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Abstract

Background Eczema is a prevalent, chronic, itchy skin condition that often persists into adulthood and significantly affects the quality of life
of patients and their families. With no cure available at present, effective management is crucial. Although important patient priorities related
to eczema self-management have been identified, they are rarely the focus of large, high-quality randomized controlled trials (RCTs).

Objectives To outline the methodology of using a citizen science approach to co-produce an online RCT on the frequency of bathing, to
support the self-management of eczema.

Methods The co-production of the trial with patients living with eczema involved research prioritization, intervention development and trial
design, all carried out through a series of online meetings and surveys.

Results Co-producing the trial took 9 months, consisting of 13 online meetings (5 to prioritize the topic, 4 to develop the intervention and 4 to
design the trial), requiring 39 h of time commitment from members of the public (n=12) with a total spending of £6440 on reimbursements.
A prioritization survey (n=120) identified the most popular research question as how often to bath/shower, receiving 49% of votes. Following
an iterative refinement among the co-production group members, the trial research question was formulated. The intervention development
survey (n=169) established current bathing practices and interest in participating in the trial. Survey results informed the development of
study materials and influenced decisions related to trial design. The finalized study materials included key information about the target behav-
iour (weekly bathing or daily bathing), frequently asked questions and common concerns. The trial design co-production group determined the
eligibility criteria, defined the intervention and comparator, selected the outcome measures, determined the study duration and developed the
recruitment strategy. The Eczema Bathing Study opened to recruitment on 29 January 2024 and over 50% of the target sample size of 390
have been recruited within the first 2 months.

Conclusions This paper provides a useful model for co-producing RCTs with members of the public. It describes the key stages of trial de-
velopment (prioritization, intervention development, trial design) and contains information on the time and resources required to design trials
using this approach.

What is already known about this topic?

e Effective management strategies for eczema are essential.
e Key patient priorities related to self-management have been identified, but are seldom the focus of high-quality randomized con-
trolled trials (RCTs).
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What does this study add?

tant to them.

e This study describes the methodology and practicalities of co-producing an RCT with patients that addresses topics that are impor-

e |t introduces an innovative approach of combining co-production and citizen science for more relevant and rapid trials.
e |t promotes inclusivity by demonstrating the value of involving patients as active stakeholders throughout the research process.

Eczema (also known as atopic dermatitis/atopic eczema) is a
common, chronic, inflammatory condition that causes itchy
and dry skin." It usually develops within the first 2 years of
life and can persist into adulthood for many.??® Eczema can
have a significant impact on quality of life for patients and
their families.*® Currently, there is no cure for eczema and
effective management is key. This includes avoiding irritants
and triggers and using topical treatments to improve skin
hydration and reduce inflammation.%”

In 2013, the Eczema Priority Setting Partnership high-
lighted important questions for patients about skincare,
washing practices, psychological interventions and the opti-
mal use of topical treatments.® Although these topics repre-
sent a high priority for patients with eczema, they are rarely
the focus of large, high-quality randomized controlled trials
(RCTs).? Furthermore, variation in guidelines in the manage-
ment of eczema and poor evidence base have also been
noted.’® The involvement of patients as stakeholders across
the research cycle is crucial to ensure that the research
aligns with their priorities.” In turn, this helps to improve
the relevance and appropriateness of research and promote
active partnership between researchers and patients.” It
has been shown that patient and public involvement (PPI) is
particularly beneficial in RCTs.!3.14

PPI can take many forms. Consultation involves gathering
patient and public perspectives, but researchers have the
ultimate decision-making power.'® Co-production consists
of equal partnership and shared decision-making between
researchers, healthcare professionals and PPl members
across the research process, from defining research ques-
tions to study design and dissemination of findings.'® Citizen
science involves the wider participation of members of the
public in research activities, typically contributing to data col-
lection and performing tasks related to the research, but they
may not be directly involved in the entire research cycle."”

