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The UK model of consumer
engagement in clinical trials

‘Consumers front and centre,” ACTA International Trials
my Conference 2019, Sydney, Australia, 4" October 2019
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From subject to partner

=gl b Subject g

Partner

noun noun: noun: partner

subject;

plural noun: '

subjects ...public ‘

1. involvement in

a person or research is research

thing that is be{ng carried out

being ‘with” or by’

discussed members of the

described’ public rather than

or dealt with. to, about’ or for’
them.
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The world of research works better with
patients, carers and the public involved

B
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NIHR'’s approach to public involvement
2006-2019

» Core part of NIHR vision, mission and objectives for doing the best research
» Essential to helping us define future research agenda and priorities

* Integrated throughout our funding, infrastructure and activities

» Clear expectation set with researchers and institutions in application process
+ Aim to provide funding and help to support involvement

; !;-
* Increasing focus on understanding and demonstrating impact e

“I have always taken the view that public involvement in
research should be the rule not the exception.” Professor Dame
Sally Davies, Chief Medical Officer (CMO)
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INVOLVE

National Institute for
Health Research

INVOLVE

Est.1996. Funded by, and part of the
National Institute for Health Research (NIHR) since 2006.

National Leadership Areas Guidance on

- Diversity & Inclusion Co-producing & essanch project
- Learning & Development

- Community, partnership, networks (Co-production, Intl PPI network)
- Standards (with NIHR CCF)

Resources, Tools & Guidance

- National enquiry service

- People in Research: matchmaking

- Briefing notes for researchers/resources
- Benefits advice service
@NIHRINVOLVE, www.invo.org.uk
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NIHR ‘Going the Extra Mile’ 2015 -2025

A population actively involved in research to improve health and wellbeing for themselves, their

family and neighbours.

What is
Co-Production?

Objectives:

 Improving access to NHS research

* Increasing the diversity of our community

» Developing public involvement standards

» Supporting learning and development
Enabling regional and local collaboration

« Impact = reach, relevance, refinement, relationships

* Emphasising co-production and new methods

* Maintaining our global reputation
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Our community

What's it like being involved in NIHR research?* National
Survey 2019

* We have a strong, supportive and highly motivated public involvement
community

* Vast majority feel they make a difference and that their contribution is valued

* People form their view about research and the NIHR based upon their ‘local’
relationship

* They are partnership builders fulfilling a range of roles for us and other bodies

* Diversity remains a significant issue for us — age, ethnicity etc.

* There is considerable variety and inconsistency in practice ‘Sometimes, but...”

* Communications, feedback and acknowledgement areas for clear improvement

%
Full survey results expected to be published May 2019 (n=809)
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Involvement - Extent and range of (multiple) activities
(N=700)

43% 43%

22% 22% 22% 23%

17% 16% I 159

w Seriesl

Key Points:
« People are playing a number of roles within their part of the NIHR
« But based on comments these may not all be accurate descriptions of their activities. For example:
when people ticked the ‘co-applicant’ and/or ‘co-author’ boxes, their comments were generally about
involvement in reviewing research applications or final reports.
“these categories need greater definition in accessible language for me to understand and answer fully
(maybe with some examples)’[Comment from a respondent]
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Making it happen — leadership, infrastructure

Public involvement - making it happen

LT LT SR S

Leadership 'ﬂ‘ Infrastructure _ Practice
* Policy - ¢ Training ! « Demonstration
 Professional /, * Tools = « Measurement
 Patient /»: » Awareness « Coordination
= ”zZ S TR S

-
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Institutional commitment
UCLH Biomedical Research Centre (BRC)

* £111M from NIHR over 5 years
* Public involvement strategy and plan a gg'seebarfctri\ng
* Pre-requisite for funding Have a stall at UCLH's

.. . R h O D
v'Public involvement as a cross-cutting theme [ SAda

v'Dedicated PPI team and budget
v'Community panels for each theme i.e. dementia
v'Strong focus on researcher training and support
v'Increasing emphasis on community outreach
v'Strategic partnerships — In2Science, Yale
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UCLH BRC Public involvement practice and impact

Evidence of impact of PPl on research

PPI Support 2018/19
Key areas involvement: . .
156 1 prioritising research topics (47 %) Engagement & Communications
researchers trained study design (62%)
news stories
workshopsdelivere ;.0 patient information (51%) 32 Bk é 8 amonth
I'ated © understood PPI " prarasipi o zuu
exce”ent 89/oussioncompan Key impacts of P
patient informatic
study design char
b FUNDING assurance by patit h - .
5 acceptabilit age views a mont users a month
13 X £500 starter grants and 2 x £2000 innovative accegs to p:rticul. pﬁ ga Skviews in 2017 0 from 1.3 in 2017
Anticipated impact:
research more likely to make a difference
researchers supported better recruitment and retention \
- Patient members sourced for 5 panels - Patient network of 87 patie department priorities more likely to be relevant tohatient riceds ﬂ\.\ |\
- 12 PPI focus groups set up inputting into research studies, ...c.uunis h AYKY

