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mhy is research inclusion important?

= Health difference across ethnicity may reflect different disease pathologies and
22 response to treatments (Hussain-Gambles et al., 2004; Nazha et al., 2019).

Differences in effective doses of treatments: lower doses of Warfarin are
} required to be effective in Asian patients(3.4mg) compared to white (5.1mg)
patients.
PS Culture and behavioral norms can shape people’s experience of navigating a
ok complex healthcare system. Patients from an Asian background were among the

least satisfied with aspect of care (Race Disparity Audit,2019)

Implications: National evidence- based guidelines may confer greater benefits to
particular communities, particularly those who have helped shape the
underpinning research.

Courtesy of Professor Azhar Farooqi, LLR REN



UK Clinical Research
Delivery Inclusion Group
towards a roadmap of
national priority actions

“Despite often having the highest
levels of need, older adults are
frequently left out of research that
directly affects their care. This

exclusion can lead to gaps in /

evidence, less effective treatments,
and care that isn’t properly tailored to
those who use services the most. As
the population ages, it's essential that
research reflects the people it aims to
serve.”

— CMO Professor Chris Whitty

Domain of activity to
improve research inclusivity

Requirements and expectations
Statement of intent about including
older people in research - 43
signatories

Trial participation and access

Workforce diversity

Data

Community engagement

Public awareness and communication

Sharing best practice and learning




Barriers to research inclusion

N\

Language o
Barriers Accessibility

Mistrust



The Research Engagement
Network (REN) programme

NHSE/DHSC-funded programme to increase diversity in research participation
by engaging with underserved communities around research:

1. NHS
2. NIHR
3. Voluntary, Community, Faith and Social Enterprise (VCFSE) or charity

We recognise that local experts drive this activity. Each team determines their
local activity to deliver against nationally-determined aims, and the programme
supports the rapid spread of effective practices.



REN teams 24/25

47 partnerships across 41 Integrated Care System areas

400 team members including 248 community research champions

435 community organisations became ‘community ready’

29,000+ people attended 700+ public-facing events

23,000+ people invited to join research studies

27,000+ people signposted to research registries

38 successful funding awards including REN teams, totalling £7.5M



Addressing systemic barriers to
research inclusion (REN Cohort 3)

Addressing English literacy
as a barrier to participation in
clinical trials: working with
communities and
stakeholders to co-develop a
modifiable accessible patient
information leaflet (MAPLE)

J

Exclusion by age to clinical
trials for young people with
cancer: a multi-stakeholder
approach to lowering age
eligibility of current and
planned adult cancer trials.

J

No Voice, No Choice?
Reducing system factors
that form a barrier to
research for those with
impaired capacity nearing
the end of life across care

settings.

J




Understanding the
structural barriers to
adults with impaired
capacity to consent to
palliative care research






What proportion of NIHR portfolio studies
relevant to palliative and end of life care enable

participation of adults with impaired

capacity?




Answer - not many!




Results

Mental Capacity - Inclusion / Exclusion
Speciality Studies (n=) 150
Ageing 344 ;z
Care Home 172 122
Dementia 911 50
Hospice 144 Ez
Palliative 388 o ': ;;m :r:m
Total 1959 I T
Only 7% of dementia Only 5% of palliative care
studies relevant to studies included people
palliative & end of life with impaired capacity

care




What challenges do palliative care clinicians

and academics face?




Palliative Care Professionals Survey: whatimprovements doyou

believe would improve the inclusion of people with impaired mental capacity approaching end of life in research?

impaired mental capacity

Please rate your level of knowledge on the following. None Slight Moderate Extensive
The ethical considerations in research involving patients with impaired capacity 3 6 4
The legal framework governing research with vulnerable populations 3 11 10 3
Research opportunities for patients with impaired capacity (in your area of work) 9 9 5 3
Developing and adapting research protocols to include palliative care patients with 11 9
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Stakeholder Conversations

Palliative Care Specific Challenges

Policy, governance & Infrastructure

Uncertain legal landscape

Research Relationship / Role of voluntary sector




What about people with lived experience?




