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What roles should consumers have and “@
should any limits apply?

Simon Denegri OBE

Hy 'Practicalities of consumer engagement,” ACTA International
4 Clinical Trials Conference, Sydney, Australia, Friday 4
October 2019
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« Consumer involvement is a relationship not an intervention
+ Itis a partnership that should be value-based and principle driven

* The context for consumer involvement and expectations on consumers is
constantly changing

« Consumers are now fulfilling many different roles in research, adding
value to research teams and the work.

» The default position of institutions and funders should be ‘What if..?’
» A lot of tools and resources now exist to support you.
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........ its all about including the patient, carer and
public ‘voice’ in research
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Subject
noun noun:
subject;
plural noun:
subjects

1.

a person or
thing that is
being
discussed,
described,
or dealt with.

Source: INVOLVE UK

2008

Partner
noun: partner

‘...public
involvement
in research is
research
being carried
out ‘with’ or
‘by’ members
of the public
rather than
to,” ‘about’ or
‘for’ them
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INVOLVE's re-working of Arnstein’s ladder...

Co-production

Co-design

Engagement

Consultation

Informing

Educating

Coercion

Doing with
in a equal and
reciprocal partnership 3
Doing For
engaging anc
\ involving pe
( Doing To A
pie who are pa €
\ ks J

A Ladder of Citizen Participation.— S R Arnstein. (1969) Journal of the American
Institute of Planners, 35(4); 216-224. http://lithgow-schmidt.dk/sherry-
arnstein/ladder-of-citizen-participation.html
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Health
Expectations
What do
stakeholders
expect from
patient
engagement 1
June 2018

Health Expect.
2018
Dec;21(6):1035-
1045. doi:
10.1111/hex.1279
7. Epub 2018 Jun
1.

From the perspective of . . .

Group being considered . . .

Industry | Researchers | Research funders

Pationts HCPs. Policylregulators Payers
or Understand patient Incorporate patient
for patients, cinical and | needs to inform views in deveioping .
engagement non-clinical needs policies. criteria for fundi pat ol stages
Patlents [ ¢ ' ormed and sctively ek aibin Ensure research addresses palient needs and takes a holistic
involved o taboutcost | view of requir
and value
Advocacy, Tak Ensure value for money. — N %
HCPs. funders and advise todrive | in ang|  Engage wﬂh‘:: ;:o'ww w:ﬂm;su :\u :Nn stages :; dmn?pabenll
researchers ient engagement respresent the patient developmel drugs addret porten
- o and public (unmet need)
Connect the wider patient | Promote engagement in| Ensure engagement | Provide clear payment | Ensure end-to-end .
Policy/ community, be 0 ly decisions with patient/ | patient nsure ect and
,.,.,.Iz,, active by representing the patients public input to criteria takes into account patient needs and
patient perspective preferences
Provide feadback about what | Provide expertise and | Create a framework | Include patient voice in' | Actively understand
works and their experiences represent the patient and facilitate decisions. patient needs and Ensure patients voice is incorporated into
Payers of drugs Provide adviceand | engagement outcomes determining research priorities and patients
support o patients Ensure alignment of Provide information are invoived in the research
shared priarities and rescurces
Inform of unmet noeds Reprosent and Provide abalanced | Pay for access to drugs | Buid patient voice in | Seek active patient | Understand patient
continuous dialogues. empower patients view of evidence based on population | end-to-end inputin all stages of | needs and where
Industry | Provide individual and global | Assess and provide need and research is lacking o
experience objective information frameworks meets holistic needs | know where best to
Participate in clinical rals. involve patients investffund research
Advise researchers in setling | Patient supportand | Faciltate development [ Engage in areas and | Set framework for end- | Understand patient | Funders are the ones
research prioriies, review | advice on medicines | of PE methods and | priorities for research | to-end patient priorities that can make research
design, support fior in | approaches for other [ by understanding the | engagement Ensure vailue of patient | happen so they should
implementation of research | priorities and research | stakeholders patient perspective and input provide other
projects Ensure poiicies are in | what they see as stakehoiders (mainly
Provide emotional practical place important industry and
Researchers | 4 informational support to Provide guidelines of | Understand the. researchers) with
patients participating in best practice outcomes of research siralegies on how o
arch and effects on patients address patient
10 determine where priorities in research
best to invest/fund. Set criteria for PE in
research
nger and broader | Be Listen to how patients | Build relationships to | Understand and Design research that is | Ensure patient
relationships thal enable between the patients | can/want to be involved | share priarities to educate themselves on | easy forarange of | perspective has boen
Research | collaboration and challenge | and research and 10 guide the reflect the needs of | better ways to involve | patients to participate | taken into account
funders across stakeholder | development process | patients and improve | patients in the end-to- | in when making funding
groups omes end drug development decisions
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Table 1 Value systems and value clusters
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Normative value system: focused on moral,
ethical andfor political concerns associated
with P1 in research