RCTs are the best way of comparing different interven-
tions, but they can be time-consuming and expensive to
deliver. A reformed approach to designing and conducting
eczema trials is needed to generate reliable evidence in a
way that is timely, relevant and cost-effective. One such
innovative approach is being used in the Rapid Eczema Trials
project, which includes members of the public, (i.e. ‘citizen
scientists’) to prioritize, design and conduct rapid online tri-
als that answer questions about the self-management of
eczema that are important to them.'® This programme com-
bines the principles of co-production and citizen science,
contributing to democratizing research and promoting inclu-
sivity that accommodates the diverse needs and perspec-
tives of those affected by eczema.'®20 Individuals interested
in the project can get involved in various ways as illustrated
in Figure 1.

This paper describes the citizen science approach used
for the co-production of the Rapid Eczema Trial’s first online

RCT called the Eczema Bathing Study. This trial assesses
whether the frequency of bathing affects eczema severity,
a topic which has not been answered by high-quality RCTs
to date.?" Lack of evidence has resulted in conflicting advice
and inconsistencies in practice that are confusing for individ-
uals living with eczema.??

Patients and methods

Study design

Process evaluation of the methodology used to
develop an online citizen science trial as part of
the Rapid Eczema Trials project

This paper details the process of designing our first citi-
zen science trial (Eczema Bathing Study). It summarizes
key stages of trial development, the time and resources
required, and key design decisions made. Participants con-
sisted of individuals with lived experience of eczema, health-
care professionals and researchers who joined by signing up
to the mailing list.

Recruitment of co-production group members

The Eczema Citizen Science Community grew as the pro-
ject was promoted through social media, snowballing within
existing networks, engaging patient support groups and con-
ducting surveys. Advertising was limited to the UK, although
people were able to join the community from across the
world.

Individuals with eczema and parents of children with
eczema who had joined the mailing list were invited to be
part of one or more of the co-production groups. The co-lead
of the Rapid Eczema Trials project, who is also a patient with
eczema (A.R.), hosted monthly online drop-in sessions for
those interested in joining the co-production groups. The
goal of these sessions was to familiarize people with the
project prior to involvement and to support those with less
experience in research. The co-production group consisted
of volunteers, who were specifically selected to ensure
diversity in relation to gender, ethnicity and age. However,
initial group discussions identified the need for greater rep-
resentation of male participants, non-White British individu-
als and younger people. To address these gaps, a targeted
recruitment strategy was implemented to enhance diversity
in the group.

Healthcare professionals with experience of treating
eczema were identified from within the study team and
via existing networks. Experts with experience of manag-
ing people with eczema throughout the care pathway were
included (general practitioner, dermatologist, nurse, health
psychologist).
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Figure 1 Levels of involvement in rapid eczema trials. Copyright Universtiy of Nottingham.

The research team was multidisciplinary with a range of
expertise in areas, including design and conduct of dermatol-
ogy clinical trials; trials methodology; PPI; outcomes research;
intervention development; medical statistics; online recruit-
ment; process evaluation and community engagement.

Efforts were made to ensure that membership of the
co-production groups was diverse with respect to gender,
ethnicity and experience of eczema. Group members with
lived experience of eczema were reimbursed for their time
at rates recommended by the National Institute for Health
and Care Research (NIHR) to ensure that financial con-
straints were not a barrier to participation. Meetings were
held at a time of day agreed by the group and materials for
meetings were shared via a dedicated Microsoft Teams site.
In addition, a WhatsApp group was set up to enable informal
conversations between group members.

Methods of supporting co-production activities

Co-production activities were facilitated in three ways.
Online co-production meetings were held via Microsoft
Teams.?® Meetings usually lasted for 2 h, with a comfort
break after 50 min. Based on the previous meeting discus-
sions, the agenda was set by the research team along with
targeted teaching and learning to ensure that co-production

group members had the necessary knowledge to mean-
ingfully engage in the decision-making process. Effective
meeting facilitation was crucial for addressing potential
power imbalances and ensuring productive discussions. It
was achieved by using a range of facilitation techniques,
including setting a well-defined agenda that was shared
with all group members beforehand, leading a structured
discussion; encouraging inclusive participation to ensure
that everyone had the opportunity to speak and contribute;
using break-out rooms and polls to gather input in various
ways; summarizing information; follow-up; and documen-
tation through the provision of meeting notes and action
items after the meeting to ensure transparency, maintain
accountability and reduce misunderstandings. At the first
co-production meeting, ground rules for the groups were
established by agreeing on a ‘ways of working roadmap’ that
was subsequently used for all future meetings. Bespoke
topic training was provided at the start of each meeting that
was relevant to the subject under discussion.

