Patient involvement — Helping match patients
and industry
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Background M oo

Luropean Patients' Academy
sn Therapeutic Innovation

EUPATI project aims to increase patient involvement in medicines
R&D by

« Developing Patient Expert Training Course and toolkit to facilitate knowledge and
awareness

Increasing knowledge just one aspect of facilitating patient
involvement

Importance of considering more broadly the challenges and facilitators
to patient involvement in medicines R&D
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Workshop aims M oo

turopean Patients' Academy
1 nnovaton

To explore patients and industry’
how to most effectively involve patients in the medicines R&D process

To understand what have been the barriers for patients in the past to
getting involved in medicines R&D

To understand what have been the barriers for industry in the past in
involving patients in medicines R&D

To consider the best ways forward in involving patients in medicines
R&D — What needs to happen?
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Workshop outline "

Luropean Patients' Academy
an Therapeutic Innovation

Background

* Suzanne Parsons — Brief overview of EUPATI Research exploring patient
representatives and industry views on patient involvement in medicines R&D

* Helena Binder — Challenges and barriers to patient involvement in medicines R&D
« Paul Schofield — Facilitating patient involvement in medicines R&D

Q&A and discussion on themes raised
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EUPATI Research "

turopean Patients' Academy
on Therapeutic Innovation

Explored
« Patient representatives views on the challenges and facilitators to their involvement
in medicines R&D (85 patients across Europe)
* Pharmaceutical industry views on the challenges and facilitators to medicines R&D
(21 pharmaceutical industry representatives across Europe)



Beliefs about
patient
involvement

Opportunities for
involvement

Relationships

Trust and
credibility

Support required
for effective
involvement

Positive, uncertain about how and
who to approach

Sometimes difficult to identify
opportunities or understand the
role that patients are being asked
to play

* Recognise the importance of
better relationships

* Sometimes challenging due to
knowing who to approach and
how within industry

e Concerned about being
perceived as credible when
working with industry

* Increased knowledge of
medicine R&D viewed as the
basis of credibility by many
patients

Support on how to approach
industry, how to work effectively
with industry

Public Programmes
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Positive, lack of confidence and experience
in involving patients — uncertain about how
and who to approach

Identifying how, when and why to involve
patients sometimes challenging

* Recognise the importance of better
relationships

 Sometimes challenging due to lack of
contact with patient organisations

» Concerns about whether operating within
code of practice

e Concerned about public trust and impact
on views about industry

e I ncreasing patients
knowledge and awareness of medicines
R&D one route to increasing trust and
engagement

Support on how to effectively involve
patients

#patientsinvolved



R ——

™

‘7}» o™

;—90

PATIENT VIEWPOINT

Helena Binder, EUPATI Fellow



About me
_
o EUPATI Fellow
- Asthma UK volunteer 7+ years

o Lead for community and patient engagement
projects 2+ years

- Medical Communications background 15+
years

ﬂm EUPAT] » Dealthwatch

European Patients‘ Academy
on Therapeutic Innovation




Patient view

Understanding patient’s relationship

with the pharmaceutical industry

WWW ‘
o L W

o Survey open for one month
o 41 total responses worldwide, mostly European



Patient view

_
1 41 people living with or caring for people
living with chronic conditions

1 20% of respondents were actively engaged
with the Pharma industry




Patient view

1 80% of respondents wanted to engage with
the Pharmaceutical industry

11 95% of respondents had something they
wanted to share with researchers about
living with their condition




- What are the barriers?

\




What ' s stopplng

| find its a brick wall. |

try networking at events
and have been told
pharmaceutical
companies cannot "talk
to me".

(
| have never

thought this wa
a possibility




What’s stoppl ng

They don't ask me

to be involved.