Public Survey -5

How do you feel about involving people who are in the last weeks of life in research?







Proxy Decision-Making about Participation in
Palliative Care Research: A Scoping Review

* Who should act as a proxy for a person unable to consent to B
participation palliative care research?

B

* What constitutes ‘best practice’ for the use of proxies in supporting
the involvement of adults with impaired capacity in research

* What roles do volunteers/independent advocates play in supporting
ethically-sound research for those with impaired capacity?

* What support or preparation do all potential proxies require to support
involvement of adults with impaired capacity in ethically-sound
research?




Narrative Themes

- Communicating Value: Understanding the role, importance and
relevance of research

- Respectful Responsiveness: Getting the timing right

« Trust and Connection: Ensuring that the right people are
involved

- Balancing Power and Reciprocity in decision making

- Navigation of uncertain legal, ethical and policy contexts




Accountability line

Addressing the barriefs —a theory of

change

VCSE capacity
and experience
harnessed

Key

Red outline =
priority

Activity




Recommendations

* Bespoke, Contextualised Peer Based Training and Support

“ » Courses » Collections » The Motor Neurone Disease Association
+ Accessible research: supporting adults with ity and ication challenges

* More inclusive tools, templates and methodologies Course — Fresstatement  About this course
Accessible research: supporting on compieton @ s rours sty

* Prioritising rapport between proxy and researcher. adults with capacity and (2] Level 2 Intermeciate
communication challenges
Opportunities for VSCE partnerships to improve this Ratings
l‘T‘]"[(“O 5 out of 5 stars
relqtionShip Sign up to get more

You can start learning at any
fime. By signing up and enrolling
you can track your progress and
eam a Statement of Participation
upon completion, all for free.

* Advance Research Planning and Community Awareness

initiatives in research are likely to be particularly pertinent in

Sign up to get more

o . Share this course
Course description Course content Course reviews

* Protocol development — must consider both psychosocial (e.g. 00®

Course description

burden) and practice (e.g. travel and time) impact of research This course Inroduces you ta Quidance for Including aduls wha may lack capacll and may have

palliative care

b)

involvement for proxies
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A Guide for UK-Based Research Ethics o
Committees Assessing Health and Care - )
Research with People with Impaired Capacity ” " .

Introduction

This guide is designed to support RECs in England and Wales to evaluate research
proposals involving people with impaired capacity. It provides areas for REC members to
consider when ethically and legally reviewing research proposals involving individuals with
limited mental capacity. It offers practical advice to ensure research practices uphold
ethical standards when working with individuals and groups who face communication and /
or cognitive challenges to ensure ethical and inclusive research practices.

The concept of mental capacity can perhaps best be defined as a person being able to
make informed decisions about their life and wellbeing. Someone with mental capacity has
the ability to understand information (with varying levels of complexity) and its
implications, remember it long enough to make decisions based on their understanding and
consideration of that information, and then communicate their decision to others verbally
through their preferred mode, including spoken and written words, sign language, pictorial
symbols or computer-aided devices.

In research, people are deemed to lack capacity if, at the time a decision needs to be made
that impacts their health or wellbeing, they are unable to: understand, retain or usefweigh
up the information relevant to the decision-making process, and to effectively
communicate their decision to others because of an impairment of, or a disturbance in the
functioning of, the mind or brain (Mental Capacity Act 2005).

