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STUDY SUMMARY

Study Title:

Short Title:

Study Design:
Study Participants:

Planned Size of
Sample:

Planned Study Period:

Research
Question/Aim:

FUNDING

A co-produced qualitative exploration of young women’s perspectives on
psychological distress in their population and priority actions for
responding

INSIGHT

Qualitative

Young women aged 16 to 18 across England
40-45

February to August 2022

Aim: to explore young women’s perspectives of psychological distress in
their population, including causal contributors and appropriate responses.
Research questions:

1. What do young women perceive to be causing their population’s
high rates of psychological distress?

2. What do young women think could be helpful actions that could
lessen psychological distress in their population?

3. What are priority actions to lessen psychological distress, and what

approaches could be implemented to achieve these?

Funder: National Institute for Health Research (NIHR) Public Health Research Programme
Funder Project ID: NIHR135295

ROLE OF SPONSOR AND FUNDER

The University of Manchester acts as Sponsor in the research. Governance will be provided
internally through existing support systems and the study will adhere to The University of
Manchester’s expectations and regulations.

NIHR funded the study through a commissioned call. The proposed research underwent
review as part of the funding process, and suggested amendments to the design have been
made through this process and approved by the funder. The views expressed in any
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expected outputs are those of the author(s) and not necessarily those of the NIHR or the
Department of Health and Social Care.

ROLES & RESPONSIBILITIES OF STUDY STEERING GROUPS AND INDIVIDUALS
Project Management Group

Given the small scale and timeframe of the study and the many experienced collaborators
involved with the project, it has been agreed with the funder that the project does not require
a study steering group. Instead, our five collaborators (Neill, Pryjmachuk, Dubicka, Winter,
and Evans) and two young co-researchers (Nanda and Lam) provide critical oversight for the
project in the form of a Project Management Group. This group will advise on conceptual
considerations, research methods, and interpretation and dissemination and will oversee
timely completion. To aid this, we will hold a full team meeting each month across the span
of the project to agree key study decisions by consensus, review progress and respond to
any emergent considerations, and interpret study findings. We will engage in ongoing
communication as needed between these meetings, including circulating drafts of
procedural/ethical and dissemination documents for review and input as appropriate.

STUDY FLOW CHART
A GANNT chart and flow chart is shown below to provide a schematic overview of the study.

02/22 | 03/22 | 04/22 | 05/22 | 06/22 | 07/22

Ethics application and committee process
Recruitment and selection process

Focus group training

Conducting and transcribing focus groups
Analysis training

Data analysis and stakeholder engagement
Developing report and accessible summary
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RECRUITMENT

Ethics application and committee process

Advertising in settings and youth organisations,
including strategically targeting diverse communities

Accepting expressions of interest and demographic
information from young women

Reviewing demographics to identify and invite a
diverse sample and identifying participants

Conducting and transcribing focus groups

Engagement with
Reflexive thematic stakeholders to explore
analysis of data interventions and prepare
for next stage

Developing report and accessible summary

Under-representation of
young women from varied
demographic backgrounds
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STUDY PROTOCOL

1. BACKGROUND AND RATIONALE
Young women are reporting increasing rates of psychological distress (1-4), defined here as
anxious and depressive symptoms. Such evidence is concerning and poses a growing public
health concern (5,6), and indeed the COVID-19 pandemic appears to be contributing further
to worsening distress among young women (7,8). Besides possible pandemic effects, the
causes of this increased distress over the last decade remain unclear. Researchers have
posited possible contributing factors across various life domains, including social media
usage, increased sexualisation of young women from early adolescence, increased
academic pressure, and lack of school emphasis on provision for psychological distress
(1,2,9). There has also been a considerable societal shift in how mental health is discussed,
which may have affected young people’s willingness to report their own distress (10,11).

However, such explanations are speculative and, critically, come from researchers without
input from young women about possible contributors or responses that could be considered
helpful. This limits the capacity of researchers and providers to respond effectively and with
gender sensitivity. Research and policy has highlighted that there are unique drivers and
patterns of mental health difficulties among women and that, accordingly, gender-sensitive
preventative action and provision is required (12). Our study therefore seeks to understand
the increase in psychological distress from the perspective of young women themselves. We
will explore their perceptions of distress in their population, including possible causal
explanations for this increase in distress. We will also explore their perspectives on helpful
responses and actions that can be taken to lessen this distress, and engage with
stakeholders (e.g. funders, public health policymakers and professionals, academics) to
review how this could be targeted with intervention. This qualitative exploration with young
women will allow a more comprehensive understanding of causal factors of psychological
distress and will generate ideas and directions for appropriate responses, rather than relying
on “top down” researcher hypotheses on a generational issue that adults cannot fully
elucidate. In creating responses to women’s mental health issues it is critical that we engage
with them to understand their needs, though this is frequently overlooked (12).