Online surveys, mailing lists and newsletters were man-
aged using the Mailchimp platform.?* The co-production
surveys were open to anyone with an interest in eczema
and data captured included the age, gender and ethnicity
of respondents to support monitoring of diversity. Survey
respondents were invited to become part of the Eczema
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Citizen Science Community by joining the Rapid Eczema
Trials mailing list.

Monthly update newsletters were sent to subscribers to
the mailing list, providing updates on project progress and
opportunities to tailor their involvement according to individ-
ual interests and circumstances.

Co-production activities

The development of the trial included three co-production
groups, each with a defined task to complete (Figure 2).
As the trial was fully online, efforts were made to ensure
that all trial processes were simple, inclusive and engag-
ing. Decisions made by the co-production groups were
considered against the NIHR INCLUDE Framework’ to
ensure that inclusivity was considered at every stage of trial
development.

Prioritization group

The task for the group was to prioritize the most important
research question about how best to wash or bathe when
having eczema.

Meetings to prioritize the topic and formulate the research
question occurred every 2 weeks (Table S1; see Supporting
Information). The prioritization group consisted mainly
of individuals with lived experience of eczema, ensuring
that the topic selection was driven by the needs of those

affected by eczema rather than the preferences of research-
ers or healthcare professionals. Discussions were facilitated
by a clinical trialist (K.S.T.) with experience in designing and
running eczema RCTs.

Voting for priority topics occurred through an online sur-
vey, which was distributed to subscribers to the mailing
list. The survey was also circulated to the Eczema Citizen
Science Community through various channels, including
social media platforms (Facebook, Instagram, TikTok and
X), co-production group members’ wider networks, word
of mouth and posters.

Topics included in the prioritization survey were based
on the topics of the James Lind Alliance Priority Setting
Partnership.” Survey respondents were asked to select their
top three research questions to be answered and had the
option to suggest additional topics in free text. Results were
summarized as a frequency vote for each of the included
topics.

Prioritization by the co-production group was based on:
(i) voting results from the online survey; (ii) feasibility of con-
ducting an online trial on the topic; and (iii) evidence that
there was a research gap on the topic.

Intervention development group

The task for the group was to develop inclusive, theory-in-
formed study materials that would encourage adherence to
the two study groups (weekly bathing and daily bathing).

Prioritize questions

Respondents (n=120)

Choose a trial question

[

Co-production group
members (n=22)

5 meetings

Finalize participant
recruitment materials

Gain insight about usual
bathing practices

Respondents (n=169)

Intervention development

Co-production group members
(n=20)

4 meetings

Trial design

Co-production group members
(n=18)

4 meetings

Test sign-up via the website
Pilot the database

Online data collection

Figure 2 Summary of co-production.
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Meetings to develop the intervention and related study
materials took place every 2-4 weeks (Table S2; see
Supporting Information) and were held in parallel with the trial
design co-production meetings. This ensured that aspects
arising from discussions about trial design were considered
and reflected in the study materials. Discussions were facil-
itated by a health psychologist (I.M.) with experience of
developing self-management behavioural interventions for
eczema. Intervention development followed the principles of
the person-based approach to gauge people’s perspectives
on the behavioural components of the intervention.?®

To ascertain current bathing practices of people with
eczema, the intervention development survey was developed.
The survey questions helped to establish barriers and facilita-
tors to changing bathing practices and willingness to take part
in a future RCT. The survey was distributed in a similar manner
to the prioritization survey detailed above. Members of the
intervention development co-production group developed the
study materials to ensure the messages were meaningful and
appropriate, using simple language throughout.

