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Abstract

Objectives Treatments for patients diagnosed with psychosis need to be improved. Clinical trials are an important
way of assessing the efficacy of new treatments. However, recruiting patients into trials is challenging. This study
sought to better understand the reasons for this from the perspective of research assistants.

Design A qualitative study underpinned by a critical realist ontology and contextualist epistemology.

Methods Research assistants who had recruited patients with psychosis into trials, primarily of psychological inter-
ventions, were interviewed. Reflexive thematic analysis was used to identify themes.

Results Overarching themes representing four types of factors influencing recruitment of patients with psychosis
into clinical trials were generated: patient, clinical team, research team, and NHS infrastructure. Patients largely wished
to take part in trials but needed time to build trust with research assistants. Clinical teams held the power in sug-
gesting patients for trials; therefore, it was essential for research teams to build strong relationships with clinical staff.
Research teams recruiting into trials benefited from lived experience expertise, support systems, and institutional
knowledge. A key NHS infrastructure factor was that mental health staff had limited time to consider trials for their
patients.

Conclusions Trial participation needs to be made more accessible to patients with psychosis, who often want to take
part but lack opportunities. Methods of increasing accessibility could include identifying and addressing barriers

to referral from clinical teams, employing multiple recruitment strategies, and flexible appointment formats. Qualita-
tive research with clinical teams and patients will also help in developing the understanding of barriers to recruitment.
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Background
Psychosis is typically associated with distress, social
exclusion and difficulties studying, working and main-
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for too many patients [4, 5]. Finding new interventions
which work and are safe is therefore crucial.

Clinical trials are the most robust way of testing the
effectiveness of new interventions [6]. However, recruit-
ing participants is a challenge [7]; a recent 2022 review of
publicly funded UK trials has found that nearly 40% fail
to recruit to target [8]. Ineffective recruitment can result
in higher costs, a longer duration, and reduced staff
morale [9], as well as inconclusive results due to insuf-
ficient statistical power [10] and limited generalisabil-
ity [11]. Trials in secondary care mental health settings
face additional complexities: stigma surrounding mental
health conditions can deter patients from participating
[12], patients’ capacity to consent can fluctuate [13], and
trial teams typically rely on clinical teams to refer suitable
patients [14].

The small number of studies on the recruitment of
patients with psychosis into trials has primarily been
studies within trials (SWATs). These have explored the
experiences of research and/or clinical staff recruiting
into one specific trial. The main barrier that has been
identified by these designs is that clinical teams do not
always refer patients. Reasons for this include clinicians
lacking time [15-17]; fearing that trial participation
could cause patients distress [15, 18, 19]; applying addi-
tional eligibility criteria beyond those specified in the
trial protocol, for example, patients needing to be well
engaged with services or likely to adhere to the interven-
tion [15-18]; and limited opportunities for clinical and
research teams to liaise [15, 16]. Facilitators to recruiting
patients with psychosis into trials that have been identi-
fied include research teams actively maintaining good
relationships with clinical teams [15, 17-19]; research-
ers employing soft skills such as flexibility, persistence
and professionalism [15]; and clinicians having a positive
view of the intervention [16, 18].

Studies on the perspective of patients are very limited,
although one study explored the views of cannabis users
with first episode psychosis (FEP) on the barriers and
facilitators to participation in a randomised controlled
trial (RCT) for substance abuse [20]. Facilitators were
personal benefits (access to therapy, greater self-knowl-
edge, social contact with researchers), helping others, the
assurance of confidentiality, and encouragement from
significant others. Barriers were related to the research
procedures and included the difficulty and length of
assessments, and finding discussing past experiences
distressing.

The primary recruiters into clinical trials are research
assistants (RAs). The research assistant role is usu-
ally a fixed-term graduate entry position that is junior
within a research team and linked to a particular study.
Key responsibilities typically include recruiting and
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consenting participants, liaising with clinical teams,
administering assessments, data entry, and administra-
tive duties. RAs are therefore particularly well placed to
describe the difficulties encountered during recruitment
and suggest ways of potentially improving recruitment
practices. This study aims to add to existing research on
recruiting patients with psychosis into clinical trials by
establishing an understanding of the barriers and facili-
tators from the perspective of RAs employed on recent
randomised controlled trials.

Methods

Design

A qualitative design was used to conduct an in-depth
exploration of RAs’ experiences of recruiting patients
with psychosis into clinical trials. The study adopted a
critical realist ontological position [21] and a contextual
epistemology [22] with RAs perceived as interpreters of
the realities of trial recruitment within the local context
of the trial(s) they had worked on and the wider context
of the NHS. As the aim was to explore the RAs’ perspec-
tives, the study took an experiential orientation, accept-
ing rather than challenging their accounts.

Procedure

Participants were recruited by circulating a flyer adver-
tising the study through the researchers’ networks. Trial
coordinators and Pls (principal investigators) work-
ing on psychosis trials across the UK and known to the
researchers were asked to share the flyer with any poten-
tially suitable current or former colleagues. The trial
coordinators and PIs were known to have worked on tri-
als testing a range of interventions and to have recruited
both remotely and in person, meaning that there would
be a variety in recruitment experiences.

The first author responded to those who expressed
interest in taking part in the study. Prospective par-
ticipants were given at least 24 h to read the partici-
pant information sheet (PIS). The PIS described the first
author’s background in trial coordination and interest in
improving trial recruitment, explained that the study was
being conducted as part of a Master’s degree in Clinical
Research at the University of Manchester, and detailed
what taking part would involve. A remote interview was
arranged with those who agreed to participate and met
the inclusion criteria.

Inclusion criteria were: aged 18 years or above; works
or has previously worked as a research assistant or in
an equivalent role; recruited participants with psychosis
into at least one clinical trial in the last three years; able
to take part in a remote interview in English about their
experiences of trial recruitment and be located in the UK
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at the time of the interview; and willing and able to give
informed consent for participation in the study.

The planned sample size was based on the principle of
‘information power’ [23]. The sample size was reviewed
during the study, and recruitment stopped at 15 par-
ticipants as the sample was judged to possess sufficient
explanatory power to answer the research question.

Data were collected by semi-structured interview as
this is suitable for exploring participants’ accounts of
phenomena in detail. The first author, who had training
in and experience of qualitative interviewing, conducted
the interviews. The interviews were informed by a topic
guide, which covered the RA’s background in recruit-
ing patients with psychosis into clinical trials, recruit-
ment processes they had followed, liaison with clinical
teams and patients, recruitment challenges, and ways of
improving recruitment (see supplementary materials).
The topic guide was tested for clarity with the first two
participants, and minor changes were made to the order
of topics as indicated. Participants were also given the
opportunity to raise issues of importance to them.

The interviews took place remotely between February
and May 2022 with each participant interviewed once.
The interviewer was located at home or in a private office
with no one else present. Before the interview began, ver-
bal informed consent was obtained. Basic demographic
information and summary details of the RA’s experience
recruiting participants with psychosis into trials were col-
lected for each RA via a form. The interviews were audio
recorded using an encrypted Dictaphone. The researcher
took notes during the interviews and recorded reflec-
tions afterwards in a reflexive journal. The recordings
were transcribed verbatim by a professional transcription
company. The transcripts were checked for accuracy and
de-identified.

Positionality statement

The first author, who conducted the interviews, is female
and her ethnicity is White British. She has a degree in
Psychology and works as a trial coordinator in a clinical
psychology research team with a strong patient-centred
ethos. Prior to conducting this study, she worked on two
clinical trials that did not recruit to target, which pro-
voked her interest in researching trial recruitment.