We focus on perceptions relating to adolescence, defined by the World Health Organization
(13) as the period from 10 to 19 years, given that evidence of increased distress spans this
stage, and will engage with young women in post-16 education (aged 16 to 18) in England.
This older group will be able to reflect on their own and others’ experiences across their
adolescent years, drawing on a fuller range of experience those in the earlier stages of
adolescence could, and are likely to possess greater cognitive capacity for introspection and
critical reflection, and greater understanding of complex societal issues (14). Notably rates of
distress and related disorders are also highest in this older developmental stage (4). We will
focus on perceptions among young women in England rather than across wider nations in
the UK, as subtle national differences may play a role in experience around both gender and
mental health (e.g. in education systems, relevant laws, cultural and religious influences).

To date, few peer-reviewed studies have explored young women’s broad understandings of
how gendered experiences contribute to mental health difficulties (as opposed to asking
them about pre-determined narrowed issues such as social media or relationship violence).
These studies highlight several challenges for young women that appear linked to
longstanding mental health disparities. This commonly includes considerable pressure and
responsibility in daily life, sexual harassment and violence and related fear and restricted
freedoms; and frustrating and limiting gender expectations and norms (15-19). Some also
highlighted competing societal discourses of ‘femininity’, including traditional gendered
norms, feminist ideals, and male-dominated ideals of femininity, that are difficult to assimilate
(16,17). However, these studies have critical limitations that constrain the extent to which
findings can be translated to understanding the current rates of psychological distress
among young women in England. Data in all studies above were generated over ten years
ago, and so cannot offer insights on the factors contributing to the increased rates of distress
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observed in the last decade. None occurred in an English context, and the majority were
conducted in Sweden, which is the third most gender-equal country in the world according to
the most recent Gender Inequality Index, while the UK ranks 31%(20). A small number of
UK-based studies have produced some relevant insights, but these have lacked detail
regarding women’s perceptions of mental distress. For instance, The Children’s Society’s
2018 Good Childhood Report (21) explored gender differences in subjective wellbeing, and
shared some young women’s comments around expectations of attractiveness, but did not
offer in-depth analysis or ask about specific mental health areas like distress.

Finally, studies to date have not explored young women'’s ideas on how we can respond to
growing rates of psychological distress in their population. It is critical that we avoid “top
down” speculation about what is helpful, and ask young women themselves what would be
valuable. More closely focused, peer-reviewed investigation of young women’s perspectives
on current rates is needed, including exploration of what can be done to help lessen distress.

Thus, in the current study, we aim to explore young women'’s perspectives of psychological
distress in their population, including causal contributors and appropriate responses. This
will be undertaken through a co-produced qualitative design, engaging in online focus
groups with diverse young women aged 16 to 18 years in England and engaging with key
stakeholders to explore relevant public health intervention approaches that could be
explored as a next step. The study is funded by NIHR as a development stage project, with
the aim of progressing to develop a funding application to trial and evaluate a public health
intervention. Thus, we will use findings to identify a public health intervention to trial and
evaluate.

As well as building towards evaluation work exploring a public health intervention trial, we
will also seek to be responsive to our findings more widely. We highlight that this is
exploratory work on a current issue increasingly posing a national public health concern, and
it is likely that our findings will raise further questions and thus directions for further
investigation in a number of possible areas. For instance, our data will offer expansive
insight into what young women would like to see from policymakers and services, and it may
be valuable to undertake a scoping review of current policy and provision in specific areas
and how this compares to young women’s experiences and needs, given ongoing calls for
gender-informed policy and provision (12). More widely, participants may raise
considerations that go beyond direct mental health provision and tackle wider societal
issues, such as issues around gendered inequality and gender-based violence, and this may
open up wider avenues for further studies. As such, as well as working towards NIHR’s
subsequent evaluation call, we will be responsive to the nature of our data and pursue a
range of next steps to build on this work, considering alternative funding schemes also such
as the NIHR Health Services and Delivery Research Stream.

2. THEORETICAL FRAMEWORK
We define ‘psychological distress’ in the current study as anxious and depressive symptoms,
wherein individual experience feelings of worry and low mood. Anxious and depressive
symptoms are distinct but closely related, and often present comorbidly in adolescence (22),
and so can be conceptualised as a shared construct in this way (also sometimes referred to
as emotional distress/symptoms/problems/difficulties). We focus on symptomatic level
experiences rather than disorder in recognition that these symptoms go beyond constricted
diagnostic criteria (23) and given evidence of a general increase in distress among
adolescent girls, rather than an increase only in narrow diagnoses based on such criteria (1—
4).
We are guided by Bronfenbrenner’s ecological systems theory (24), which recognises that
health and development occurs in the context of multiple transactional environments and
processes. Researchers’ causal hypotheses for current rates of distress among young
women span ecological domains, and use of ecological systems theory in qualitative
research enables recognition of systematic processes in inequalities (25). We explored this
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with young women in designing the study, who felt that approaching the study in this way
would help to frame and contextualise key issues.