Why would patients want to
engage?

n Real-life knowledge of condition
What works in a lab might not work in real-life

7 Childhood conditions

EUPATI state that more than half of medicines used to treat
children in the EU are off-label

o Differences in the elderly
Co-morbidities

o Off-label usages
Rare conditions?
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THANK YOU

helena@corvista.co.uk @HelenaBinder



EUPATI (UK) Network and ABPI abpi

2nd International conference Bringing medicines to I
Workshop 3: Patient involvement: Helping

match patients and industry

Dr. J. Paul Schofield PhD(  Cantab ) FFPM FRCP
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Key areas for discussion abl%:fz

* What are the roles that patients can play in medicines R&D ?

« At what points in the medicines R&D process can patients get
Involved ?

* Who are the best people for patients to contact if they want to
get involved ?

‘What ' s the best approach for
Industry? E.g. understanding what would be of interest to

Industry

Bringing medicines to life 19
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On-going industry initiatives abf):fz

e UK-specific activities
— Developing patient disease materials (e.g. Asthma UK, NRAS, CCUK)
— Input into patient reported outcome measures (PROMs e.g. Edinburgh )
— Assisting with patient recruitment into clinical trials (registries for rare diseases)
— Patients on Scientific Advisory Boards to ensure patients perspective captured
— Partnering on disease awareness programmes (e.g. Arthritis research and OA)
— Participating in company activities explaining patient/disease advocacy
— School outreach programmes on R&D process, STEM

e Global research activities
— Ensuring patients aware of research opportunities (internet e.g. INVOLVE)
— Increasingly involving patients in study design —e.g. feasibility
— Patients invited to discuss development programmes

* Interactions with patient groups (e.g. ABPI POF) Guide to working
— Involvement with patient organisations on policy activities
— Patient organisations present at disease-focused conferences
— Reviewing patient information sheets
— Social media (e.g. Apps) testing
Bringing medicines to life 20



http://www.abpi.org.uk/our-work/library/Documents/ABPI_NV_Guide_FINAL.pdf

UK Clinical trials contacts

abﬁiﬂ

GO gle clinical trials uk E

All News Shopping Videos Images More Search tools

About 28,600,000 results (0.55 seconds)

Aged 18-55 and Healthy? - flucamp.com

www_flucamp.com/ +

Get up to £3750 for taking part in a 10-12 day residential trial
Volunteer Here About us
Testimonials Qur Bleg

Volunteer for trials

www trials4us.co.uk/clinical-trials v 020 8664 5200

Healthy males aged 18-40 wanted! Clinical trials. Get £530!

Register with us today - Help medical progress - Medical professionals

Paid Clinical Trials

www _lendontrials.com/ -

Leading Clinical Research Company. Exceptional Record for Safety

HMR facilities - Large modern environment - High pay rates - London Based
Paid Trials, Get Details - What Happens Next - About Us - Contact Us

Clinical trials - myeloma

www.myeloma org.uk/clinical-trials ~

Find UK myeloma trials. Get information on clinical trials
Discussion forum - How we can help - Denate or raise funds

Home — UK Clinical Trials Gateway
hitps:/iwww.ukcig.ninr.ac.uk/ +
The UKCTG makes it easy for people to sign up and volunteer to take part in NHS medical research.

Clinical trials and medical research - NHS Choices

www nhs._uk/Conditions/Clinical-trials/Pages/Introduction aspx +

You can lock for research studies yourself by asking your doctor or a patient organisation, or by
locking on the internet, such as on the UK Clinical Trials .

Clinical-trials Taking part - Clinical-trials Clinical trials - Types of research

Paid Clinical Trials - Volunteers Wanted | UK Paid Medical Research ...
www trialsdus.co uk/ -

Paid clinical trial velunteers wanted by UK clinical research organisation: Trialsdus. We are
currentlyrecruiting healthy volunteers to take part in paid medical .