Data analysis

Data were analysed by hand and with NVivo 1 using
reflexive thematic analysis (TA) [22]. Reflexive TA entails
the identification of themes (recurring concepts or
ideas) in the data and emphasises the active role of the
researcher in interpreting them. The researcher’s ability
to recognise how their personal and professional expe-
riences, views, and values inform the conduct of the
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research and the relationship between researcher and
participant is a strength in reflexive TA [22].

Data analysis began after the first few interviews so
early themes identified could be followed up in subse-
quent interviews. The first author was the only coder,
consistent with reflexive TA’s foregrounding of subjectiv-
ity [22]. The analysis followed the six-phase procedure
outlined by Braun and Clarke [22]: building familiar-
ity with the data by checking the transcripts against the
recordings and reading the transcripts repeatedly; coding
each transcript by highlighting content relevant to the
research question; grouping codes with a shared meaning
together to begin to form themes; comparing the themes
to the transcripts to ensure credibility and elaborating
and rejecting themes as necessary; clarifying and naming
the themes; writing the report.

One thousand five hundred sixteen references were
coded. These initial codes were organised into 22 themes
by gathering together those which shared a common
idea. The themes were reconceptualised and relabelled
to make them more inclusive and coherent, reduc-
ing the number to the four themes and 10 sub-themes
reported. As the analysis progressed, it became appar-
ent that the barrier/facilitator binary originally envisaged
was a reductive framework, so the focus was broadened
to considering the factors influencing the recruitment
of patients with psychosis into clinical trials instead. In
order to enhance the credibility and dependability of the
analysis [24], another researcher reviewed coding sam-
ples. This helped to foster reflexivity and identify any
oversights; for example, a question about the emotional
aspects of trial recruitment was added following the
coding review. The construction and interpretation of
the themes was discussed and refined with the supervi-
sory team during regular supervision sessions. Further
details on how methodological rigour was considered are
included in the supplementary materials.

Ethical considerations

Because RAs were recruited via the researchers’ per-
sonal networks and the first author is a trial coordinator
in a clinical research team carrying out trials involving
patients with psychosis, some interviewees were already
known to the researcher professionally. To ensure current
colleagues or former supervisees did not feel under pres-
sure to agree to take part in the study, it was emphasised
to all potential participants that they had the freedom to
decide whether to participate and if they did agree to take
part, that they could change their mind. A distress proto-
col based on Draucker et al’s [25] template for interviews
on sensitive topics was in place in case of participant dis-
tress. Participants were reassured that their data would



Beckley et al. Trials (2025) 26:180

Table 1 Participant characteristics (N=15)

Demographic characteristic No. of
research
assistants

Age (years)

20-24 4

25-29

30-34 2
Gender

Female 12

Male 2

Non-binary 1
Ethnicity

White British 12

White Scottish 1

Pakistani 1

Pakistani British 1

Length of time in recruiting role

< 1year 8

> 1 year 7

No. trials recruited patients with psychosis into

1 9
2 2
3 2
>4 2

be kept confidential, except in the case of a disclosure of
professional misconduct.

Results

Participant characteristics

Of the 19 individuals who expressed an interest in partic-
ipating, three did not meet the inclusion criteria regard-
ing recruitment experience and one who was eligible
ceased to respond to communications. The remaining 15
were interviewed. Participant characteristics are shown
in Table 1.

All participants had recruited patients with psycho-
sis into randomised controlled trials (RCTs) of psycho-
logical interventions. In addition, one participant had
recruited into RCTs of other nonpharmacological inter-
ventions and two into RCTs involving pharmacological

Table 2 Themes and sub-themes
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interventions. 10 had recruited remotely, either exclu-
sively or in addition to face-to-face.
Interviews lasted between 33 and 75 min.

Themes

Overarching themes representing four types of factors
were generated by the thematic analysis: patient, clini-
cal team, research team, and NHS infrastructure, as
shown in Table 2. These themes capture the key agents
in the recruitment process (patients, clinical teams, and
research teams) and the wider context (NHS infrastruc-
ture) in which they exist.

Theme 1: Patient factors

There were two sub-themes related to patients: wanting
to take part in trials and needing to trust RAs in order
to feel comfortable participating.

Wanting to take part RAs reported that patients were
typically positive about the prospect of clinical trial par-
ticipation. Once the RA had reached the stage of making
direct contact with the patient, the rest of the recruit-
ment process tended to proceed without difficulty:

Most people [...] I think, quite wanted to take part
but I think it was the referral numbers from clini-
cians that was tricky to get. (Interview 5)

RAs reported that patients were primarily motivated
to participate by the opportunity to access effective psy-
chological support, which was not otherwise readily
available:

[1]t was just this desperation of trying to find some-
thing that would work and being really willing to
try anything if it helped. [...] a lot of people really
struggle with medication and psychosis, so the idea
of finding more effective psychological therapies
as well was something that a lot of people kind of
wanted to get involved with. (Interview 6)

Due to long waiting lists in services, trial participa-
tion also provided an opportunity to access such support
faster:

Themes Sub-themes

Patient factors Wanting to take part

Research team factors Lived experience expertise
Clinical team factors Holding the power

NHS infrastructure factors Systemic issues

Support system
Judging suitability

Building trust
Institutional knowledge
Relationships are the crux
Alternative recruitment pathways
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[T]he wait lists for therapy are long. And to be told
that you might be able to be seen earlier, even if
you're not seen earlier, youd still be paid if you take
part in assessments, I think people were happy just
to be able to receive support at an earlier stage.
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Time and patience were needed to successfully estab-

lish trust:

I think that going too fast can cause too many... 1

(Interview 15)

Despite there being a widespread assumption amongst
the RAs that the possibility of randomisation to the con-
trol arm would deter patients from participating and
clinicians also articulating worries to this effect, as the
above quotation indicates, patients were often accepting
of the uncertainty. RAs reported that sometimes patients
felt that there were sufficient other benefits beyond the
possibility of receiving the intervention to justify trial

participation:

think it can, for some people it can be a rupture at
the very start and you need to be able to build that
trust so that people know what’s going on, who you
are, why you're doing it. (Interview 15)

Learning about the individual patient’s preferences and
accommodating them helped to foster feelings of safety:

[H]aving that flexibility to meet them [patients] in
their home, which might make them feel more safe.
But also with some people like not assuming that.
[...] your going to their home might, might feel quite
unsafe for them, so then meeting [...] at their base

I think some people didn'’t really mind the treatment
as usual group cause they were like, oh well, regard-
less, I'm still meeting with someone, I'm doing question-

where they go for their normal clinical meetings
with their care team, might feel safer. (Interview 5)

naires and getting some money out of it. (Interview 12)

For other patients, randomisation was simply not of

particular concern:

Attending joint appointments with care coordinators
was a way to build trust with patients for many of the
RAs:

I think it was almost like they didn’t really care, if
that’s like the nicest way to put it? They were just
like, ‘yeah, I'm helping out, I could get therapy, or I
could not! (Interview 11)

The desire to ‘help’ was noted by many RAs, and altru-

[I]t was just having them [the care co-ordinator]
there, cause it’s a friendly face. [...] I know trust can
be like a big deal in like psychosis, so it’s like, ‘okay,
they’re there, I trust them’ It helps kind of know-
ing you can trust the other person at the same time
(Interview 1)

istic motivations were for some patients the main driver

for participation:

[A] lot of the time participants were really happy
to be part of something sort of wider and something
that was going to contribute to helping people whod

experienced things like them... (Interview 7)