3. AIM AND RESEARCH QUESTIONS
Aim: to explore young women’s perspectives of psychological distress in their population,
including causal contributors and appropriate responses.

Research questions:

1. What do young women perceive to be causing their population’s high rates of
psychological distress?

2. What do young women think could be helpful actions that could lessen psychological
distress in their population?

3. What are priority actions to lessen psychological distress, and what approaches
could be implemented to achieve these?

4. STUDY DESIGN AND METHODS

4.1. Study design
We adopt a co-produced qualitative design, generating data in online focus groups with
diverse young women aged 16 to 18 years in England. For RQ 3, we will create a shortlist of
actions identified by participants and engage with key stakeholders to identify related
intervention approaches. This will form the basis of a bid for the NIHR intervention evaluation
call. We will embed co-production in the study, to develop procedures that best meet
participants’ needs and create more meaningful, applicable knowledge (26), drawing on
NIHR guidance for co-production (27), wider recommendations, and worked examples
(28,29). Thus far, we have engaged in a youth advisory discussion with seven young women
from diverse backgrounds; this has influenced, for instance, our approach to conceptualising
key constructs, plans for recruiting marginalised young women, and focus group
methodology. We will create two young co-researcher roles for young women and engage
them as active team members in all research stages including development of recruitment
materials, the focus group approach and process, analysis, and interpretation, with training
and support throughout. Engaging two young co-researchers will help to address team
power imbalances, reduce burden on any one individual, and limit disruption if one young
person becomes unable to continue. Note that we have engaged an experienced research
assistant (Jefferson) at 0.5 FTE to undertake day-to-day project activity.
In focus groups, we will outline current rates of psychological distress in young women and
directly explore perspectives on this topic. Note that here we will use the terms ‘low mood
and anxiety’ rather than psychological distress and will clearly define this for participants, as
this language is more familiar and less clinical sounding. By clearly introducing the current
evidence of rates as the basis for our discussion, our design draws on principles of action
and participatory research approaches, wherein population members contribute to unpicking
issues affecting them and explore appropriate actions (30,31). We will be guided by
Bronfenbrenner’s ecological systems theory (24), which recognises that health and
development occurs in the context of multiple transactional environments and processes.
Researchers’ causal hypotheses for current rates of distress among young women span
ecological domains, and use of ecological systems theory in qualitative research enables
recognition of systematic processes in inequalities (25). We explored this with young women
in designing the study, who felt the approach would contextualise key issues.

4.2. Focus groups
Data will be generated using online focus groups. Focus groups offer additional, more
nuanced insight compared to one-to-one interviews, as group interactions and discussions
allow for contrast, challenge, and clarification (32). We will use a co-led approach, with a
researcher and a young co-researcher leading sessions; having a young person leading as a
peer can minimise power differentials and facilitate open, democratic discussion (33,34). The
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young women in our youth advisory discussion supported this approach, noting that a young
co-researcher slightly older than participants would be most suitable; thus, we will engage
young co-researchers aged 19 to 22. We will bring together participants not known to each
other, rather than existing peer groups, as prior social dynamics and shared understanding
can influence discussions, particularly with young people (35,36). We explored this with
young women in our youth advisory discussion, who were enthusiastic about this approach
and felt it could help to support diversity, and suggested steps to ensure a safe space.

Use of online focus groups allows us to draw together women who do not know each other,
reduces burden on young co-researchers, and offers reductions in time, travel, and budget
to suit the study’s short turnaround and budget. Online focus groups show similar richness
and depth to face-to-face focus groups (37), and studies have used this with young people to
good effect (e., 36). We will use Zoom, with advantages for both participants and
researchers in terms of cost-effectiveness, ease of use, and security (39). Zoom also allows
flexibility to suit varied needs, such as having cameras on or off and allowing contributions
via audio or chat, which was emphasised by young women in our youth advisory discussion
to aid inclusivity. Focus groups are expected to last up to 90 minutes, consistent with
guidance (35), and will run in the daytime on Saturdays, and weekdays in the late afternoon,
to suit the needs of participants and co-researchers. When patrticipants are invited to take
part, they will be provided with selective dates and times from which they can choose based
on their availability. At this stage we will also ask participants whether they have any needs
that we may need to support to facilitate participation, and work flexibly to provide support as
needed. Focus groups will be audio recorded and transcribed verbatim for analysis, using
Zoom to provide foundational transcripts and then checking these for accuracy against the
audio recording.

