Community Perspective on CHIM studies:
Experiences with community engagement in the UK with COVID-19 trials

UNIVERSITYor
PORTSMOUTH

NHS

Health Research
Authority

&
Ministry
2 ooeerce  JKRIOC
UKHeath e ieanew iRre iy Grrics
Security
Agency ¥

Public Health
England

N I H R | Research

Support Service

Specialist Centre for Public Health

| o JCHI
eureka ATA

EDCTP

Simon Kolstoe
Professor of Research Ethics
simon.kolstoe@port.ac.uk



Epidemics 41 (2022) 100626

o

ELSEVIER

Contents lists available at ScienceDirect

Epidemics

journal homepage: www.elsevier.com/locate/epidemics
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Question

Insights

Check for
updates

"SARS-CoV-Z Human Challenge Study — public involvement discussion groups ‘

?

O

Exclusion criteria
(32 people)

Should people from ethnic
minorities be excluded from
the study?

* No consensus

* Don’t group different
ethnic minorities together
as “BAME”

* No blanketexclusion

* Clear communication

.

Support for introduction of
generic risk assessment tool

Study documents
(7 people)

¥

How can we best support
informed consent?

-

Clear material, visuals on risk
Practical details of quarantine
Check understanding before
consent

Assess anxiety and wellbeing
at end of study

.

Development of materials
includingvisual aids and
appropriate analogies

Quiz to assess understanding
End of study assessment of
anxiety and wellbeing

Emerging context
(27 people)

Is a study still needed given

vaccine availability?

.

* Differences, but overall
support

* Acknowledgement could
also use field studies

* Human challenge study
still seen as efficient and

fast
It

Support for continuation of

human challenge study
programme
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— Eight levels of young people’s
participation. The ladder metaphor is
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pation

the categories are from Roger Hart.



I Type of participation What happens at each level Implications and views Power
N s ——— People doing it themselves.| People have power over
. D:;’me the rnbler: or nee& e B, b U CIRE L
F ) . Researchers trust that people | and will affect them.
User owned * Design and provide the solution, delivery and evaluation. are best placed
Researchers support this with funding. E People have expertise that
Work is within user-run organisations. researchers don't —
to lead and and this expertise
People with lived experience lead the process, with others, to: own the development and matters most.
* Design and provide the solution, delivery and evaluation. delivery of what they need - if
User-led * Define the problem or need resources are provided.
Researchers support this with a range of resources.
Work is within existing services and systems.
R h ki hip with people with lived i Doing with people.
rt t t
t:searc ers work in partnership wi people wi lved experience Researchers share the
. éo-p\an and define the problem or need and e [ EEED
who the research is for
* Co-design the solution, co-deliver the research and co-evaluate it Researchers share power and and about
People with lived experience form a majority of committee and potential equally with the
Co-Production project group memberships. Researchers ensure they privilege, hear, people who will be affected by
value, debate and act upon consumer views. Decisions are not made O The expertise of people
unless the majority of users agree. Power imbalances are proactively ’ o P -p p.
redressed with lived experience is
; just as critical as other
People with lived experience are part of delivering and evaluating ! S—
the research P :
Recognition that each part
Researchers work in partnership with people with lived experience g . SR
has something valuable to
to plan, design, deliver or evaluate the research. T 2 i s
For whichever part of the process that is co-developed, patients and :
the public form a majority of committee or project group . .
Co- Decision making is shared, as
Des"" memberships. Their views are privileged, heard, valued, discussed _ . g
is design and delivery to some
and acted upon. Power imbalances are proactively redressed.
degree — or even completely.
People with lived experience may or may not be part of delivering
the end result.
Doing for people
Researchers involve people with lived experience in thinking through o
some, many or all aspects of decisions. This is most commonly seen | People with lived experience Researchers hold the
by having a minority of team members as people with lived without power )
Engage experience (good practice should be a minimum of 2). Researchers take account of | Powerand value theflr"
i ; own expertise most of all.
People with lived experience are a minority, often with less power peoples' lived experience Wi experty °©
and resources than others, and just one of many stakeholders. perspectives and opinions in
some way
Th te limited
Researchers ask people with lived experience what they think, and o or:;?tri:: :Drlm;: leto
Co It this becomes one of many considerations. ‘hasstheir sav' or Ztinpvolved
fSt This is most commonly done by holding dedicated consultation ¥ org
. ) - but researchers make the
sessions or surveys with people. -
final decisions

Researchers tell patients and members of the public about their
decisions.

They may provide an opportunity for feedback. What is done with
feedback varies.

Researchers teach patients and the public about what they've
decided so people know why it is good for them.

Researchers expect patients and the public to accept the decisions
made on their behalf.

Doing to people.
Passive recipients.
People with lived experience

are not part of

research design or delivery.

Researchers make the
decisions based on their own
expertise.

Patients and members of the public are unable to access services or
systems or decision making.

|Em:|ude

Excluding people.

No involvement in any way.




/1 Participant consultation \

Proof reading participant information/posters

Commenting on the design of recruitment process

:‘ ~——SomewhatSimple/com

Commenting on the design of participant activities

Helping to share/publicise results

\ Informal E——————) Formal /

(. )

2 Helping to set research priorities: James
Lind
National Institute for Alliance
. N I H R | Health and Care Research Priority Setting Partnerships

3 As co-researchers/ co-creators / community researcher etc.
(members of the research team)




1. Participant Consultation INHS|

Health Research
Authority

What does an ethics committee look for?
e Thatit has been done

* That an attempt as been made for it to be representative

* That the feedback has been recorded
* Ifthe feedback hasn’t been incorporated why?
* That the study has been improved/changed

* A process of receiving and acting on participant feedback
Isin place

* How results will be fed back to participants/communities



@ )

2 Helping to set research priorities: James
Lind
National Institute for H
N I H R | Health and Care Research Alhance

\ Priority Setting Partnerships

Qualitative research methodology

4

Service Evaluation / Needs Assessment / Priority Setting Panel

4

If not, a formal research ethics review might be helpful



3 As co-researchers/ co-creators / community researcher etc.
(members of the research team)

Experience?

Dynamics of engagement?

Any special arrangements?
Nature of ongoing involvement?
Fair payment
Indemnity/contract

Results dissemination

Future involvement?



/1 Participant consultation \
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Commenting on the design of participant activities
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2 Helping to set research priorities: James
Lind
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(members of the research team)




We've developed 4 best practice principles for public involvement, which you should follow when planning research.
They are:

1. Involve the right people m

Health Research

Authority

3. Involve those people enough N I H R N

4. Describe how it helps Health and Care Research

2. Involve enough people

https://www.hra.nhs.uk/planning-and-improving-research/best-practice/public-involvement/guidance-for-researchers/

26t 0;
UK Standards
for Public Involvement

https://sites.google.com/nihr.ac.uk/pi-standards/home
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