Building trust Patients with psychosis can experience
paranoia and find it difficult to feel safe around others. The
RAs needed to work to establish a sense of trust with each

patient for them to be willing to participate in the trial:

In contrast, one RA felt that for patients from ethnic
minority backgrounds, their relationship with their care
coordinator could have contributed to their difficulties
trusting others:

[H]aving experienced racism from care coordinators,
so why would they [patients] then want to engage
with a care coordinator to get referral to a trial, or
why would they trust a psychologist or a research
assistant, or assistant psychologist [...] to speak to
them about their experiences in that baseline assess-
ment, you know? It just takes, I think, more time and

[T]he main one [challenge] probably would be
building trust with people, because I guess some
of the symptoms are sort of, you know, being sus-
picious of others, or fear of judgement, or fear of,
you know, I guess, embarrassing yourself. [...]  was
very aware that I needed to build those relation-

effort to reassure those people and build that con-
nection with groups that, for so long, have just had
bad experiences with clinical services. (Interview 13)

For the RAs who had recruited both face-to-face and

ships with people, for them to engage throughout

the trial. (Interview 9)

remotely during the COVID-19 pandemic, the latter was
typically viewed as inferior, as interacting online or over
the phone made establishing a rapport with both clini-
cians and patients more difficult. One RA stated:
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I think the nature of psychosis and being mistrust-
ful of others and paranoid and unsure of people’s
intentions, I'm essentially just the voice at the end
of a phone that this person’s meant to like trust that
you're legitimate. (Interview 8)

However, one RA felt there was little difference
between the two methods:

from my personal experience of it having been
remote, I didn’t really think there were too many
issues, or that the people I did recruit in person
wasn’t any easier [a] process than someone remote.
(Interview 9)

Others had a positive view of remote recruitment. One
RA saw being able to offer patients appointments in dif-
ferent formats—on the phone, video call, face-to-face—
as an opportunity to empower participants and put them
at ease:

I think participants really liked having all those
choices and I think it made them feel like they had
a sense of control over their own participation...
(Interview 4)

Another RA thought that remote recruitment felt more
comfortable for participants who were anxious about
leaving the house and social interaction:

I think some people found it easier because they were
worried about going outside and meeting others, and
being over the phone they didn’t have to do that, they
just had to pick up the phone and chat to someone.
(Interview 7)

Theme 2: Research team factors

There were three sub-themes relating to research teams:
the value of lived experience; support systems; and insti-
tutional knowledge.

Lived experience expertise 'The RAs described how their
research teams incorporated the insights of people with
lived experience of psychosis into their recruitment strat-
egies to ensure they reflected patients’ needs and pref-
erences. One RA described how having research team
members with lived experience benefitted patients, other
research team members, and the research itself:

[T]he participants you're working with really want
to have someone that understands. And I think sort
of having a team that have people that understand
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in the team was so helpful for like group discus-
sions and also just like [...] if you just needed to talk
to someone, and like share that you were struggling
with something, they would be really helpful. But I
think as well, it’s just like to frame the research right,
to make sure that what you're asking and doing is
not, it’s just yeah in line with them, it's not going to
like offend anyone, and you're getting at the right
problems as well. (Interview 11)

The involvement of people with lived experience was
also perceived as enhancing the appeal of the trial to clin-
ical teams and thus increasing referrals by a number of
RAs, for example:

1 think when people had heard that people with lived
experience had been involved in developing the pro-
ject and thinking about this [...] that kind of made
people more excited about it and a bit more willing.
(Interview 12)

Support system RAs described finding trial recruitment
emotionally and practically challenging and relied on
support from their research team to manage these chal-
lenges. One RA described the sense of solidarity in their
team:

1 think the thing for me that made it possible was
being in a really supportive team. So, like other
research assistants and clinical psychologists and
researchers in the team that I was based in, like that
being a really important support system and work-
ing together effectively to recruit (Interview 5)

Supervision from more senior team members and shar-
ing experiences with other research assistants who were
able to empathise were highlighted as particularly benefi-
cial when dealing with difficulties:

[1]t [supervision with clinical psychologist] does help
you like put into perspective again, like why some-
one’s not turned up, or like what'’s going on for some-
body [...]. So, I think it definitely helps you to let out
your frustrations and then think kind of compas-
sionately towards a person... (Interview 8)

Institutional knowledge RAs are typically only in their
role for a relatively brief period of time, with staff often
changing during the course of a trial. For this reason,
being able to access institutional knowledge—skills, expe-
riences, and expertise acquired by predecessors and other
team members—about recruitment was useful. Some-
times this knowledge might be trial-specific and passed
on by a particular individual, as described by one RA:
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I came in halfway through the trial though because I
was taking over from someone who had already been
in the trial for a year. So I think they gave me this
huge folder of techniques and scripts and [....] things
that theyd already discovered were helpful. So I had
kind of a good sort of foundation... (Interview 6)

In other cases, recruitment strategies were based on
learning acquired during other studies, which was part of
the team’s collective memory, as for another RA:

I would say it's mainly things that they've [the
research team] found that have worked before, based
on previous studies... (Interview 10)

Research teams being part of the local research cul-
ture of their organisation and attuned to what other tri-
als are recruiting afforded opportunities to recruit more
effectively:

I think it’s leeching off other trials that are around
us and have those connections, so that was really
helpful in starting us up because we were running
alongside a quite prominent research trial that had
a lot of connections in the teams [...] And the teams
would already be quite aware of that trial and how,
you know, randomised controlled trials work, which
was absolutely brilliant for us because then we
wouldn’t be having to explain exactly how research
works... (Interview 3)

Theme 3: Clinical team factors

There were three sub-themes related to clinical teams:
holding the power; judging suitability; and relationships
are the crux.

Holding the power Although patients may be keen to
take part in clinical trials (theme 1), the first step is for
them to be referred to the trial by their clinical team. The
RAs perceived the attitudes and behaviours of clinical
teams as determining whether trials recruited success-
fully or not. Some teams were ‘research minded’ (as a
number of the RAs put it); valuing research and facilitat-
ing it. Often, teams saw that referring patients could have
benefits for them, as described here:

[GJenerally, I think, like team managers were really
sort of on board and thought it was a really good
thing, and I think when they framed it more as, ‘this
could be really helpful towards like what we can
send someone to do, you know, refer someone |[...]
and then that might help with the waitlist’ (Inter-
view 11)
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However, this was not always the case. Many of the
RAs shared the view that:

[T]he main barrier [to recruitment] is that some
service users are being told, ‘there’s this, and some
aren'’t. And it’s about sort of making sure it’s not the
case and that everyone is told who wants to be told
about research and given that chance (Interview 10)

One RA described some trials where recruitment had
been particularly difficult because the inclusion criteria
included symptoms or experiences (in addition to psycho-
sis) that clinical teams did not routinely ask patients about:

So they didn’t know, and then that meant that they
couldn’t refer people to the trial and that then meant
that the trial under-recruited. (Interview 13)

Referring patients was also perceived by clinical teams
as additional work that was not a good use of their lim-
ited time:

[S]ome teams may view it as, oh, this is a burden,
like we don’t have time for this. You know, service
user might not want to take part, we’re not giving
them the choice! (Interview 14)

In response to this reluctance, RAs saw themselves as
using ‘sales skills’ to facilitate buy-in from clinical teams
and generate referrals. One RA described this:

[1]t’s holding that excitement for everyone and really
trying to deliver that bit, because people get excited
with you. When its almost like, oh, this is a big
favour and I'm asking you to do this, that’s not so
exciting. Whereas if it’s sort of that this could really
be life changing and this could be an amazing new
treatment, [...] that’s where people kind of really
want to get involved. (Interview 6)

Another RA described how they promoted the trial,
giving merchandise to clinical teams to keep the trial at
the forefront of clinicians’ minds:

[W]e took in sort of promo materials, we took
t-shirts, pens, these sticky Post-It notes, and tried
to... and mugs [...] and make it so that, you know,
they [clinical teams] weren’t able to forget what we
were promoting. (Interview 9)

Judging suitability Whether a particular patient was
referred or not depended on whether their clinical
team judged them to be suitable. Determining patient
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eligibility for a trial was viewed as subjective and there-
fore not self-evident. As one RA put it:

[S]ome of the exclusion criteria are things that in
their nature not completely objective, and they
involve discussions with the team (Interview 2)

RAs reported that poor engagement with services, sub-
stance abuse, and the inability to leave the house were
commonly given as reasons for clinical teams not refer-
ring potential participants. However, these were typically
not included in the trial eligibility criteria and were often
difficulties that the research team were actually used to
dealing with:

[A] big thing that I did find come up quite a lot, was
that, like, ‘'oh, would this person be able to do it,
cause they don’t leave their home?’ and, ‘oh would
this person be able to do it, because they take drugs,
morning, afternoon and evening? And [...] then
we were like, ‘yeah, no, we can actually potentially
like look into that..! And theyd almost, clinicians
might have mentally sort of ruled a lot of people out
because of their difficulties... (Interview 11)

One RA described proactively asking clinicians why
they were not referring patients and then finding solu-
tions to the issues raised:

I find myself being quite assertive, like maybe saying,
like, ‘Oh do you have any concerns?’ or, ‘What would
put you off referring somebody?” You know, like,
‘Oh they're treatment resistant, and I'd say, ‘Well it
might not surprise you, like kind of, people in [trial
name redacted], there’s persistent distressing voices,
and like, prescribed antipsychotics. So most of our
caseload are on clozapine, so that absolutely would
not be an exclusion. In fact, would it be possible to
come along to your clozapine clinic?” And I suppose
like kind of, asking what the barriers are, and then
just formulating a bit, trying to find a facilitator, or
a negotiator, even. (Interview 14)

RAs observed patients who were engaging well with
services tended to be ‘selected’ for referral by clinicians:

I got a sense of care coordinators wanting to put
their best patients forward, like the ones that they
were really confident in, in terms of engagement,
yeah. Because it’s frustrating, because I felt like our
trial was applicable to a lot more people than were
put forward in the meetings. (Interview 4)
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This is particularly problematic as the symptoms of
psychosis can make engagement difficult and patients
who did not have a good relationship with their care
coordinator could have been unfairly excluded:

[A] lot of people who experience psychosis and are
paranoid of other people may sometimes have not
always had a great rapport with their care coordina-
tor because they might have been wary of them, they
might not have engaged much, and so potentially
there was a bit of bias there from the clinician side
of things in terms of who they had a better rapport
with maybe. (Interview 7)

Another issue identified by the RAs was that referrals
were influenced by clinicians’ personal views on what
kind of patient was suitable for a particular trial. One RA
noted a tendency for clinicians to refer young men into
a particular trial because the digital intervention was
thought to be particularly appealing to this group:

I think there was maybe stereotyping; maybe peo-
ple were more likely to ask young men, compared
to women [...]. Maybe they... seeing a young man
would, again like, trigger a thought in a clinician’s
mind to tell them about the study. (Interview 15)

Although on the whole unwritten eligibility criteria
were perceived by RAs as being applied spontaneously—
and unhelpfully—by clinicians, sometimes research
teams actively promoted a profile of the ‘ideal” participant
who would engage well. One RA said:

it's not a criteria of the trial, but it is something
that we would try and get across as if engagement
was good in terms of sort of taking part in a research
trial is what would be most ideal and beneficial.
So I think we sort of pushed that for them to think
about... (Interview 3)

Whilst practical considerations clearly need to be taken
into account, such an approach could discourage clinical
teams from referring eligible patients who are not well
engaged with services and thus reduce the representa-
tiveness of the sample.

Relationships are the crux There was a strong consen-
sus that because clinical teams are such powerful players
in trial recruitment, the key to successful trial recruit-
ment was for research teams to establish and maintain
positive relationships with individuals within clinical
teams. As one RA put it:
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It’s kind of people in positions of responsibility bear-
ing you and the study in mind in the context of a
really busy service. So having the team lead, a key
psychiatrist, a key clin psych [clinical psychologist],
if there’s a structure of the care coordination, hav-
ing a key care coordinator holding the study in mind,
giving regular little reminders, not just going to one
presentation at the beginning, but actually booking
them in monthly so that you're a face that they know.
And once you're a face that they know, much more
likely to come up to you and just say... (Interview 2)

RAs needed clinical teams to trust their professional-
ism in order to feel comfortable referring, which could be
facilitated by having researchers working within clinical
teams, as described here:

Something else that I think really helped with build-
ing that rapport was having a few people on our
trial site team who were also embedded in the clini-
cal teams because I think that really increased the
trust between the project and the clinical staff, [....]
I think that gave us a little more credibility poten-
tially. (Interview 7)

Pre-existing relationships research team members had
with clinical teams were also important. The PI's close
connection to a particular clinical team provided a fruitful
source of referrals for the trial one RA was recruiting into:

There’s a community mental health team where we
say we're almost honorary members of staff, cause
our head PI [principal investigator] like worked
there clinically for many years. So he has, like, quite
good relationships with them, so they’ll always give
the time of day, and theyve been like the highest
referrers... (Interview 14)

Theme 4: NHS infrastructure factors

Systemic issues RAs highlighted systemic issues affect-
ing the NHS as a whole which undermined trial recruit-
ment. They frequently acknowledged the strain the NHS
was under and the resulting lack of time available to clini-
cal teams to refer patients, for example:

[OJne of the big sort of barriers was around clini-
cians’ time to think about the study and refer to
the study and keep the study in mind. And I think
it’s quite difficult because all of that is understand-
able in the context of the work environment and the
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realities of working in the NHS. So it almost feels like
there needs to be change at a much higher level in
terms of [...] like people having, I guess, time for that
within their role, like to support research. [...] I guess
overall you need more... there needs to be more
funding (Interview 5)

As well as affecting numbers of referrals, systemic
issues were also seen as impacting which patients
received referrals. One RA had observed people from
minority ethnic backgrounds being excluded from the
opportunity to participate in trials due to marginalisation
by clinical services:

1 think white people are easier to recruit because of a
whole host of institutional barriers that are in place
for people with minority ethnic backgrounds [...]
Youre just massively under-recruiting for a whole
host of reasons because people from those back-
grounds just don’t have the same relationship with
their care coordinator. We looked, and pretty much
every single white person at one of the services had a
care coordinator [...] out of 300 and something peo-
ple at the service, there were 70 people that didn’t
have a care coordinator, and the majority of those
people were black people. (Interview 13)

Another RA recognised that researchers could be com-
plicit in the marginalisation of minority groups by focus-
ing recruitment efforts on clinical services:

[1]t’s easiest, as a research team, to go into already
established services. But one of the problems is that
already established services might not have minority
groups within them, so we're kind of just, we're feed-
ing into that cycle and we’re just contributing to the
problem. (Interview 15)