We will develop a semi-structured topic guide, covering key topics but with flexibility to follow
the flow of discussion and explore unanticipated responses (35). As outlined, we draw on the
collective problem-solving approach used in action and participatory approaches, directly
exploring rates of psychological distress. Broad areas of discussion include: a) exploring
perceptions of current reported rates of distress; b) possible causal contributors for distress
among young women; and c) helpful actions that could be implemented to reduce distress,
including what they would consider ‘priority’ actions, and their rationale on the underlying
theory of change as to why they would expect this would create positive change, how we
might measure success (i.e., outcome), and considerations around the context and
implementation. We will draw on ecological systems theory to explore factors and possible
actions across ecological domains. As above we note use of ‘low mood and anxiety’ here
rather than the term psychological distress, to avoid confusion, and our young co-
researchers have supported this terminology.

4.3. Analysis of focus group data
We will analyse data using coproduced reflexive thematic analysis, an approach wherein
researchers create a thematic representation of the data, exploring patterns across
participants’ perceptions and experiences and identifying nuances and variation among
individuals and groups. We will approach data inductively or “bottom-up” rather than applying
a theoretical framework, given our aim of exploring young women’s own perspectives. We
follow Braun and Clarke’s six-stage framework for thematic analysis (40): familiarisation with
data, generating initial codes, searching for themes across codes, reviewing and refining
themes, defining and naming themes, and presenting a written report of findings and
implications. Coding and theme development will be undertaken in NVivo to facilitate an
organised and systematic approach. Analysis will be coproduced, with each transcript being
double coded by a researcher and a young co-researcher to allow expansion and
development through shared interpretation. Next, the research assistant, co-researchers,
and Demkowicz and Foulkes will meet via Zoom to refine coding and begin constructing
themes. This will be reviewed and developed by the research assistant and Demkowicz and
written up as a thematic report, checking in consistently with young co-researchers. We will
then engage in a full team meeting, including collaborators Neill, Pryjmachuk, Dubicka,
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Winter, and Evans, to discuss findings and explore interpretations to feed into the final
report.

4.4. Stakeholder workshop

Our data and approach will primarily provide a foundation for the subsequent NIHR call for
the evaluation of a public health intervention. Our core next step will comprise a feasibility
trial of a public health intervention, likely in community settings (e.g. schools, colleges, local
neighbourhood services) to reduce levels of distress among young women. We will need to
be responsive here to the specific interventions that are indicated throughout the focus group
and stakeholder workshop, as the level of development or adaptation required in order to
explore a given intervention will differ depending on existing work in this area. We hope to be
able to undertake either initial development and adaptation work on a particular intervention
approach if young women and stakeholders indicate a particularly novel approach, or should
they indicate a more established approach we will undertake a feasibility randomised
controlled trial (RCT) to explore feasibility, fidelity and acceptability, with the aim of
eventually building toward an effectiveness RCT, with a cluster component if appropriate.
This model of working through a feasibility trial is similar to approaches in recent protocols
by Hayes and colleagues (41) and Willis and colleagues (42). RCTs of community-based
mental health interventions are a key area of expertise in the Manchester Institute of
Education, where Dr. Demkowicz (PI) is based and has collaborated on such work; Prof.
Pryjmachuk, Prof. Dubicka, and Dr Evans also add expertise and considerable experience in
the evaluation of mental health interventions across a range of public health and community
contexts, and we note that Dr. Evans has critical expertise in the development, optimisation,
and adaptation of public health interventions and in evaluation methodologies.

We will draw on the ‘priority actions’ and theories of change proposed by young women in
their focus groups. First, we will hold a preparatory meeting with our full project team,
including collaborators and young co-researchers. In this meeting, we will compile priority
actions from all eight focus groups and use this to shortlist potential mechanisms of change
in an intervention. To do this, we will use the nominal group activity (a structured group
brainstorming approach). Mechanisms that could be reasonably targeted and where the
theory of change proposed by young women appears logical and feasible based on our
knowledge and wider evidence will be retained in a shortlist, along with indicative
intervention approaches that offer this.