Trial design group

The task for the group was to design an online RCT, com-
paring weekly bathing to daily bathing for the management
of eczema.

Meetings to design the trial took place every 2-4 weeks
and ran in parallel with the intervention development
co-production meetings. Details of topics included in the
trial design meetings are summarized in Table S3 (see
Supporting Information). Discussions were facilitated by
clinical trialists (E.J.M. and K.S.T.) with experience of design-
ing and conducting RCTs.

The co-production group was required to make decisions
on the following aspects of the trial: (i) eligibility criteria;
(i) intervention and comparator (building on work by the
prioritization and intervention development co-production
groups); (i) outcomes; (iv) trial duration; and (v) recruitment
strategy (ensuring wide reach and inclusivity).

A summary of the decisions made by the three co-
production groups and copies of the study materials were
supplied to the Nottingham Clinical Trials Unit (NCTU) who
were managing trial delivery. NCTU staff used this informa-
tion to generate the study protocol, recruitment materials,
obtain ethical approval and develop the study database, prior
to opening the trial for recruitment.

A process evaluation to gauge the success of this co-
production approach to trial development is ongoing and will
be reported separately.

Patient and public involvement

In this citizen science project, PPl has been embedded
throughout. Examples of changes made to the trial follow-
ing PPl feedback include ensuring trial participants were
not financially disadvantaged (e.g. if asked to have a bath or
shower more often than normal) and that payment meth-
ods were handled with sensitivity and minimal paperwork;
addressing challenges related to online consent processes
for people < 16 years old; helping to understand the advan-
tages and disadvantages of translating materials into other
languages vs. using simple language accessible to people
who do not speak English as their first language; highlighting

cultural differences in bathing practices and ensuring that
study materials were inclusive; and testing the database prior
to trial launch. Through the knowledge mobilization group,
PPI will facilitate dissemination of study results to those who
need it.

Results

Delivery of the co-production groups

In total, 12 patients and carers joined the prioritization
co-production group. Most of them chose to remain involved
throughout the process, resulting in an overlap of member-
ship across the three groups.

In total 13 co-production meetings were held between
7 November 2022 and 27 July 2023, taking 9 months to
develop the trial. All meetings occurred on Thursday eve-
nings from 5 to 7 pm, which was the most convenient time
for group members with lived experience of eczema. This
schedule represented a time commitment of 26 h for the
online co-production meetings and approximately 13 h of
meeting preparation. A total of £56440 was spent on reim-
bursing PPl group members for their time. Additionally,

Table 1 Results of the research prioritization survey [responders
(n = 120) asked to choose their top three topics]

Research questions (each respondent could Responses,
choose up to three from this list) n (%)
How often should people with eczema have a bath or 59 (49.2)
shower?

Are nonbiological washing powders better than 39 (32.5)
biological washing powders for washing the clothes of

people with eczema?

Does bathing in cooler water improve eczema 28 (23.3)
compared to hotter water temperatures?

Are baths better than showers for eczema? 26 (21.7)
Do salt baths help eczema? 24 (20.0)
Does avoiding soap whilst bathing improve eczema? 24 (20.0)
What is the best way to protect the skin when 20 (16.7)
swimming?

Should moisturizers (emollients) be used after 17 (14.2)
bathing?

How long should you bathe or shower for? 16 (13.3)
Does avoiding shampoo in the bath/shower help 15 (12.5)
eczema?

Does exfoliating while bathing help eczema or make it 15 (12.5)
worse?

Do bleach baths help infected eczema? 15 (12.5)
Does removal of chlorine or water hardness improve 15 (12.5)
eczema?

Do antibacterial bath products help infected eczema? 14 (11.7)
Should moisturizers (emollients) be used before and 12 (10.0)
after bathing?

How often should bedding be changed to avoid 12 (10.0)
build-up of bacteria?

How long after bathing should you apply flare control 9 (75)
creams?