(E\ @ consuLt

[ress——

NIH R | ?ml;dﬁ::;dnh Callaboration

Building Inclusive

Practices around

Mental Capacity &

Consent in Palliative

Care Research Interdisciplinary
Research Workshop

We are inviting researchers,
clinicians and others with an
interest in palliative care research to
join us to share and consolidate Event Details:
knowledge
(® 17" october 2025

Hear and discuss key findings from @ 1030-1500

our work to improve research
engagement for adults with Royal College of
impaired capacity to consent Physicians, London

Identify current research gaps and = In Person Event,
set priority areas for future research. Lunch provided

Foster inter-disciplinary
collaboration to address system and Contact for infermation:

practical challenges. Dr Caroline Barry
carcline.barry@uea.acuk

Opportunities to contribute to
programmes of research in this area

Trawel bursaries may be available where
cost would be a barrier to attendance
(please contact before booking any travel)

10/9/2021




Understanding
the challenges &
creating solutions

Victoria Shepherd



Understanding system-wide challenges

Systemic - complex legal frameworks,
ethical review processes, paternalistic
protection

Structural - resource requirements, research
infrastructure, lack of support

Methodological

Methodological - restrictive eligibility
criteria, alternative consent pathways



Challenges across research lifecycle

Stage One Stage Six

Making trial design Revisiting consent and

decisions consultation
Stage Two Stage Five
Navigating ethical Involving an alternative
approval decision-maker

y

Stage Three Stage Four
Assessment of

capacity to consent

Informing and supporting
the participant



Ethical, legal, & practical challenges

It feels like an insurmountable
black box of horrendousness
that | dare not go. It feels very much
[that] if you get this wrong you will
be illegal ..... and the ethics
police will come for you!

Shepherd et al 2022 https://bit.ly/3deBnyX

¢ 6 I've been stabbing in the
dark like ‘where should I look for
reliable information’? A lot of it was
potluck Googling .... it still took the
thrashing at the REC meeting for them
to go you’ve not interpreted that
correctly or not thought about this

Lack of knowledge affects

confidence

{{  We need better support
and guidance, particularly around
the correct terminology, who needs

to give consent, and how it varies
between different countries, to give
people more confidence to set
up this sort of study


https://bit.ly/3deBnyX

Addressing the knowledge gap

Welcome
ot .’ This module gives an overview of how the course was
developed, who it is intended for. and how it should
be used, and why inclusivity in trials is important

" CONSULT
TRAINING

Module 1Introduction Free registration via Moodle

Highlights the key ethical. legal, and methodological

cor i when igning and conducting trials
involving adults with impaired capacity to consent ‘ Four core modules

ONTRIALS 8
INVOLVING ADULTS WITH N2
IMPAIRED CAPACITY TO CONSENT =
Module 2 Legal and Ethical Frameworks Complete at your own pace
MODULE 2 ccscee 0000006008068 This module describes the legal frameworks and the
Legal and Ethical Frameworks

ethical review processes for trials involving adults
lacking capacity in the UK Includes case studies

Links to useful resources
Module 3 Consent and Consultation

tssscns This module explores issues around consent and the

fl
)
alternative consent pathways for trials involving adults
who lack capacity to consent @ Downloadable certificate

Module 4 Methodological Considerations
This module explores the methodological issues that
may arise around the design and conduct of trials
involving adults with impaired capacity to consent

R e TR R RS

MODULE 4
Methodological Considerations

www.capacityconsentresearch.com/training



http://www.capacityconsentresearch.com/training

Supporting inclusive study design

INCLUDE

Impaired Capacity
to Consent Framework

B 8w 4

I

www.capac ityconsentresearch.com

Will my intervention
make it harder for
them to respond?

Will my trial design
make it harder for
them to take partin
or remain in the trial?

Summary of actions
and resources needed

People with particular types or severity of
conditions or disabilities

. Worksheet A - condition/disability

related factors, other factors

Worksheet B - intervention/comparator
(who, what, how, where, when)

Worksheet C - eligibility, recruitment
Worksheet D - data collection
Worksheet E - analysis (subgroup etc)
Worksheet F - reporting, dissemination

Worksheet G - key factors, actions,
costs/resources

CAPACITY AND
CONSENT TO
RESEARCH

RESOURCES

Frequently Asked
Questions.