" . Al ted fill CART- I[ (h
over 700 researchers trained and 68 workshops delivered ' |a:::-:'c‘ﬂeed formcgz stude::s empy

AT YT

2
10 sets of study documents ¢ o) ,’ o /
Since 2014; m@%a ot /
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Making it happen — practice
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Research relevance - informing ﬁ{mes
research priorities P Alliance i

Priority Setting Partnerships

“«

James Lind Alliance Priority Setting Partnerships Py S e
(PSPs) established 2006 ﬁ
80+ completed PSPs -including alcohol-related we

liver disease, womb cancer and autism

29 + active: Type 2 Diabetes, £ L et
Emergency Medicine, Young People,
Heart Surgery, Mental Health

2016 call for applications

Palliative and end of life care

Canada, Netherlands, Germany, Australia
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Research relevance — visual impairment

« Sight Loss and Vision PSP — published May 2013

22/10/2019

* Fight for Sight: over £11,000,000 awarded to over 180 projects
* NIHR: £2,000,000 for three clinical trial addressing priorities in cataract,

glaucoma and keratoconus
» Macular Society: £700,000 grants for 12 projects

* 2 NIHR horizon scanning reports for new and emerging treatments

(corneal disorders and inherited retinal diseases)

* Multi-charity partnership formed to address the top priority in AMD

* www.sightlosspsp.org.uk
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Involvement
across the

research ™= _p
pathway

Reporting public involvement since 2012

.....
ququququ

vvvvvvvvvvv
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(e recrutment|

v
wmoss v, Daru J, Lanz D, Thangaratinam S, Khan KS. Involving pregnant women, mothers and members of the public
to improve the quality of women's health research. BJOG 2016; DOI: 10.1111/1471-0528.14419.

The 100,000 Genomes Project

INFORMATION FOR CHILDREN
(Cancer)

What children need to know about
our project
Genomics =

Version 1.1 Date 01/07/16
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—
‘The aim of patient and public involvement ﬁ@%—%ﬂ
is to improve the quality, feasibility and RESEARCH
translational value of research...[This] is Saiba foc b

the first time we can see that patient involvement
is linked to higher likelihood of reaching recruitment
target — and as a result, study success.’

Professor Til Wykes, Director, MHRN ‘Patient involvement in research boosts success,’
The Guardian, 16/09/13 Paper reference: Ennis, L. et al. ‘lmpact of patient involvement
in mental health research: longitudinal study’ British Journal of Psychiatry

(Sept 2013) doi: 10.1192/bjp.bp.112.119818

National Institute for
Health Research
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Involvement to improve people’s access to
NHS research
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‘Every willing patient a
research patient’

BE We are here to help you find out about

K|
&+ PART OF health and social care research that is
RESEARCH taking place across the UK.

83% of the public say that health

research is very important. {ww« } % } { ; )

But 32% do not think research — -
opportunities are offered in their local
hospital and almost half do not know

Top 3 research priorities for the UK —
cancer (68%), dementia (58%), genetic
diseases (32%).

Figures taken an HRA/NIHR Omnibus Survey 2017 to be published in March 2018:
https://www.hra.nhs.uk/about-us/news-updates/survey-finds-strong-public-support-

health-research/
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Jdementia ratanat it ) Public involvement

research Health Research .
S T v [ s v s input has ensured:

=

* Clarity of purpose
* Mission focus

= ) + Better design:
Welcome to 'Join dementia research’, aplaceto % signup ‘service’ v ‘research’

register your Interest In participating In dementia
research, > Sign up for someone else

plrrernt, B— » Political Support
o o e * Awareness
+ Partnership

:

NIHR | o reinresearen
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Improving access, increasing opportunities

Join )
Before JDR | knew how dementia
to find a study to research
participate in

JDR has made it easier
to get into a study

0% 50% 100%

B Yes W No m Notsure

eeeeee

https://www.stepupfordementiaresearch.org.au/
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What does the future hold?
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Defining what good looks like —
UK public involvement (PPI) standards
ot © & W JIeE- o
Q NAT#ONAL STANDARDS
for PUBL¥C INVOLVEMENT

Standard 1: INCLUSIVE OPPORTUNITIES
Wo offer that are iblo and that reach
people and groups according o research needs.