What is best for washing hands — normal soap 9 (7.5)
antibacterial soap or antibacterial gel?

Are nonsoap washing options (e.g. ecoballs) better 7 (5.8)
than soap washing powders?

What is the best way to shave with eczema? 4 (3.3)
Do chickweed baths help eczema? 3(2.5)

GZ0Z 18quisAoN 2z uo Jasn uojdweyinos 1o Alisieaiun Aq S/9% 1 L8/OE L/2/S/a11e/pyunis/woo dno-olwapede//:sdiy woll papeojumod]


http://academic.oup.com/skinhd/article-lookup/doi/10.1093/skinhd/vzaf005#supplementary-data
http://academic.oup.com/skinhd/article-lookup/doi/10.1093/skinhd/vzaf005#supplementary-data
http://academic.oup.com/skinhd/article-lookup/doi/10.1093/skinhd/vzaf005#supplementary-data
http://academic.oup.com/skinhd/article-lookup/doi/10.1093/skinhd/vzaf005#supplementary-data

Co-producing a randomized controlled trial on the frequency of bathing in eczema, A. Baker et al. 135

Table 2 Results of the intervention development survey and impact on design

Responses Impact on intervention
Questions and response options (n=169) development Impact on trial design
Do you most often have a bath or a shower? Study materials to mention both Research question addresses any kind
(n=168) bath and shower of bathing that involves whole-body
washing
Shower 90 (53.5) Allow flexibility for participants to
use both bath and/or shower
Bath 48 (28.5) Include 'Other’ option in
responses
Regularly use both showers and baths 29 (17.2)
Other 1(0.5)
How many days per week do you usually Added FAQs to help participants Daily bathing chosen as ‘'normal
have a bath or shower? (n = 169) change their bathing practices practice’ group
during the trial
Every day (at least once per day) 72 (42.6) Weekly bathing chosen as
‘intervention group’
6 days per week 9(5.3) Daily bathing defined as bathing
> 6 times weekly
5 days per week 14 (8.2) Weekly bathing defined as bathing 1
or 2 times weekly
4 days per week 23 (13.6)
3 days per week 21(12.4)
2 days per week 17 (10.0)
Once a week 8(4.7)
Other 5(2.9)
Do any of the following influence how often Financial support available to help  Trial duration of 4 weeks to limit
you have a bath or shower? (Select all that cover costs related to taking part ~ potential financial burden and
apply) (n =297)2 in the study commitment required to take part
Cost of wash products 4 (1.3) Offer payment to both groups to
ensure equal treatment of groups as
much as possible
Cost of bills 5 (1.6)
Bathing/showering helps my eczema 51 (17.1)
Bathing/showering worsens my eczema 54 (18.1)
Enjoyment/relaxation 51 (17.1)
Sweat a lot 17 (5.7)
Do not sweat a lot 13 (4.3)
It is a routine | have got used to doing 77 (25.9)
Other 25(8.4)
How long do you usually spend in the bath or FAQs added to intervention Nothing else to be changed apart from
shower? (n = 169) materials about maintaining the frequency of bathing
usual duration of shower or bath
Less than 5 min 23 (13.6)
5-10 min 65 (38.5)
11-20 min 52 (30.8)
21-30 min 13(77)
Over 30 min 12 (7.1)
Other 4(2.4)
What products do you usually use in the bath FAQs added to intervention Nothing else to be changed apart from
or shower? (Select all that apply) (n = 300)2 materials about using bathing frequency of bathing
products as usual
None, only water 18 (6.0)
Shower gel (regular) 16 (56.3)
Shower gel (for sensitive skin) 58 (19.3)
Shower gel (for babies) 7 (2.3)
Shampoo/conditioner 74 (24.6)
Bubble bath 10 (3.3)
Moisturizing creams (emollients) 80 (26.6)
Other 37 (12.3)
What products do you apply to your skin after FAQs added to intervention Nothing else to be changed apart from
bathing/showering? (Select all that apply) materials about using topical frequency of bathing
(n = 255)2 treatments as usual
None 10 (3.9)
Moisturizing creams (emollients) 144 (56.1)
Other eczema treatments (e.g. flare control 91 (35.9)
creams)
Other 10 (3.9)
Would you be willing to change how often Study materials to emphasize the  Screening question for eligibility
you have a bath or shower whilst taking part importance of following the
in a study? (n = 166) allocated bathing frequency
Yes 82 (49.3)