Alternative recruitment pathways Whilst recruitment
into trials involving patients with psychosis in the NHS
traditionally requires teams to refer patients under their
care, the RAs also described alternative pathways. These
included community outreach, research registers, working
with research delivery staff, including Clinical Research
Network (CRN) RAs or clinical studies officers (CSOs),
and self-referral. RAs viewed alternative recruitment path-
ways as a way of potentially improving the efficiency of
recruitment processes and accessibility to patients:

[I]t’s being able to then like make connections
with maybe more like ethnic minority commu-
nity groups [...] and maybe like generating more
diverse self-referrals that way... (Interview 8)
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[T]he research register is one that is quite effec-
tive because that is going towards the service user
directly. And it’s usually our clinical studies officers,
because they are like embedded within the research
units of like the NHS Trust, so part of like research
and delivery. And the CSOs usually have access to
their research registers, and then they can call the
service users directly because they have permission
to do that. And then they can tell them all the stud-
ies that they have available that might sort of be in
line with their sort of presenting difficulties or things
that they have going on. (Interview 10)

However, increased accessibility could also mean
increased work for research teams and more disap-
pointed patients when they learn they are ineligible:

[Y]ou can put it [a study advert] on like Facebook,
Twitter, whatever, but I think the only problem
with that is you do get people who'll want it, even
though they won’t meet the criteria, so it’s going to
give you a load of admin. (Interview 1)

One RA also described how CRN RAs could potentially
undermine, rather than enable, patient agency by making
decisions about the appropriateness of a particular study
for a patient, rather than allowing patients to make these
decisions themselves:

[T]hey [CRN RAs] were thinking about lots of
other projects so then it kind of enabled, for lack
of a better term, cherry-picking, for who would be
suitable for one trial as opposed to offering lots of
choice and being like, ‘here are all these projects
running that actually you could be suitable for,
what will best fit you?’ (Interview 12)

There is clearly a balance to be struck here. Some
patients might find it overwhelming to be offered an
extensive menu of trials, but the opportunity to choose
from a smaller selection of trials which are likely to be
suitable and of interest may be appropriate.

Discussion

Summary of findings

This study explored RAs’ experiences of recruiting
patients with psychosis into clinical trials. The thematic
analysis generated overarching themes representing four
types of factors: patient, clinical team, research team,
and NHS infrastructure—each with up to three sub-
themes. The findings indicate clear actions for promot-
ing recruitment across multiple levels of the recruitment
infrastructure.
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The patient factors suggest patients are often keen to
participate in trials, and the key to facilitating this is for
the RAs to build trust. The clinical team factors indicate
RAs see clinical teams as the most powerful stakehold-
ers in trial recruitment, and therefore good relation-
ships with them need to be established and actively
maintained. The research team factors describe how
RAs rely on their research teams for both practical and
emotional support, and how the presence of lived experi-
ence expertise within the team is valuable for successful
recruitment. The NHS infrastructure factors encapsulate
the systemic issues within the NHS, which make recruit-
ment challenging and for which there are no easy solu-
tions, and also highlight potential additional recruitment
pathways.

Relationship to existing literature

That patients with psychosis want to take part in trials
echoes what patients themselves have stated [26, 27], as
does the co-existence of altruistic and personal motiva-
tions for participation [20, 27]. The willingness of patients
to be randomised observed by the RAs here runs counter
to previous research which found that patients with psy-
chosis were unwilling to be randomised in a hypothetical
psychological therapy trial [28]. Evidence of the impor-
tance of RAs succeeding in building trust with patients
with psychosis in order to facilitate trial participation is
novel, but chimes with the findings of a systematic review
of trial recruitment and retention, which found that fos-
tering trust may increase trial participation for patients
with a range of health conditions [29]. In a related vein,
Thong et al. [20] found that patients with FEP value hav-
ing a rapport with trial researchers.

The NHS Constitution for England pledges to inform
patients of research studies in which they are potentially
eligible to participate [30] but the finding that the RAs did
not see this on the trials they recruited into echoes what
others have observed. Both empirical studies in the form
of SWATSs [15-19] and tacit learning by trialists recruit-
ing patients with psychosis [31, 32] have reported clinical
teams referring selectively or not at all. When clinicians
select patients for referral based on criteria outside of the
protocol, implicit bias may play a role, potentially exac-
erbating the marginalisation of already disadvantaged
groups [33]. The finding that relationship management
is an effective way to address gate-keeping is consist-
ent with existing qualitative research [15, 17-19]. How-
ever, a systematic review of interventions to change the
behaviour of clinicians recruiting into RCTs found that
researchers simply increasing contact with clinical teams
was insufficient, but a bespoke approach whereby a quali-
tative SWAT was conducted to pinpoint obstacles and
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develop solutions resulted in an increased proportion of
eligible patients consenting [34]. That patients with psy-
chosis from ethnic minority backgrounds can be margin-
alised by services thus curtailing opportunities to take
part in research is important. It echoes the conclusions of
a systematic review by Brown et al. [35], which found that
the first barrier to patients from ethnic minority back-
grounds participating in mental health research was the
lack of opportunity due to reduced use of health services.
People from black and ethnic minority backgrounds have
higher rates of psychosis than white people [12] so it is
critical that trial participation is made accessible to these
groups. The need for equality, diversity, and inclusion to
be governing principles in health care and research is
increasingly recognised with initiatives such as NHS Eng-
land’s Core20PLUS5 [36], the Health Research Authority
and Medicines & Healthcare products Regulatory Agen-
cy’s Inclusion and Diversity Plan [37], and the National
Institute for Health and Care Research’s INCLUDE pro-
ject [38] seeking to reduce inequality and increase the
involvement of under-served groups.

Whilst institutional knowledge may be a valuable
resource, as the findings of this study indicate, research
teams clearly need to be adaptable and open to new ways
of working, particularly if inclusion is to be improved.
The possibility of increased accessibility to trial partici-
pation via additional recruitment pathways complements
the findings of a study by Iflaifel et al. [39], which explored
mental health trial recruitment and recommended a mix-
ture of online and offline methods tailored to the specific
patient population. However, Iflaifel et al. [40] also sug-
gest that online recruitment, which they define as social
media advertisements, Google search engine advertise-
ments, and website campaigns, may be unsuitable for
patients with psychosis due to the reduced opportunity
for emotional connection when compared with in-person
recruitment. The RAs interviewed for this study did not
report having recruited using online adverts targeted at
patients. When they recruited remotely, the RAs con-
tinued to seek referrals from clinicians but interacted
with clinicians and patients via video or telephone call,
instead of face-to-face. It is evident that the RAs consid-
ered establishing a connection with patients to be of the
utmost importance and remote methods were useful only
when they contributed to, rather than undermined, this
process.

With regard to specific alternative methods, recruit-
ment via a research register has been endorsed by
NHS patients with psychosis and clinical staff [41], and
reported to be effective in a US schizophrenia research
clinic [42]. Opt-out research registers are potentially
more inclusive than opt-in [43]; however, this does not
necessarily result in greater diversity in participants
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actually recruited into studies [44]. Other recruit-
ment methods cited by the RAs, including self-referral,
recruitment via community outreach, and the CRN, are
under-researched in this patient group. Further research
is also needed to explore the practicalities and identify
whether the limitations voiced by RAs in this study can
be mitigated.

The findings of this study indicate that lived experience
input into trial recruitment is valuable, but it is unclear
from existing research what the most effective ways of
doing this are. Greenwood et al. [45] reported that there
were qualitative improvements in recruiting patients
with psychosis into their RCT when there was PPI
involvement; for example, referrals were received from
teams who had not previously referred. However, an RCT
involving patients with severe mental health problems
found that leaflets produced by PPI partners were not
effective in increasing recruitment [46], which is consist-
ent with the findings of Treweek et al. [47]’s systematic
review of trial recruitment strategies.