Ongoing trials - Registration - What are clinical Trials? - Contact us

Clinical Trials - weneedyou.co.uk
https:/iwww weneedyou co.uk/our-current-clinical-trials/ +
A description for this result is not available because of this site’s robots txt

Bringing medicines to life

[NHS|
o & National Institute for
UK Clinical Trials Gateway Health Research

Home  Clinical Trials gnUp  For Professionals  Any Questions Q Trisl Search

Sign up to get more involved

evdENT I

%’g"m&based ENT

Password strength

Security Question
tclinical frials. We offer

The UK Clinical Trials Gateway is here to help you make informed
c ng trials you might be

useful guidance on how trials work and help connect you to rese

M | have read and understood the
UKCTG
why join a trial? what happens on a trial?

Welcome to the UK Clinical Trials Gateway Discover trials relevant to you.

Home | About | Contact | Tools | Video | e-Referal Service | Communities | IPS Translsie & Login or create an account

m choices v ne your choices | Enter a search term ﬂ
| Health A-Z Care and support Health news

Clinical trials and medical research -
Getting involved

Clinical frials  EEETHIEEY] w and regulation

Getting involved | Joining a trial

21




An example

Patient Reported Outcome
Measures (PROMs) for asthma and allergy: systematic review and evaluation of clinical
utility

Funded by NAPP

Aziz Sheikh
_ Professor of Primary Care R&D
Director, Centre for Population Health Sciences

Allergy and Respiratory Research Group, The University of Edinburgh




Patient-centredness

*One of our key quality appraisal criteria is the
degree to which people with asthma were involved
In the development of the PROMSs

Most do this well, but some are mostly based on
expert views (e.g. Marks AQLQ, RCP 3Q)

But how patient-friendly is a 68-item questionnaire
(LWAQ) and is this likely to be useful in clinical
contexts?

Conversely, does a 3-item tool (RCP 3Q) tell a
clinician anything meaningful?

»Patient perceptions of PROMs in clinical settings
need to be studied

Allergy and Respiratory Research Group, The University of Edinburgh
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Potential opportunities for further industry ;‘Tz
engagement with patients abp

eSuggestions from patients
— Letter of acknowledgement/thanks
—Trial progress reports/updates when medicine marketed

eSuggestions from companies
—Involve patients in creation of Informed Consent Forms
—Partnering with patients and their representatives to learn from their
experiences
—ABPI Code of Practice review in the new NHS — to see how reforms will

affect interaction

*Better education of patients/the public (EUPATI)
—Medicines R&D / clinical trials
—Regulation / safety monitoring / promaotion
—Pricing/value assessment

Bringing medicines to life 24
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Personal Observations / challenges abgf‘

« Commercial environment is highly regulated and ‘time is money’

 Commercial trial costs — ‘typical’ Phl £1m, Phlll £30m — time pressure
and ROI

 Patient information for trials typically 16-20 pages mainly legal issues
and side effects

* Industry reluctant to engage via social media (adverse event
reporting)

 ‘Bad’ media v good (e.g. Northwick Park)

 Complexity of study design can be off-putting to patients
—Are increasingly complex despite ediaries, iPhones etc.
—Chance of getting enrolled into a placebo arm or not the new trial drug
—Trials address regulatory requirements rather than focus on value to

patients

« Ethics committees can be overly ‘protective’ and slow — UK, FR, ES &
IT

e Bureaucracy - regulatory, ethics, HRA...

* NHS demands v research for clinicians — protected time can be hard
to achieve in a non-academic

Bringing medicines to life 25



EUPATI (UK) Network and ABPI
2nd |International conference a‘bp
Bringing medicines to life

THANK YOU

Dr. J. Paul Schofield paul.schofield@napp.co.uk




Questions 1 cupAn

turopean Patients' Academy
| ANOvA n

How can patient and public involvement in medicines R&D be best
supported in the future? What needs to happen?

How can opportunities for patient involvement be outlined and
effectively communicated to patients?

What support do patients need to more effectively engage with
industry?

What support do industry need to more effectively engage with patient
groups?

What support do patients need to be effectively involved in medicines
R&D?

What support does industry need to help them to effectively involve
patients?
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