(Continued)
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Table 2 (Continued)

Responses Impact on intervention

Questions and response options (n=169) development Impact on trial design

No 37 (22.2)

Not sure 47 (28.3)
Would you be willing to have a bath or Informed preparation of Supported decision to select daily
shower most days (6 or 7 times a week) intervention materials bathing ‘normal practice’ group
whilst taking part in a study? (n = 164)

Yes 120 (73.1)

No 27 (16.4)

Not sure 17 (10.3)

Would you be willing to have a bath or
shower only once or twice a week whilst

Can wash using flannel/sponge in
the sink in between showers or
taking part in a study? (n = 164) baths

Can wash hair in between

Allow to wash without baths or
showers

showers or baths

Yes 74 (45.1)
No 63 (38.4)
Not sure 27 (16.4)

How long would you be willing to stay in a
study where you would be asked to change

how often you have a bath or shower? (n = 155) habits

Would not take part 39 (25.1)

Less than 2 weeks 10 (6.4)

2-3 weeks 17 (10.9)

4-5 weeks 13 (8.3)

6 weeks 24 (15.4)

As long as needed to answer the research 52 (33.5)

question

Helped to establish people’s
attitudes about changing bathing

4 weeks, study duration with weekly
data collection

Data are presented as n (%) unless otherwise stated. FAQ, frequently asked questions. 2Respondents could choose more than one answer.

£217.97 was spent to promote the project via paid adver-
tisements on social media platforms.

Prioritization of research topic

The research prioritization survey was open from 9 September
2022 to 30 January 2023. In total, 120 respondents voted
for their top research questions. Most respondents (65%)
were aged 26-59 years, White British (n = 69/120; 57.5%)
and had eczema themselves (Table S4; see Supporting
Information). Results of the survey are shown in Table 1.
The most popular research questions were: (i) ‘How often
should people with eczema have a bath or shower?’ (49%
votes); and (i) ‘Are nonbiological washing powders better
than biological washing powders for washing the clothes of
people with eczema?’ (33% votes).

The research prioritization co-production group consisted
of 12 people with experience of eczema, 6 researchers and
4 healthcare professionals. A total of five meetings were
held across 2.5 months (7 November 2022 to 19 January
2023). Based on the results of the prioritization survey and
through an iterative refinement among the co-production
group members, the trial research question was formu-
lated: 'In people (adults and children) with mild to moderate
eczema, is less frequent (1 or 2 times per week) bathing
better than frequent (6 or 7 times per week) bathing?’

Intervention development

The intervention development co-production group included
12 people with experience of eczema, 5 researchers and 3
healthcare professionals. In total, four meetings took place
across 5 months (16 February to 8 June 2023).

The intervention development survey was open between
9 March 2023 and 6 May 2023 and received 169 responses.
Most respondents were female (n = 111/169; 65.7 %), White

British (n = 120/169; 71.0%) and had self-reported eczema
(n=107/169; 63.3%) (Table S4). Table 2 shows the survey
responses and a summary of how these responses influ-
enced intervention development and trial design decisions.
Study materials were developed iteratively by the group
based on results of the survey and discussions within the
group. The finalized materials included key information
about the target behaviour (weekly bathing or daily bath-
ing), frequently asked questions and common concerns. A
behavioural analysis was carried out to map the key barriers
to weekly or daily bathing to intervention content and behav-
iour change techniques were used to address these.

The written study materials agreed by the co-production
group were used to create infographics, written information
and short videos with subtitles. This approach aimed to offer
information in a variety of engaging and accessible formats.
The developed materials can be viewed in Supplemental File
S1 (see Supporting Information).