Recommendations for trialists
Recommendations resulting from this study include:

1. Train RAs in interpersonal skills and ensure suffi-
cient time is allocated to both building trust with
patients and establishing and maintaining relation-
ships with clinical teams.

2. Recognising that the strain the NHS is under
means that clinical teams have very limited time
to invest in research, reduce the burden of refer-
ring for clinicians as far as possible, for example, by
minimising paperwork.

3. Encourage clinicians to refer all patients who are
potentially eligible, particularly from under-repre-
sented groups, to help ensure that trial participants
are representative of those using services, and dis-
courage RAs from seeking referrals of ‘ideal partici-
pants’ at the expense of recruiting inclusively.

4. Identify barriers to referring and misconceptions
about patient eligibility by speaking directly to
clinical teams, and develop targeted solutions to
address these.

5. Ensure there is sufficient time and funding available
to offer appointments in a range of locations and
formats so patients are able to choose the method
they are most comfortable with. This will inevitably
incur additional expense, but enabling RAs to take
the time to build trust with potential participants
and travel to meet them at home where necessary
is essential for the successful recruitment of this
patient group.
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6. Involve people with lived experience and from
diverse backgrounds in the development and
implementation of recruitment strategies.

7. Identify suitably qualified individuals to provide
supervision and support RAs to manage the emo-
tional challenges of recruitment and troubleshoot
issues.

8. Use learning from previous trials to inform future
recruitment practices where relevant.

9. Undertake community outreach activities with the
aim of increasing diversity amongst trial partici-
pants and more accurately representing the target
population.

10. A mix of recruitment strategies, including remote
and alternative methods for example, self-referral
and research registers, may help to increase acces-
sibility to patients from under-represented groups,
but these must be tailored to the target population.
For example, it might be appropriate to invite self-
referrals via a suitable social media platform for
patients who are worried about leaving the house,
whereas for patients experiencing paranoia digital
methods may cause unease for a proportion.

Strengths and limitations

To our knowledge, this is the first study of recruitment
into clinical trials involving patients with psychosis, spe-
cifically focusing on the RA perspective. The RAs inter-
viewed in this study had recruited into a number of
different trials (although the majority of RAs only had
personal experience of recruiting into a single trial) with
more than half having recruited remotely, so one strength
is that the findings capture a range of recruitment experi-
ences, including methods beyond the traditional clinician
referral route. However, only one of the RAs interviewed
had experience working in a research delivery team, with
the others all connected to specific trials, so there would
be value in exploring the trial recruitment experiences of
CRN RAs more extensively.

The RAs were recruited within a network of trial-
ists working on trials of cognitive behavioural ther-
apy-informed therapies within the NHS, which means
the findings are most relevant to RCTs of this nature.
Recruitment into trials of pharmacological interven-
tions is likely to involve different challenges; for example,
patients may have more reservations about taking part
due to possible side-effects, and alternative recruitment
pathways may be less appropriate due to the higher risks.

The trials the participating RAs had worked on were
located in various regions of the UK, so there was some
geographical diversity in the study. However, the RAs
themselves were predominantly white British female

Page 12 of 14

graduates in their twenties. The lack of diversity is note-
worthy and potentially a contributing factor to the
challenge of recruiting patients from ethnic minority
backgrounds. However, the study’s findings should be
transferrable as the participants are likely representative
of the current RA population. The gender imbalance seen
in the participants in this study is also visible in Psychol-
ogy students [48], and amongst practicing psychologists,
where 84% are of White ethnicity and 80% are women
[49].

Research teams may consider offering paid internships
to students from under-represented groups as a way
of increasing diversity amongst staff. This may in turn
increase the diversity of participants recruited into tri-
als. Research teams with experience of recruiting under-
represented groups in the USA considered diversity in
team members to be beneficial for recruitment because
it meant they should reflect the participant population
more closely [50].

The trial recruitment ecosystem described here is from
the RAs’ perspective and would in all likelihood be seen
differently by other stakeholders in the recruitment pro-
cess. As the RAs interviewed perceived patients as gen-
erally keen to take part in trials and the most significant
recruitment challenges originating with clinical teams,
exploring the perspectives of these groups would be par-
ticularly valuable.

Reflexivity

The first author worked as a trial coordinator on two
trials that did not recruit to target, leading her to view
recruitment as challenging, partly because clinical teams
act as gatekeepers, and to be sympathetic to RAs’ strug-
gles. The research team to which she belongs has a strong
patient-centred ethos, which shaped the data collection
and the analysis. The influence of patient-centred values
is evident in her intention to explore the interactions
between RAs and patients. It also had an impact on the
way the interviews were conducted, for example, a reluc-
tance to explore the risks encountered by RAs working
with patients with psychosis due to a fear of perpetuat-
ing negative stereotypes about this population. Finally,
the results clearly show the influence of such a stance,
particularly the sub-themes ‘wanting to take part’ and
‘holding the power! However, these sub-themes are also
grounded in the data.

The first author was both an insider and an out-
sider [51]. Being an ‘insider’ facilitated the recruit-
ment of interviewees and meant she was familiar with
the argot of clinical trials, so understood the jargon the
RAs used. As well as having similar experience (and in
some cases, a pre-existing professional relationship),
the researcher also shared other characteristics with the
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participants—female gender and White British ethnic-
ity (for the majority of the participants), and a degree in
Psychology, which undoubtedly also contributed to the
building of a rapport. However, due to her supervisory
experience (which the RAs were aware of) some RAs
seemed to perceive her as an ‘outsider’ who was monitor-
ing their accounts for errors conducting trial procedures,
which may have resulted in self-censoring.

Conclusions

From the perspective of RAs, recruitment is a complex
and multi-faceted process requiring careful judgement
and influenced by many factors beyond their control. The
findings of this study both cohered with and enriched
existing findings on the recruitment of patients with
psychosis into clinical trials. The findings have practical
value for research teams and make it evident that in order
to optimise trial recruitment, multiple strategies are
needed. Building rapport both with patients and clinical
teams should be prioritised for recruitment to be as effi-
cient and inclusive as possible.

Abbreviations

CRN Clinical Research Network
CSO Clinical studies officer
FEP First episode psychosis
NHS National Health Service

PI Principal investigator
PPI Patient and public involvement
RA Research assistant

RCT Randomised controlled trial
SWAT  Study within a trial
TA Thematic analysis

Supplementary Information

The online version contains supplementary material available at https://doi.
org/10.1186/513063-025-08882-y.

Supplementary Material 1.

Supplementary Material 2.

Acknowledgements
We thank the study participants.

Authors’ contributions

DF, AB, FW and MG conceived the study. All authors contributed to the study
design. AB conducted the interviews and analysed the data. MG, FW, DF and
PB provided supervision. AB drafted the manuscript, and DF, MG, FW and PB
critically reviewed and revised it. All authors approved the final version for
publication.

Funding

This study was funded by a National Institute for Health and Care Research
(NIHR) Pre-doctoral Fellowship awarded to A.B. (NIHR302033). The views
expressed are those of the authors and not necessarily those of the NIHR or
the Department of Health and Social Care. The study was also supported by
the NIHR Oxford Health Biomedical Research Centre. FW. is supported by a
Wellcome Trust Doctoral Fellowship (award number 102176/B/13/2).