Next, we will host a half-day workshop presenting and exploring these shortlisted actions
with key stakeholders including policymakers, academics, and funding bodies, to explore
considerations on the theory of change and how such an intervention may be implemented
in particular contexts, with the aim of identifying an intervention approach that we can seek
funding to develop/adapt, and evaluate. We will include a range of stakeholders at this
event, capitalising on existing contacts across key groups to engage approximately 15-20
people comprising:

a) Public health policymakers; we have a range of connections with such individuals
including members of the Children, Young People and Families team at the Office for
Health Promotion (formerly Public Health England);

b) Public health professionals; our team has a range of connections to this group at the
local authority and national level;

c) Members of relevant funding bodies; team members have connections with relevant
funding leads and evaluation teams at organisations including the National Lottery
Community Fund and the Youth Endowment Foundation; and

d) Academics specialising in public health intervention in the context of youth mental health
(we have connections with many such academics given our team’s expertise, including
in our own institutions and more widely across the UK).

12
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The session will be chaired by Demkowicz, Jefferson, and young co-researchers Nanda and
Lam will also co-chair with support from Demkowicz. Wider team members will also attend
wherever possible to allow opportunities to ask questions and follow discussion. We have
made the decision to involve young people in the event in this way only (rather than also
inviting additional young people to take part as stakeholders) because our co-researchers
will have considerable oversight of the focus group discussions and will be trained and fluent
in the nature of the project by this time. In this way our young co-researchers will be well-
equipped to engage in detailed discussion and ask questions of our attendees with support
from Demkowicz and Jefferson, in order to represent the voices of our participants and
young women in this process. We will draw on principles of the Delphi method in this
workshop, which are techniques used to reach consensus between a panel of experts on a
given decision through a structured workshop process, often with a goal of formulating clear
recommendations for actions and resourcing (43,44).

At the workshop, we will present our shortlist of priority actions and theories of change,
pointing to example interventions where available, and ask stakeholders to first
independently reflect on these via a written survey, before coming together to discuss
collectively. We will ask them to consider feasibility and expected efficacy but will also build
in key values identified by young women in focus groups to help them consider appropriate
responses. We will then return to Zoom together, to discuss and review these options
drawing on participants’ initial survey responses, and provide opportunities discussion of
each option. Finally, we will ask attendees to subsequently endorse or reject each of the
options, with the possibility of an additional follow-up to rank options should the majority of
attendees endorse multiple options. The chair and co-chairs will raise any questions at this
stage to help understand the options supported by attendees.

Following the workshop, our team will review those possible theories of change and
associated intervention approaches with the greatest level of endorsement from
stakeholders and consider this alongside available evidence to reach a decision on the
intervention to focus on in subsequent funding bids. This workshop approach will also allow
us to explore opportunities for collaboration with a funder to support next steps including
delivery of an intervention to facilitate evaluation work, through establishing connections to
the project with funders who we would engage to attend the workshop (as noted above,
organisations such as the National Lottery Community Fund and the Youth Endowment
Foundation are examples of funders for whom we would consider such delivery funding to
be in remit, and thus we would seek to engage representatives from these organisations in
this workshop process).

Taken together, these steps will enable us to identify an intervention approach, informed by
young women themselves as well as a panel of experts, that could be developed/adapted as
needed and evaluated through a feasibility trial in community settings.

5. STUDY SETTING
We will recruit participants via post-16 education settings and stakeholders will be contacted
in their professional roles. Both focus groups and the stakeholder workshop will be
undertaken remotely to allow us to effectively draw together participants and stakeholders,
respectively, with minimal burden and budget. We will use Zoom given advantages in cost-
effectiveness, ease of use, security, and flexibility to varied needs.

6. SAMPLE AND RECRUITMENT
6.1. Eligibility criteria
6.1.1. Inclusion criteria

Our target population for the main strand, the focus groups, is diverse young women aged
16 to 18 years across England. We focus on young women generally, rather than those with
direct lived experience of mental health difficulties. The project focuses on their perspectives
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of contributing factors to psychological distress among their population as a wider group,
rather than asking them to reflect on personal challenges they themselves have faced. We
have three inclusion criteria:

a) Women: the study focuses on the perspectives of young women and so it is critical
that our participants identify as such. We seek to be gender inclusive in our
conceptualisation of “women”, viewing gender as a continuum and including those
who consider themselves to be, for instance, fluid, non-conforming, or trans women,
and recruitment materials have been designed to appeal to varied young women in
this respect both in visual images used and the wording offered.

b) Aged 16-18: We focus on perceptions relating to adolescence, defined by the World
Health Organization (13) as the period from 10 to 19 years, given that evidence of
increased distress spans this stage, and will engage with young women in post-16
education (aged 16 to 18) in England. This older group will be able to reflect on their
own and others’ experiences across their adolescent years, drawing on a fuller range
of experience those in the earlier stages of adolescence could, and are likely to
possess greater cognitive capacity for introspection and critical reflection, and greater
understanding of complex societal issues (14). Notably rates of distress and related
disorders are also highest in this older developmental stage (4).

c) Currently based in England: We will focus on perceptions among young women in
England rather than across wider nations in the UK, as subtle national differences
may play a role in experience around both gender and mental health (e.g. in
education systems, relevant laws, cultural and religious influences).