The INCLUDE Impaired
Capacity to Consent
Framework



http://www.capacityconsentresearch.com

Using the framework

(A4s

Research teams should use the framework
as part of a collaborative process

Public involvement (that is inclusive) is
essential throughout

Useful for all populations who experience
impaired capacity — for all types of studies

iy
=

Most useful at earliest opportunity - and
revisit during the design and conduct
stages

Review the relevant legal frameworks
before considering the framework
questions

Set aside time to address inclusivity, and
include any associated costs in the funding
application



'Designing in' more inclusive consent

LANGUAGE FORMAT

OPTIMISE

Recommendations for Designing
Inclusive Consent in Trials

TIMING

ENVIRONMENT CONTENT

| SUPPORT

fEart: Launch webinar 1st Dec 2-3pm



Challenges of proxy decision-making

Family members often unprepared to make
research decisions

May not know the person’s wishes
Experience emotional and decisional burden
More likely to decline participation

Concerns that decisions may not be in
accordance with the person’s wishes

GE I think if my dad ?
had....at any time
discussed it, or given
any indication then
maybe my decision
would have been
different. But he didn't,
it felt that it's my
decision I am doing it
because I think that’s
the best....whether it's
the right decision or not
I don’t know, only time
will tell I suppose




Challenges of proxy decision-making

66

* Family members often unprepared to
make research decisions

* May not know the person’s wishes

* Experience emotional and decisional
burden

* More likely to decline participation

* Concerns that decisions may not be in
accordance with the person’s wishes

| think that if my Dad had at
any time discussed it or given
any indication then maybe my
decision would have been
different. But he didn't.

It felt that it is my decision, |
am doing it because | think
that's the best. Whether it's the
right decision or not who knows



Supporting proxy decision-making

* Decision aid to support families to make more
informed and preference-based decisions

* Encourages families to consider what
participation involves, risks and benefits

* Supports them to make values-based decisions -
option that best aligns with person’s preferences

* Effectiveness being evaluated in CONSULT SWAT;
primary outcome decision quality (CONCORD
scale)



“ A voluntary process that involves thinking about, discussing and
documenting preferences for taking part in research in the future.

Role for advance research planning?

May include making an advance research directive and naming trusted
people to be involved in research decisions.

May be tailored to a specific research project where it is anticipated that
participants may experience cognitive changes during the study

(‘advance consent’) or general views about taking part in research during
future periods of incapacity



ARP best viewed as a continuum

Example of 'advance consent' in a palliative care trial:

* Patients admitted to palliative care unit given
information about types of studies there
* During next ward round, consultant informed all
Advance research planning continuum potentially eligible patients about the ‘noisy breathing’
study and asked if they would be prepared to enter the
study if they were to develop difficulty breathing
because of retained secretions
Intention * Patients who provided consent (supported by carers and
Choose decision-maker Inform proxy decision-making Express a decision relatives) hOd medicotion prescribed as PRN
(highlighted in red, labelled as a research study)
* If subsequently developed noisy breathing needing
treatment, then randomised

Activity

Discuss preferences Nominate proxy Advance research directive  Advance consent




Promising — but questions remain

* Legal complexities — introducing research into established legal
planning arrangements may lead to misunderstandings

* Can it be sufficiently informed to be considered ‘advance consent’?

* Practical questions - implementation, uptake, and usability of
advance research directives — especially given low uptake of other
advance planning activities and research is less foreseeable

* An advance research directive would require careful interpretation



Exploring feasibility of ARP in the UK

Survey of members of the public (n=277),
researchers and healthcare professionals (n=50)
and semi-structured interviews (n= 27)

High levels of support for advance research
planning, differing views about how binding an
ARD should be depending on context (e.g
benefit-risk profile)

Identified barriers to implementation
e.g informational needs, and facilitators e.g
embedding ARP in processes such as ACP