Page 13 of 14

Data availability

The full dataset (i.e. interview transcripts) is not available due to ethical and
privacy restrictions. Participants provided consent for the publication of
anonymous quotes only, with an agreement that entire transcripts would not
be shared beyond the research team.

Declarations

Ethics approval and consent to participate
The study was approved by the University of Manchester Research Ethics Com-
mittee (Ref: 2021-13413-21641). All participants provided informed consent.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.

Received: 23 January 2024 Accepted: 10 May 2025
Published online: 30 May 2025

References

1.

National Institute for Health and Care Excellence. Psychosis and schizo-
phrenia in adults: prevention and management (CG178). NICE; 2014.
Available from: https.//www.nice.org.uk/guidance/cg178.

Hjorthgj C, Stirup AE, McGrath JJ, Nordentoft M. Years of potential life
lost and life expectancy in schizophrenia: a systematic review and meta-
analysis. Lancet Psychiatry. 2017;4(4):295-301.

Correll CU, Solmi M, Croatto G, Schneider LK, Rohani-Montez SC, Fairley
L, et al. Mortality in people with schizophrenia: a systematic review and
meta-analysis of relative risk and aggravating or attenuating factors.
World Psychiatry. 2022;21(2):248-71.

Leucht S, Leucht C, Huhn M, Chaimani A, Mavridis D, Helfer B, et al. Sixty
Years of Placebo-Controlled Antipsychotic Drug Trials in Acute Schizo-
phrenia: Systematic Review, Bayesian Meta-Analysis, and Meta-Regression
of Efficacy Predictors. Am J Psychiatry. 2017;174(10):927-42.

Bighelli I, Salanti G, Huhn M, Schneider-Thoma J, Krause M, Reitmeir C,

et al. Psychological interventions to reduce positive symptoms in schizo-
phrenia: systematic review and network meta-analysis. World Psychiatry.
2018;17(3):316-29.

Schulz KF, Altman DG, Moher D. CONSORT 2010 statement: Updated
guidelines for reporting parallel group randomised trials. J Pharmacol
Pharmacother. 2010;1(2):100-7.

Tudur Smith C, Hickey H, Clarke M, Blazeby J, Williamson P. The trials
methodological research agenda: results from a priority setting exercise.
Trials. 2014;15:32.

Jacques RM, Ahmed R, Harper J, Ranjan A, Saeed |, Simpson RM, et al.
Recruitment, consent and retention of participants in randomised
controlled trials: a review of trials published in the National Institute

for Health Research (NIHR) Journals Library (1997-2020). BMJ Open.
2022;12(2): €059230.

Hunninghake DB, Darby CA, Probstfield JL. Recruitment experience in
clinical trials: literature summary and annotated bibliography. Controlled
Clinical Trial. 1987;8(4 Suppl):65-30S.

Fogel DB. Factors associated with clinical trials that fail and opportunities
for improving the likelihood of success: A review. Contemporary Clinical
Trials Communications. 2018;11:156-64.

. Page SJ, Persch AC. Recruitment, retention, and blinding in clinical trials.

Am J Occup Ther. 2013;67(2):154-61.

Woodall A, Morgan C, Sloan C, Howard L. Barriers to participation in men-
tal health research: are there specific gender, ethnicity and age related
barriers? BMC Psychiatry. 2010;10:103.

Palmer BW, Savla GN, Roesch SC, Jeste DV. Changes in capacity to con-
sent over time in patients involved in psychiatric research. Br J Psychiatry.
2013;202:454-8.


https://doi.org/10.1186/s13063-025-08882-y
https://doi.org/10.1186/s13063-025-08882-y
https://www.nice.org.uk/guidance/cg178

Beckley et al. Trials

20.

21
22.

23.

24.
25.

26.

27.

28.

29.

30.

31

32.

33.

34.

(2025) 26:180

Jones H, Cipriani A. Barriers and incentives to recruitment in mental
health clinical trials. Evid Based Ment Health. 2019;22(2):49-50.

Allan S, McLeod H, Bradstreet S, Bell |, Whitehill H, Wilson-Kay A, et al.
Perspectives of Trial Staff on the Barriers to Recruitment in a Digital Inter-
vention for Psychosis and How to Work Around Them: Qualitative Study
Within a Trial. JMIR Hum Factors. 2021;8(1): €24055.

Awenat YF, Peters S, Gooding PA, Pratt D, Huggett C, Harris K, et al.
Quialitative analysis of ward staff experiences during research of a novel
suicide-prevention psychological therapy for psychiatric inpatients:
Understanding the barriers and facilitators. PLoS ONE. 2019;14(9):
€0222482.

Patterson S, Kramo K, Soteriou T, Crawford MJ. The great divide: a qualita-
tive investigation of factors influencing researcher access to potential
randomised controlled trial participants in mental health settings. J Ment
Health. 2010;19(6):532-41.

Bucci S, Butcher |, Hartley S, Neil ST, Mulligan J, Haddock G. Barriers and
facilitators to recruitment in mental health services: care coordinators’
expectations and experience of referring to a psychosis research trial.
Psychol Psychother Theory Res Pract. 2015;88(3):335-50.

Howard L, de Salis I, Tomlin Z, Thornicroft G, Donovan J. Why is recruit-
ment to trials difficult? An investigation into recruitment difficulties in

an RCT of supported employment in patients with severe mental illness.
Contemp Clin Trials. 2009;30(1):40-6.

Thong ISK, Ulph F, Barrowclough C, Gregg L. Facilitators and Barriers

to Participating in a Randomized Controlled Trial of a Psychological
Therapy for Substance Use. Journal of Nervous and Mental Disease.
2019;207(6):487-96.

Pilgrim D. Some implications of critical realism for mental health research.
Soc Theory Health. 2014;12:1-21.

BraunV, Clarke V. Thematic analysis: a practical guide. London: SAGE
Publications Ltd; 2022.

Malterud K, Siersma VD, Guassora AD. Sample Size in Qualitative
Interview Studies: Guided by Information Power. Qual Health Res.
2016;26(13):1753-60.

Barbour RS. Checklists for improving rigour in qualitative research: a case
of the tail wagging the dog? BMJ. 2001;322(7294):1115-7.

Draucker CB, Martsolf DS, Poole C. Developing distress protocols for
research on sensitive topics. Arch Psychiatr Nurs. 2009,23(5):343-50.
Jorgensen R, Munk-Jgrgensen P, Lysaker PH, Buck KD, Hansson L, Zoff-
mann V. Overcoming recruitment barriers revealed high readiness to
participate and low dropout rate among people with schizophrenia in a
randomized controlled trial testing the effect of a Guided Self-Determina-
tion intervention. BMC Psychiatry. 2014;14:28.

Hall J, Rus-Calafell M, Omari-Asor L, Ward T, Emsley R, Garety P, et al.
Assessing the subjective experience of participating in a clinical trial
(AVATAR). Psychiatry Res. 2018;263:82-7.

Sumner K, Haddock G, Hartley S, Kilbride M, McCusker M, Pitt L, et al.
Preferences for psychological therapy in psychosis: trial participation,
mode of treatment, and willingness to be randomised. J Ment Health.
2014,23(2):67-71.

Natale P, Saglimbene V, Ruospo M, Gonzalez AM, Strippoli GF, Scholes-
Robertson N, et al. Transparency, trust and minimizing burden to increase
recruitment and retention in trials: a systematic review. J Clin Epidemiol.
2021;134:35-51.