No inclusion criteria are set for stakeholders, as this is more fluidly approached in identifying
individuals who are able to provide professional expertise on this topic.

6.1.2. Exclusion criteria

In line with our inclusion criteria, our only exclusion criteria are a) not identifying as a woman;
b) being outside of the age range specified; or ¢) not currently being based in England.
There are no wider exclusion criteria set for focus groups or the stakeholder workshop.

6.2. Sampling
6.2.1. Size of sample

We aim to engage approximately 40-45 participants, spread across eight focus groups. We
have opted for a moderately sized sample for focus group research (45), as our focus group
approach offers breadth in topics covered via our ecological systems approach but is highly
specific and explores an issue of personal importance, meaning we anticipate a reasonable
level of depth and breadth in the data. We aim to have five to six participants at each focus
group, but we will arrange for up to seven individuals in case of dropout/nonattendance,
which is a common issue in focus group research (32). Thus, in the event that all individuals
attend their focus group session we would expect a maximum possible sample of 56
participants.

6.2.2. Sampling technique

We will sample purposively for the study, in order to engage participants that meet the
inclusion criteria and can thus effectively help to address the study research questions. We
are engaging participants via post-16 education settings and youth organisations. Alongside
this, in line with NIHR’s INCLUDE guidance (46), we are drawing on maximum variation
sampling principles and techniques to ensure a diverse sample, with participants from varied
backgrounds. This approach is implemented in recognition of the varied characteristics and
experiences of young women in England, and in line with our use of ecological systems
theory recognising that individuals each experience their own unique ecological system
variant. This includes seeking to ensure that focus groups include participants from a range
of regions and education settings, who vary in age across the 16-18 target age group, and
individuals with varied backgrounds in terms of ethnic group, socioeconomic status, and
sexual orientation.
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For the stakeholder workshop, we will identify a range of stakeholders that we think may
have particular interest and expertise in this area. We will initially identify 15 stakeholders
with a general alignment with the topic as a whole (e.g. public health professionals,
policymakers, funding bodies, academics) and once focus groups are complete and we have
a fuller understanding of the points to explore, we may invite more specialist stakeholders in
line with the actions put forth by participants (e.g. headteachers if some kind of school-based
approach in a given area appears a commonly identified action in focus groups).

6.2. Recruitment
6.3.1. Sample identification

We will recruit through adverts, via post-16 education settings (e.qg. sixth forms, further
education colleges, vocational training centres) and youth organisations in England.
Education/training is now compulsory for young people until age 18 in England, aiding us in
reaching young women across varied contexts, and we have a range of connections across
various English education networks. Given the relatively small sample size to be engaged,
we will engage in this process through a select number of organisations, reaching out in the
first instance via networks (e.g. Schools in Mind, National Association of Colleges) to ask
interested settings to let us know if they would like to advertise the study to some of their
students; we previously have had success engaging via networks, but if this does not prove
fruitful in the first instance, we will put out a call for organisations via social media (Twitter
and LinkedIn). We will select a range of varied setting types across different regions in
England and share a recruitment advert with them, asking them to share the advert with a
small number (5-10) of diverse young women aged 16 to 18 in their organisation.

Adverts will link to a Qualtrics website with a project summary, participant information, and
introductory video with the lead researcher (Jefferson) and young co-researchers (Nanda
and Lam). Individuals will express interest here, and we will ask them to provide brief
demographic information, namely age, ethnic group, socioeconomic status (using free
school meal eligibility as a brief proxy), and sexual orientation, given evidence that young
women’s status across these demographics can influence day-to-day experiences and risk
of mental health difficulties, including distress (47-50), and geographic region to ensure a
spread of participants across England.

We will then identify and invite a diverse sample from this wider possible pool of participants,
seeking representation of women from diverse backgrounds across and within our focus
groups. We are seeking to recruit up to 150 interested individuals in this first stage, in order
to allow us to identify a diverse sample and ensure representation of varied voices in focus
groups. Those not invited to take part will be provided with a flyer noting alternative
organisations that they could get involved with to contribute to discussions around mental
health and similar youth issues (e.g. the iWill campaign). Should invited individuals not
respond to our invitation or drop out of the study (common issues in focus group research)
we can then draw on the wider set of interested individuals to avoid sample size issues.