Trial design

In the trial design co-production group 10 patients and 8
researchers were involved. A total of four meetings were
held over 4 months (27 April to 27 July 2023). These meet-
ings were evenly spaced, although there was some over-
lap with the intervention development meetings. However,
both meetings were well attended by co-production group
members. The key decisions made about the trial by this
group are shown in Table 3.

Discussion

This paper describes the methodology of using a citizen
science approach for co-producing an online eczema
RCT to evaluate the impact of weekly bathing compared
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Table 3 Decisions made by the trial design co-production group

Trial design aspect

Decision

Rationale

Inclusion criteria

Exclusion criteria

Aged >1 year with self-report of eczema

Usual residence in the UK

Able and willing to give informed consent (or parent/legal
guardian able and willing to give informed consent for
children aged under 16 years)

None or very mild eczema symptoms

Eczema only present on hands (likely to be hand eczema or
contact dermatitis); limited to locations where skin
exposed to nickel, e.g. jewellery (likely to be contact
dermatitis); or eczema only around varicose veins (likely to
be varicose eczema)

Started a new eczema treatment (including antibiotics for
eczema) other than emollients in the last 4 weeks

Taking part in another eczema intervention trial

Unable or unwilling to change bathing practices for 4 weeks
Planning to swim more than twice a week in the next 4
weeks (including surfing, scuba diving, etc.)

Member of household already participating in this trial

Ensures broad inclusivity and generalizibility
Indemnity cover relates to UK only
Following ethical research practices

Allows measurement of intervention effectiveness
avoiding floor effects

Focus on atopic eczema, not contact dermatitis or
varicose eczema

Confounding factor

Confounding factor

Adherence to group allocation required

Frequent swimming introduces additional water
exposure that could affect eczema severity

Potential for shared behaviours or influences that might

Intervention group
Control group
Primary outcome

Bathing no more than 1 or 2 times per week
Bathing 6 or more times per week

Secondary outcomes  Itch intensity in the last 24 h
Quality of life
Eczema control

Use of usual topical treatments for eczema

Proportion of participants who achieve an improvement in

Eczema severity, assessed by the POEM instrument

affect trial outcomes

Based on survey results

Was deemed more feasible by the co-production group
Commonly used, well-validated, patient-reported
eczema severity measure that is sensitive to change
Part of the eczema core outcome set

Part of the core outcome set

Part of the core outcome set

Helps to establish change in treatment use

Ensures change in POEM scores is clinically meaningful

POEM at week 4 of >3.0 points compared with baseline

Global assessment of eczema

Adverse events—need to see a healthcare professional due

to worsening of the eczema
Trial duration 4 weeks
Recruitment strategy ~ Rapid Eczema Trials mailing list

Social media (posts and paid adverts)

Database search and mailout by GP surgeries

Eczema charities

Outreach and engagement events
NIHR Be Part of Research website
Posters and flyers

Snowballing through the Eczema Citizen Science

Community

Global eczema severity measure
Safety monitoring

Changing bathing habits for a shorter time period is
more acceptable and helps to reduce attrition
Subscribers to the project

Broad and targeted reach, tailored to needs

Reach of diverse communities

Significant number of active followers

Face to face contact with potential participants

List of patients interested in eczema research
Promoting the study through offline methods

Word of mouth can reach those not present on social
media platforms or events

POEM, Patient Oriented Eczema Measure; GP, general practitioner; NIHR, National Institute for Health and Care Research.

to daily bathing on eczema severity. The co-production
process took 9 months to complete and consisted of 13
meetings. An approximately 39-h time commitment was
required from each member of the public, with a total
cost of £6440 to compensate for their time. The views
of the Eczema Citizen Science Community were captured
through two online surveys and the results were used to
inform decision-making. Study materials were developed
using a theory-informed, person-based approach and were
co-produced to ensure usability and accessibility among
diverse communities.