™ M0/ participate in
* /U research should

People willing to

they lose capacity

Members of
public interested
in taking part in
ARP




Opportunities for engaging with ARP

Opportunities
to initiate

advance research

planning




10/9/2021

Conclusions

Ethical and legal challenges impact research involving this population —
need to address in order to improve opportunities for research inclusion

Solutions include designing and conducting studies that are more inclusive
and responsive to peoples’ communication/capacity needs aided by
resources (e.g CONSULT Training, INCLUDE framework, OPTIMISE)

Support families and others acting as proxy decision-making — including
through decision support and encouraging conversations

Exploring advance research planning - identify priority populations,
develop interventions, learn from international experiences

Further research - implementation of legal frameworks (ACCORD, 2026)
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For more information
@ ShepherdVL1@cardiff.ac.uk

Caroline.barry@uea.ac.uk

o @VickyLShepherd

@drcarolinebarry
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iz

e blag Centre for Ymchwil lechyd
T usd [rials Research a Gofal Cymru
W

Lywodraeth Cymru " .
PRIFYSGOL gttt 4 Health and Care Funded by N I H R Natlﬂna' |n5t|tute fnr
(@RI e Treialon Welsh Government Health and Care Research

Adensit gan ] SUPPORTED BY

j Research Wales



mailto:ShepherdVL1@cardiff.ac.uk
mailto:Caroline.barry@uea.ac.uk
https://www.capacityconsentresearch.com/palliativecare

	Slide 1: Developing Inclusive Practices around Consent and Mental Capacity in Palliative Care Research
	Slide 2: Outline 11.05 - 11.15 Kathy Jeays-Ward 11.15 - 11.30 Dr Caroline Barry 11.30 - 11.45  Dr Victoria Shepherd 11.45 Q&A  
	Slide 3: Research Inclusion – Setting the Context   
	Slide 4: The importance of inclusion in research
	Slide 5: Why is research inclusion important?
	Slide 6: UK Clinical Research Delivery Inclusion Group: towards a roadmap of national priority actions 
	Slide 7: Barriers to research inclusion
	Slide 8: The Research Engagement Network (REN) programme
	Slide 9: REN teams 24/25
	Slide 10: Addressing systemic barriers to research inclusion (REN Cohort 3)
	Slide 11: Understanding the structural barriers to adults with impaired capacity to consent to palliative care research  
	Slide 12
	Slide 13: What proportion of NIHR portfolio studies relevant to palliative and end of life care enable participation of adults with impaired capacity? 
	Slide 14: Answer
	Slide 15: Results
	Slide 16: What challenges do palliative care clinicians and academics face?  
	Slide 17: Palliative Care Professionals Survey: What improvements do you believe would improve the inclusion of people with impaired mental capacity approaching end of life in research? 
	Slide 18
	Slide 19
	Slide 20: What about people with lived experience?
	Slide 21
	Slide 22
	Slide 23: Proxy Decision-Making about Participation in Palliative Care Research: A Scoping Review
	Slide 24: Narrative Themes
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29: Understanding the challenges & creating solutions  Victoria Shepherd
	Slide 30: Understanding system-wide challenges
	Slide 31: Challenges across research lifecycle
	Slide 32: Ethical, legal, & practical challenges
	Slide 33: Addressing the knowledge gap
	Slide 34: Supporting inclusive study design
	Slide 35: Using the framework
	Slide 36: 'Designing in' more inclusive consent
	Slide 37: Challenges of proxy decision-making
	Slide 38: Challenges of proxy decision-making
	Slide 39: Supporting proxy decision-making
	Slide 40: Role for advance research planning?
	Slide 41: ARP best viewed as a continuum
	Slide 42: Promising – but questions remain
	Slide 43: Exploring feasibility of ARP in the UK
	Slide 44: Opportunities for engaging with ARP
	Slide 45: Conclusions
	Slide 46: Acknowledgements 
	Slide 47: For more information