Both to incentivise participation and to acknowledge the contribution participants offer to the
project, all participants in focus groups will receive a £20 digital shopping voucher to thank
them for their contribution to the project, as well as a digital “Active Citizenship” certificate,
consistent with guidance (51).

For the stakeholder workshop, we will identify a range of stakeholders that we think may
have particular interest and expertise in this area. We will initially identify 15 stakeholders
with a general alignment with the topic as a whole (e.g. public health professionals,
policymakers, funding bodies, academics) and once focus groups are complete and we have
a fuller understanding of the points to explore, we may invite more specialist stakeholders in
line with the actions put forth by participants (e.g. headteachers if some kind of school-based
approach in a given area appears a commonly identified action in focus groups).
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For stakeholders, our team will collectively identify and agree on a set of individuals that we
think would be helpful to engage for the workshop. We will write to individuals we identify as,
explaining key details about the study and providing a link to an information sheet.

6.3.2. Consent

Participants in focus groups will all be over the age of 16 years and thus able to consent for
themselves. We note two consent stages relating to our focus group participants; first,
individuals who initially express interest will all be asked to provide opt-in consent when they
provide demographic information about themselves, regardless of whether they are then
invited to take part in the main focus group stage. For those invited to take part, participants
will be asked to complete a second online consent form via Qualtrics as part of confirmation
they intend to attend the session they are invited to. We will then also ask for verbal
confirmation of consent at the start of the focus group session. We will ensure that young
women taking part are clearly informed at all stages and have opportunities for questions.
This includes providing key information at various stages and in various means of
communication, including participant information sheets, videos outlining key information,
and reiterating key points at the start of focus groups., and we will take opt-in consent at the
start of the focus group via a survey once any questions are addressed and researchers
have reiterated key information and confirmed understanding. We will negotiate consent
actively during the focus group, with researchers being attentive to indication of
disengagement or discomfort during the focus group process, and we note that participants
can stop taking part at any point without giving a reason. Individuals who begin taking part
but change their mind will still be provided with a certificate and voucher.

For the stakeholder workshop, we will ask stakeholders to provide opt-in consent. When we
identify and invite identified stakeholders, we will direct them to a participant information
providing key information about taking part, and ask them to sign an online consent form
confirming they understand what participation entails and are happy to take part. At the
beginning of the workshop we will reiterate key information, provide opportunity for any final
guestions, and ask for final verbal confirmation of consent to proceed with the workshop.

7. ETHICAL AND REGULATORY CONSIDERATIONS

7.1. Assessment and management of risk
At the start of each focus group, we will collectively explore and agree on a set of ground
rules to support a safe space within discussions, including to set expectations around
confidentiality and reiterate that participants are not expected to share any experiences that
are deeply personal or that may be upsetting.

We will signpost to relevant services at the end of the focus group and in a follow-up email
check-in within one day after focus groups. Focus group training will involve clear discussion
with researchers leading focus groups on monitoring engagement and reactions throughout
discussion. We have developed a clear distress and safeguarding protocol, which outlines
steps to follow should anyone become upset (going into a breakout room with the participant
to check in and agree on next steps to either return to discussion when they are able or end
their participation, and sharing signposting information at this stage) or indicate risk of
serious harm (in which case we would contact their Emergency Contact provided during
sign-up, the safeguarding lead at their education setting, or the police, depending on the
nature of the disclosure).

Our focus group training for the research assistant and the co-researchers, who are leading
the focus groups, will include detailed discussion and coverage of ethical procedures, and
these members will also complete the University child protection training. Demkowicz will
support and advise closely, with a debrief after each focus group to ensure ethical
procedures are thoroughly followed and support responsiveness to any emergent
considerations over the course of the project. Dr. Jefferson, the research assistant identified
for the project, is experienced in ethical procedures and considerations, including in the
context of online focus groups with young people on sensitive topics, having previously

16



Young women’s perspectives on rates of psychological distress (NIHR135295; Demkowicz et al.)]
Version 0.3, 12/03/2022

served as a postdoctoral researcher on a project with similar data generation methods. Dr.
Jefferson and the co-researchers will all be DBS checked.

Regarding researcher safety, researchers will not be engaging in lone working at any point
during data generation given the use of online focus groups. However, we have a policy for
working outside of business hours which provides contact information for Demkowicz,
Jefferson, and Neill in case of any issues. Demkowicz and Neill will be aware of the dates
and times of focus groups and will engage in a debrief afterwards to check in and provide
support as needed. The young co-researchers will be sensitively supported throughout the
research process with regard to their emotional safety and wellbeing, particularly by Neill,
Demkowicz, and Jefferson.

We anticipate less risk for the stakeholder workshop, however we note that we will ensure
that discussion here stays focused on professional topics and guide stakeholders away from
discussion of more personal elements of this area, and will similarly monitor engagement
throughout in case of any difficulties.