Substantive value system: focused on
concems about the consequences of
Plin research

Process value system: focused on
concems about the conduct of PI
in research

Empowerment:
Transfer of control, self-help, seeking to
overcome discrimination and oppression.

Rights:

Refers to Pl being of intrinsic value, about
the fundamental human right to have a
say.

Change/Action:

The idea of generating or translating
knowledge into action in order to incite
change.

Accountability/Transparency:

Public accountability and transparency

about research and Pl

Ethical values:
Ethical awareness in order to protect
from harm.

Effectiveness:
Pl to actually have an effect on
research and implementation.

Quality /Relevance:

Increasing the quality, relevance,
appropriateness and credibility of
research through PI

Validity /Reliability:

Processing reliable, valid, and

rigorous knowledge through PI.

Representativeness/Objectivity/
Generalisability:

Creating representative, objective,
and generalisable knowledge
through PL

Evidence base:
Generating a substantial, consistent,

comparable and replicable evidence

base about PI.

Partnership/Equality:

Sharing power and decisions in
equal, reciprocal, and
collaborative P1 processes.

Respect/Trust:

Respecting diversity, values, skills,
knowledge, and experience in
mutually beneficial Pl processes.

Openness/Honesty:

Processes and attitudes being
open, honest, flexible, and
committed to PI

Independence:

Processes, facilitation, and

evaluation being independent.

Clarity:
Purpose, processes,
communication, and definition of
Pl being clear.

Values associated with public involvement in health and social care research: a narrative review Felix Gradinger, Nicky
Britten et al (2013) Health Expectations Vol 18, Issue 5 661-675
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Our changing relationship with the public

Past and present

The future

* Involvement, engagement and ®

participation
® The individual

¢ Clinical research, clinical trials,
clinical studies

® Process

® Centrally controlled and driven
® Partnership

® The committee room

¢ Patients, carers, the public

¢ National focus

®* NIHR and ‘the few’

0-production, co-creatio
* Mobilisation

, social care research
¢ Outcomes
® Citizen driven, Grassroots

ital, tech, Al, social medi

¢ Global movement — thinking ‘globally acting
locally’

*  Chariies@@nd industry}
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NIHR public involvement
2006 - 2019

Key features:

* Leadership from top down and bottom up
* Partnership and collaboration

* Commitment from the start to involve the public ‘at every step’
* Clear expectation set with researchers and institutions

Reporting public involvement since 2012
3

* Infrastructure and funding provided across NIHR system Miﬂ::::::: t"”
LLLLL)

e Support and learning

“...public involvement in research should be the rule
not the exception.” Professor Dame Sally Davies, CMO
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Involvement - Extent and range of (multiple) activities
(N=700)

43% 43%
33% 32%

22% 22% 22% 23%
17 16% B 15%

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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Experience - Worked with other organisations (N=575)

52%
48%

41%

20%
= 15% | e

9% 7% (3

Key points:
» Our public contributors are involved in many other organisations and

have an important role in the future in building partnerships and collaborations
» Social care and industry are key areas where we need to support

the development of involvement

About finding a way...
lab-based research @ AnNex EXETER

Patient and public involvement and engagement with
animal research.
https://animalresearchnexus.org/sites/default/files/pati
ent_and public_involvement_and engagement ppie
with_animal research.pdf

UK Shared Learning Group on Involvement in
Research: shared practice on involvement in Lab-
based research http://slginvolvement.org.uk/wp-
content/uploads/2016/09/Lab-based-research-FINAL-
10-8-16-public.pdf