Standard 2: WORKING TOGETHER

3 e vk ioganer b 4 wad ol ikiad t corieastng ind Wik b
Standard 3: SUPPORT & LEARNIN
i i NATIONAL STANDARDS ot roct st o s crforce i
for PUBLAC INVOLVEMENT

Standard 4: COMMUNICATIONS

We use plain language for timely, two way and targeted communications, a5
part of involvemant pians and activitios.

Standard 5: IMPACT
To arive improvement, we capture and share the diference that pubic
involvement makes to research.

Standard 6: GOVERNANCE

We involve the public in our governance and leadership so that our dacisions.
promote and protect the public interest,

oot
i}
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The standards are:

* & description of what good public involvement in research looks like

» designed to encourage self reflection and learing, including where
lessons have been learned when public involvement has failed to lead
to expectsd outcomes

= atool to help people and organisations identify what they are doing
well, and what needs improving

* intended to be used with any method or approach to public
invalvement in reszarch

- adaptable to your Gwn situation and can be

h studies, public hecklists, and

toolkits,

NATiONAL STANDARDS
for PUBL1C INVOLVEMENT
Official Test Bed Site 2018-19

National Institute
for Health Research

NIHR|
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Principles of co-
production

What does it look like?

» Respect for diversity of experience and
perspective

» Collective decision-making

+ Commitment to addressing power
imbalances

» Understanding the meaning of and fostering

» authentic co-production

« Commitment to challenge the status quo

* Being accessible to and inclusive of all

* Ensuring mutual benefit for all

» Being open, transparent & honest - yet
pragmatic Check & challenge throughout

« Encouraging innovative practice

« Ensuring sufficient resourcing & sustainability

Reciprocity

INVOLVE National Institute for
Health R

esearch

Guidance on

Including all Respecting
perspectives ) and valuing the
and skills Y

NIHR | nvowve UCLPartners
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Defining impact

Public involvement in NIHR health and social care research is
defined as:

The changes, benefits and learning gained from the insights and
experiences of patients, carers and the public when working in
partnership with researchers and others involved in NIHR
initiatives.

NIHR Public Involvement Impact Working Group, August 2019

NIHR | &G reseren

References

* Going the Extra Mile, NIHR, https://www.nihr.ac.uk/patients-and-public/documents/Going-the-Extra-
Mile.pdf

* Reviewing progress in public involvement in NIHR research: developing and implementing a new vision
for the future, Staniszewska et al, BMJ Open, ABrll 2
https://bmjopen.bmj.com/content/bmjopen/8/7/e017124.full.pdf

« Patients admitted to more research-active hospitals have more confidence in staff and are better
informed about their condition and medication: Results from a retrospective cross-sectional study. Jonker
et al. J Eval Clin Pract. 2019 Feb 19. doi: 10.1111/jep.13118.
https://www.ncbi.nlm.nih.gov/pubmed/30784152

* The correlation between National Health Service trusts' clinical trial activity and both mortality rates and
care quality commission ratln%]s: a retrospective cross-sectional study, Jonker et al, Public Health. 2018
Apr;157:1-6. doi: 10.1016/j.puhe.2017.12.022. https://www.ncbi.nlm.nih.gov/pubmed/29438805

* Well-led Research in NHS Trusts, NHS R&D Forum Briefing:
https://spark.adobe.com/page/msDL652NBVBMO/

« UCLH BRC website: https://www.uclh.nhs.uk/Research/BRC/Pages/Home.aspx

« UCL Centre for Co-Production in Health Research: https://blogs.ucl.ac.uk/public- )
engagement/2018/03/12/ucl-centre-for-co-production-in-health-research-the-adventure-begins/

» Follow #WhyWeDoResearch on Twitter

NIHR | o reinresearen

14


https://www.nihr.ac.uk/patients-and-public/documents/Going-the-Extra-Mile.pdf
https://bmjopen.bmj.com/content/bmjopen/8/7/e017124.full.pdf
https://www.ncbi.nlm.nih.gov/pubmed/30784152
https://www.ncbi.nlm.nih.gov/pubmed/29438805
https://spark.adobe.com/page/msDL652NBVBM0/
https://www.uclh.nhs.uk/Research/BRC/Pages/Home.aspx
https://blogs.ucl.ac.uk/public-engagement/2018/03/12/ucl-centre-for-co-production-in-health-research-the-adventure-begins/

NIHR

National Institute
for Health Research

Thank you

simondenegri@googlemail.com
Twitter: @SDenegri
Blog: http://simondenegri.com/

22/10/2019

15



