This study has been reviewed and given a favourable
opinion [REC reference: 25/WS/0027].
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Your Data:

How will we use information about you?

We will need to use information from your medical records] for this research project.
This information will include your:

e Name, e access to your medical records

e Address, (problems, medication, blood results),
e Date of birth, e number of attendances to the surgery,
e contact details e contacts with other health providers.

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

People who do not need to know who you are will not be able to see your name or contact
details. Your data will have a code number instead.

The Integrated Care Board is the sponsor of this research.

Dr Edyta McCallum is responsible for looking after your information. We will share your
information related to this research project with the following types of organisations:

o NHS organisations (GP Surgery, Thanet Health CIC, Integrated Care Board, Pharmacy).
e University (Canterbury Christ Church University).
e Evondos (Company making the device).

We will keep all information about you safe and secure by:

o Using all the NHS approved and protected data pathways and protections.

e Ensuring everyone only uses the data they need for the purposes of their function within
the study.

¢ Allowing outside companies/organisations only to get un-identifiable data sets as much
as possible.

e Havingclear rules and policies on who gains access to what data.

o Making sure all persons working on this are trained in data protection.

International transfers

We may share or provide access to data about you outside the UK for research related purposes
to:

e Ensure working of the device, its maintenance and running.

e Scrutiny of (non-identifiable) data sets for analysis for the purposes of this study.

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. This may not be possible under certain
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circumstances - for instance, if you have a rare illness, it may still be possible to identify you. If
your data is shared outside the UK, it will be with the following sorts of organisations:

o Evondos-company making the device — only for the purpose of maintenance and repair
and only when needed.

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 The countries your data will be shared with have an adequacy decision in place. This
means that we know their laws offer a similar level of protection to data protection laws
in the UK.

o 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 (Evondos adheres to all relevant data
protection legislation in the UK and in Sweden).

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 this is legally required. For further details about UK breach reporting rules visit the
Information Commissioner's Office (ICO) website: https://ico.org.uk/for-
organisations/report-a-breach.

How will we use information about you after the study ends?

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.

We will keep your study data for the minimum period of time required for the use of analysis and
the creation of a larger multisite study — this may exceed the Syears we usually would keep the
data stored for. The study data will then be fully anonymised and securely archived or
destroyed. This will not affect your medical records.

What are your choices about how your information is used?
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 your GP & NHS records. If you do not want this to
happen, tell us and we will stop

e you have the right to ask us to access, remove, change or delete data we hold about you
for the purposes of the study. You can also object to our processing of your data. 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
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o |fyou 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 in the TH CIC site files and GP records.

Where can you find out more about how your information is used?

You can find out more about how we use your information, including the specific mechanism
used by us when transferring your personal data out of the UK:

e by asking one of the research team

e by sending an email to thcic.research@nhs.net or

e Dbyringing us on 07949331470
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Who can | contact if | have questions?

Chief Investigator

Name: Dr Markus Maiden-Tilsen
Email: thcic.research.mmt@nhs.net
Telephone: 01843 572740

Research Team Contacts

Thanet Health CIC

Name: Abigail Ryan

Email: thcic.research@nhs.net

Telephone: 01843 609359 (8:00-18:00 Weekdays)
Mobile: 07949331470 (8:00-18:00 Weekends)

Sponsor

NHS Kent and Medway Integrated Care Board
Patient Experience Team

2" Floor

Gail House

Lower Stone Street

Maidstone

Kent ME15 6NB

Complaints

If you wish to make a complaint in the first instance, you can
try to contact Research Team or the Chief Investigator
(details as above). However, we understand that you may not
always feel comfortable doing this therefore, you can contact
Kent and Medway ICB Patient Experience Team who can
contact the study team on your behalf:

Email: Kmich.patientexperience@nhs.net

Phone: 01634 335095 - Option 7

(Office Hours are between 8am — 4pm)

Post: NHS Kent and Medway Integrated Care Board

Patient Experience Team

2" Floor

Gail House

Lower Stone Street

Maidstone

Kent ME15 6NB

Detailed interview and assessment schedule

Intervention

Schedule Time Who

consent to the study

Discuss about the study, seek written Enrolment 1 hour Researcher

Full health check

Enrolment, at 1Thour Researcher
three months and or GP
and endpoint
(six months)

Interviews

Enrolment, at 1h Researcher
three months
and endpoint
(six months)

Questionnaire MARS - 5 and EQ-5D Enrolment, at 30min Researcher

three months
and endpoint
(six months)
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Medication review

Start

20min

Chief Investigator
or GP
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