F\;"”’gi INTERIM REPORT FROM THE ANIMAL RESEARCH

NEXUS PROJECT, JANUARY 2019
jr’\ )
ol
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http://slginvolvement.org.uk/wp-content/uploads/2016/09/Lab-based-research-FINAL-10-8-16-public.pdf
http://slginvolvement.org.uk/wp-content/uploads/2016/09/Lab-based-research-FINAL-10-8-16-public.pdf
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About finding a way....
surgical trials

[VHS |
National Institute for
Health Research

P I R R I ST- +Find out how patient and public involvement
B (PPI) could help improve recruitment and
retention in surgical trials

gatient & publ ic «Hear about the findings of our research into

recruitment, retention and PPl issues in
surgical trials

‘Somebody was doing a [research study] on a [device] to

encourage [medical condition] patients to visualise the Involvement to et e PR cormndtons
injured hand. It was set around a task in the kitchen of enhance gl
making a cup of tea. This entire programme was designed, Recruitment and [Reissia
and somebody spent ages making it all pretty, to encourage LECLTINLN Tues 26™ March 2019

a [medical condition] patient to be able to move both Surgical Trials JRiZIERFZII]

hands to make a cup of tea. One of the patients just turned Wehinar

https://bluejeans.com/769881552

round and said, "Everyone can make a cup of tea one
handed, try doing something like buttering toast," and
the designer was just [clicks fingers] deflated like that.
| thought, "You should have asked patients a year ago.’

Speaker: Dr Joanna Crocker, Research Fellow in
PPIImpact Assessment, University of Oxford.

The PIRRIST project has been funded by the NIHR
Oxford Biomedical Research Centre and the
Network of MRC Hubs for Trials Methodology
Research. Itis a nationwide, colaborative project
Including patient and academic partners from the
universities of Oxford, Aberdeen, Birmingham,
Bristol and Liverpool.

Crocker et al. Trials (2019) 20:119
https://doi.org/10.1186/s13063-019-3183-0

No need to register; Just go to the above website
just before the start time.

Oxford Biomedical Research Centre
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About working differently...... Denentia

Enquirers

‘It's us leading and inviting experts in to help

enable us to do the bits we find difficult — o
Researchers coming through our door
instead of us going through theirs.’
Wendy Mitchell
https://whichmeamitoday.wordpress.com/

Cysﬁcmis adnanci
cave With thinical Hvials

https://www.dementiavoices.org.uk/dementia-enquirers/ ™
#DementiaEnquirers
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https://doi.org/10.1186/s13063-019-3183-0
https://whichmeamitoday.wordpress.com/
https://www.dementiavoices.org.uk/dementia-enquirers/
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Reciprocity

Working differently.......
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Defining what good looks like — UK public
Involvement (PPI1) standards

Rt O O e

NAT#ONAL STANDARDS « & description of what podf public involvement in research loaks like
+ designed ta encourage self reflection and learning, including where
for PUBLYC INVOLVEMENT lessons have been learned when public involvement has folled to lead
to expected outcomes
= atool to help people and organisations identify what they are doing

Standard 1: INCLUSIVE OPPORTUNITIES well, and what needs improving
Wo offer that are. ible and that reach * intended to be used with any method or approach to public
People and groups according o research needs. inwalvement in research
~ adaptable to your ewn situation and can be
Standard 2: WORKING TOGETHER h studies, public hecklists, and
We work logether in a way that values il contributions, and that builds and toalks.
e} sustains mutually respectiul and productive relationships.
Wo offer and promoto support and leaming that builds confidence and skills for
MATIOMAL STANDARDS pubc involvement n research,

tor PUBLAC INVOLVENENT {}
Standard 4: COMMUNICATIONS
2t 54 e ey and g conmmsiniinaa
e

B ciscsimcuning {} NATIONAL STANDARDS
e s maa s g Standard 6: GOVERNANCE for PUBL'C |NVOL\/EMENT
W involve the pubic in our governance and leadership o that our decisions Official Test Bed Site 2018-19

promote and protect the public nterest
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Thank you

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