Department of Health & Social Care. NHS Constitution for England. 2012.
Available from: https://www.gov.uk/government/publications/the-nhs-
constitution-for-england/the-nhs-constitution-for-england.

Peckham E, Arundel C, Bailey D, Callen T, Cusack C, Crosland S, et al.
Successful recruitment to trials: findings from the SCIMITAR+ Trial. Trials.
2018;19(1):53.

Hernandez M, Franco R, Kopelowicz A, Hernandez MY, Mejia Y, Barrio C,
et al. Lessons Learned in Clinical Research Recruitment of Immigrants and
Minority Group Members with First-Episode Psychosis. J Immigr Minor
Health. 2019;21(1):123-8.

FitzGerald C, Hurst S. Implicit bias in healthcare professionals: a systematic
review. BMC Med Ethics. 2017;18(1):19.

Fletcher B, Gheorghe A, Moore D, Wilson S, Damery S. Improving the
recruitment activity of clinicians in randomised controlled trials: a system-
atic review. BMJ Open. 2012;2(1): e000496.

35.

36.

37.

38.

39.

40.

41.

42.

43.

45.

46.

47.

48.

49.

50.

51

Page 14 of 14

Brown G, Marshall M, Bower P, Woodham A, Waheed W. Barriers to recruit-
ing ethnic minorities to mental health research: a systematic review. Int J
Methods Psychiatr Res. 2014;23(1):36-48.

NHS England. Core20PLUS5 an Approach to Reducing Health Inequali-
ties: supporting information. 2021. Available from: https://www.england.
nhs.uk/wp-content/uploads/2021/11/core20plus5-online-engage-sur-
vey-supporting-document-v1.pdf.

NHS Health Research Authority. Increasing the diversity of people taking
part in research. 2023. Available from: https://www.hra.nhs.uk/planning-
and-improving-research/best-practice/increasing-diversity-people-tak-
ing-part-research/.

National Institute for Health and Care Research (NIHR). Improving inclu-
sion of under-served groups in clinical research: Guidance from the NIHR
INCLUDE project UK. 2020. Available from: https://www.nihrac.uk/docum
ents/improving-inclusion-of-under-served-groups-in-clinical-research-
guidance-from-include-project/25435.

Iflaifel M, Hall CL, Green HR, Willis A, Rennick-Egglestone S, Juszczak E,

et al. Widening participation - recruitment methods in mental health
randomised controlled trials: a qualitative study. BMC Med Res Methodol.
2023;23(1):211.

Iflaifel M, Hall LC, Green RH, Willis A, Rennick-Egglestone S, Juszczak E,

et al. Using online methods to recruit participants into mental health
clinical trials: considerations and recommendations from the RE-MIND
study. Trials. 2024;25:596.

Papoulias C, Robotham D, Drake G, Rose D, Wykes T. Staff and service
users'views on a“Consent for Contact” research register within psychosis
services: a qualitative study. BMC Psychiatry. 2014;14:377.

Deckler E, Ferland M, Brazis S, Mayer MR, Carlson M, Kantrowitz JT. Chal-
lenges and Strategies for the Recruitment of Patients With Schizophrenia
in a Research Setting. Int J Neuropsychopharmacol. 2022;25(11):924-32.
Henshall C, Potts J, Walker S, Hancock M, Underwood M, Broughton N,

et al. Informing National Health Service patients about participation in
clinical research: A comparison of opt-in and opt-out approaches across
the United Kingdom. Aust N Z J Psychiatry. 2021;55(4):400-8.

. Hinze V, Henshall C, Smith T, Littlejohns J, Collett Z, Jones H, et al. Count

Me In: an inclusive approach towards patient recruitment for clinical
research studies in the NHS. BMJ Ment Health. 2023,26:2300774.
Greenwood K, Robertson S, Vogel E, Vella C, Ward T, McGourty A, et al. The
impact of Patient and Public Involvement in the SlowMo study: Reflec-
tions on peer innovation. Health Expect. 2022;25(1):191-202.
Hughes-Morley A, Hann M, Fraser C, Meade O, Lovell K, Young B, et al. The
impact of advertising patient and public involvement on trial recruit-
ment: embedded cluster randomised recruitment trial. Trials. 2016;17:586.
Treweek S, Pitkethly M, Cook J, Fraser C, Mitchell E, Sullivan F, et al. Strate-
gies to improve recruitment to randomised trials. Cochrane Database
Syst Rev. 2018;2:2MR000013.

Higher Education Statistics Agency (HESA). Who's studying in HE?. 2024.
Available from: https://www.hesa.ac.uk/data-and-analysis/students/
whos-in-he.

Health and Care Professions Council (HCPC). HCPC Diversity Data Report
2021: practitioner psychologists. 2021. Available from: https://www.hcpc-
uk.org/resources/reports/2021/diversity-data-report-2021/.

National Academies of Sciences, Engineering, and Medicine; Commit-
tee on Women in Science, Engineering, and Medicine; Committee on
Improving the Representation of Women and Underrepresented Minori-
ties in Clinical Trials and Research. Improving Representation in Clinical
Trials and Research: Building Research Equity for Women and Underrep-
resented Groups. Bibbins-Domingo K, Helman A, eds. Washington, DC:
The National Academies Press; 2022.

Hayfield N, Huxley CJ. Insider and outsider perspectives: reflections on
researcher identities in research with lesbian and bisexual women. Qual
Res Psychol. 2015;12(2):91-106.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.


https://www.gov.uk/government/publications/the-nhs-constitution-for-england/the-nhs-constitution-for-england
https://www.gov.uk/government/publications/the-nhs-constitution-for-england/the-nhs-constitution-for-england
https://www.england.nhs.uk/wp-content/uploads/2021/11/core20plus5-online-engage-survey-supporting-document-v1.pdf
https://www.england.nhs.uk/wp-content/uploads/2021/11/core20plus5-online-engage-survey-supporting-document-v1.pdf
https://www.england.nhs.uk/wp-content/uploads/2021/11/core20plus5-online-engage-survey-supporting-document-v1.pdf
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/increasing-diversity-people-taking-part-research/
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/increasing-diversity-people-taking-part-research/
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/increasing-diversity-people-taking-part-research/
https://www.nihr.ac.uk/documents/improving-inclusion-of-under-served-groups-in-clinical-research-guidance-from-include-project/25435
https://www.nihr.ac.uk/documents/improving-inclusion-of-under-served-groups-in-clinical-research-guidance-from-include-project/25435
https://www.nihr.ac.uk/documents/improving-inclusion-of-under-served-groups-in-clinical-research-guidance-from-include-project/25435
https://www.hesa.ac.uk/data-and-analysis/students/whos-in-he
https://www.hesa.ac.uk/data-and-analysis/students/whos-in-he
https://www.hcpc-uk.org/resources/reports/2021/diversity-data-report-2021/
https://www.hcpc-uk.org/resources/reports/2021/diversity-data-report-2021/

	Research assistants’ experiences recruiting patients with psychosis into clinical trials: a qualitative study
	Abstract 
	Objectives 
	Design 
	Methods 
	Results 
	Conclusions 

	Background
	Methods
	Design
	Procedure
	Positionality statement
	Data analysis
	Ethical considerations

	Results
	Participant characteristics
	Themes
	Theme 1: Patient factors
	Theme 2: Research team factors
	Theme 3: Clinical team factors
	Theme 4: NHS infrastructure factors


	Discussion
	Summary of findings
	Relationship to existing literature
	Recommendations for trialists
	Strengths and limitations
	Reflexivity

	Conclusions
	Acknowledgements
	References