People with lived experience of eczema played an active
role as equal partners and contributed to decision-making
throughout the project. The co-production process was flex-
ible and evolved to suit the needs of the groups. The regular
bi-weekly meetings for the trial development stages and the
informal WhatsApp group helped to foster a collegiate and
supportive environment for the project.

The benefits of co-producing the Eczema Bathing Study
and its impact on trial success criteria will be explored

through an ongoing process evaluation focusing on speed
of recruitment, diversity of trial participants, retention and
adherence to intervention. Recruitment for the trial began
on 29 January 2024 and initial signs are encouraging. Within
the first 2 months, > 50% of the target sample size of 390
participants was recruited. All progression criteria for the
internal pilot phase were successfully met, suggesting that
this co-produced trial with citizen scientists was able to
avoid many of the difficulties in trial recruitment and reten-
tion commonly experienced in RCTs.?6-29 On completion
of the trial, members of the co-production groups will also
contribute to the interpretation of the results, dissemination
and knowledge mobilization activities.

This project provided opportunities for people with eczema
to actively contribute to prioritizing, designing and conducting
an online RCT. Those involved gained insights into research,
learnt new skills, were challenged to think differently and
worked to build a community of like-minded individuals who
share the common belief that the lives of patients can be
improved through better quality, patient-centred research.
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The co-production group members represented broad geo-
graphical, socioeconomic and cultural diversity.

This project relied on digital communication methods,
which may have inadvertently excluded some individuals.
However, it facilitated wide geographical coverage and flex-
ibility as people were able to fit meetings around existing
commitments and did not need to travel. Reasonable adjust-
ments were made for those who found it challenging to
engage in online meetings (e.g. by posting printed materials
of long documents and creating inclusive and supportive
environments for neurodiverse individuals).

Most co-production meetings (n = 12/13; 92%), were held
in the evenings, outside standard office hours, to accom-
modate the availability of public members. This required
researchers and healthcare professionals to frequently work
beyond their usual working hours, potentially compromising
work-life balance.

Active involvement of members of the public in all aspects
of the research cycle is strongly recommended by research
funding bodies and policy makers.'®3% Thus, the co-produc-
tion of patient-centred research is becoming increasingly
common.3".82

The Rapid Eczema Trials project is unique in its empha-
sis on co-producing a series of RCTs aimed at addressing
issues related to eczema self-management. Learning from
the Eczema Bathing Study will inform subsequent RCTs
within this programme of research. As part of this approach,
we are continuously building an Eczema Citizen Science
Community which includes people interested in contribut-
ing to the trials and sharing the results. This is helping to
facilitate wider engagement and input from different social
groups and communities, enabling the rapid and broad dis-
semination of trial findings.

A similar approach to prioritizing, designing and sharing
results of an online RCT was used in The People's Trial
(https://thepeoplestrial.ie/), but the aim of this study was to
enhance the public’'s understanding of RCTs rather than to
answer clinically important questions in a specific disease
area. The People’s Trial included 3000 participants from 72
countries who engaged in different aspects of the trial.3?
Similarly, in studies of long COVID various forms of PPI
involvement occurred including a citizen science approach
to identify research priorities,®* and, more recently, a
co-production methodology was used for a feasibility trial
of non-pharmacological interventions.3® All studies reported
ongoing engagement and input from the public involved,
highlighting the plausibility and value of this approach.

The Eczema Bathing Study is the first of several eczema
trials that will be co-produced through the Rapid Eczema
Trials project. This innovative approach to developing mul-
tiple co-designed trials in eczema means that learning,
resources and procedures developed for our first trial can
be reused for subsequent trials. Consequently, certain trial
processes (such as data collection and ethical approval
procedures) can be optimized allowing for the delivery of
increasingly efficient eczema trials throughout the project.
Additionally, trial resources will be openly shared with other
researchers and members of the public wishing to run their
own eczema trials.

This paper provides a useful case study for others inter-
ested in co-producing RCTs with members of the public. It
presents information on the time and resources required to
design trials using this approach. Our surveys offer insights

into topics important to individuals living with eczema around
washing and current bathing practices in the UK, which can
inform future trials in this area.
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