7.2 Research Ethics Committee (REC) and other regulatory review and reports
Ethical approval will be sought via The University of Manchester before the commencement
of the research, and we will follow all ethical guidance and policies set out by this institute.
This relates to our study protocol, informed consent forms, and all other relevant documents
(e.g. distress and safeguarding policy, adverts, data generation documents, etc.).

Should the team identify a need for any amendments, these will be communicated in writing
to NIHR, the full team, and submitted via The University of Manchester’s ethics committee
system for approval before implementation. We will clearly label versions for version control
on protocols and documents as required. This includes updating this protocol document.

As the study does not relate to NHS practices and does not ask individuals to engage in any
engagement within an organisation, no other regulatory reviews are required.

7.3. Peer review
The study underwent expert review as part of the funding process, and suggested
amendments to the design have been made through this process and approved by the
funder. The current protocol is also subject to review by the funder.

7.4. Patient and public involvement
We held a youth advisory discussion with seven diverse young women aged 19-22 years in
developing the design of the study at the application stage. We explored key concepts and
design consideration and approaches, which has informed the shaping of the study in
various ways (e.g. considerations around recruitment and maximum variation sampling,
creating a safe space for discussion within focus groups, approaches to exploring key topics
and language in focus groups).

The study is co-produced with two young people (Pratyasha Nanda and Joanna Lam), who
will act as co-researchers across the project and were hired upon confirmation of funding as
Project Workers at Common Room UK. Nanda and Lam will be closely involved in decisions
and processes at each stage of the project, with training and support, including our ethics
application, recruitment, data generation, analysis, and dissemination.

7.5. Protocol compliance
We will endeavour throughout to comply with this protocol and make any amendments in
advance if needed. Any accidental deviation from the protocol will be documented and
reported to the Cl and Sponsor and this will be actively monitored to avoid persistent or
excessive deviation that breaches our contract.

7.6. Data protection and confidentiality
Regarding data protection, we will keep all data confidential and securely stored on The
University of Manchester's Secure Research Data Storage system, in line with current
research governance and data protection regulations. Only members of the research team
who require access to data will be able to access the storage system (e.g. for data

17



Young women’s perspectives on rates of psychological distress (NIHR135295; Demkowicz et al.)]
Version 0.3, 12/03/2022

management purposes, for reviewing information to aid recruitment and participation
processes, and for analysis purposes), namely Demkowicz, Foulkes, Jefferson, Nanda, and
Lam.We will anonymise data using a random code and pseudonym for each participant,
using a participant key stored separately from data to be able to link this information to an
individual if required (e.g. upon a data request by a participant or complaint). We will
anonymise data in transcription, in line with good practice, including possible identifying
information such as the names of people or places mentioned by our participants. In
reporting on findings will be sensitive to ensuring any quotes shared cannot be linked back
to an individual participant.

Audio data will be deleted at the end of the project in August 2022. All other data will be
securely stored for five years, and then deleted. The Data Custodian is The University of
Manchester.

7.7. Indemnity
The University of Manchester as Research Sponsor indemnifies its staff, research
participants and research protocols with both public liability insurance and
clinical trials insurance. These policies include provision for indemnity in the
event of a successful litigious claim for proven non—negligent harm.
7.8. Access to the final study dataset

Only members of the study team will have access to the full dataset, given the sensitivity of
discussion.

8. DISSEMINATION POLICY

8.1. Dissemination policy
At the end of the study, we will produce a final project report for the funder,
including anonymised quotes to support interpretations, which will be available as
open access via NIHR’ s website. We will also produce a short evidence briefing to
share with our participants and to a wider audience to aid circulation of key
findings among stakeholders and the public. NIHR will be acknowledged within any
study publications. We will work with our policy engagement institute,
Policy@Manchester, to create a briefing for policymakers and commissioners and seek
Foulkes’ considerable experience here. Finally, we will publish findings in high-impact
academic journal articles and undertake presentations at professional and academic
conferences (seeking open access and conference fees institutionally).

The full team will contribute to dissemination and outputs, and actively monitor impact work
and if needed apply for additional light-touch impact funding beyond the project end. Any
further plans within the research team to explore publishing from the data will be
discussed and agreed with Demkowicz as CI.

8.2 Authorship eligibility guidelines
All project team members will be granted authorship on the final study report and will read
and contribute to the development of drafts of this document. Wider dissemination (e.g. in
academic articles) will then be negotiated actively through ongoing discussion and
agreement, with all members of the team invited to be involved in any piece should they wish
to and have capacity to offer a substantive contribution to each piece.
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