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Abstract

Objectives: Poor recruitment and retention are widely reported as problematic for many randomized controlled trials (RCTs). However, 
there is limited evidence on the context-specific challenges faced by trial staff recruiting to mental health trials. Consequently, evidence to 
inform effective interventions that could support trial staff in mental health trials is lacking. To address this gap, an evidence synthesis is 
needed to better understand the experiences and influences on trial staff recruiting to mental health RCTs to inform the development of 
strategies for improvement. This article aims to address this gap by synthesizing the qualitative evidence on trial staff (eg, clinicians, re-
searchers) experiences of recruitment and retention to mental health RCTs (trials where mental health is the primary indication under 
investigation).

Methods: A rapid qualitative evidence synthesis (rQES) was conducted in accordance with rQES guidance and Thomas and Harden’s 
approach to thematic synthesis. We searched MEDLINE, CINAHL, PsycINFO, Cochrane Central Register of Controlled Trials, Social Sci-
ence Citation Index, and Applied Social Sciences Index and Abstracts, Web of Science, as well as key reviews and gray literature. Alto-
gether, 4253 records were screened, resulting in 33 full-text reviews, of which 15 were eligible for inclusion. Confidence was assessed using 
Grading of Recommendations Assessment, Development and Evaluation-Confidence in the Evidence from Reviews of Qualitative research 
(GRADE-CERQual). The review protocol is publicly available (PROSPERO: CRD42024601854).

Results: All studies reported on recruitment, with only one briefly reporting retention data alongside recruitment; therefore, findings of 
this review focus on recruitment to mental health trials. We identified 4 interrelated analytical themes capturing the influences on trial staff 
recruiting to mental health trials, extending beyond organizational and trial eligibility issues: (1) recruitment within existing care pathways; (2) 
understanding and judgments of RCTs and interventions; (3) weighing decisions to approach patients; and (4) engaging in trial conversations.
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Conclusion: Findings from this rQES highlight the complex interplay of factors shaping the context-specific challenges faced by trial staff 
recruiting to mental health trials. Specific concerns that trial participation could destabilize some patients, disrupt care, undermine therapeutic 
relationships, or trigger risk-taking behavior were identified as impacting recruitment. Findings highlight key recruitment challenges for tria-
lists to consider in developing interventions to better support staff recruiting to mental health trials. � 2026 The Authors. Published by Elsev-
ier Inc. This is an open access article under the CC BY-NC license (http://creativecommons.org/licenses/by-nc/4.0/).

Keywords: Mental health; Qualitative evidence synthesis; Qualitative reserach; Participant recruitment; Randomized controlled trials; Trial recruitment

1. Background

Poor recruitment and retention are key challenges for 
most randomized controlled trials (RCTs) and a source of 
research waste, as they result in increased costs and ethical 
issues with unproved treatments in inconclusive trials [1]. A 
recent review of 388 UK publicly funded RCTs reported 
that only 63% (245/388) recruited to target [1]. Research 
to improve RCT recruitment and retention has been identi-
fied as a top priority for methodological research by a 
consensus priority-setting partnership group of those work-
ing in the trials field [2].

Recruitment to mental health RCTs can be particularly 
challenging due to stigma, patient vulnerabilities, and the 
added stress of trial involvement [3]. People with mental 
health conditions often come from the most disadvantaged 
populations and experience barriers in accessing services 
[4,5], compounded by potential community distrust linked 
to a history of pseudoscientific research used oppressively 
[6]. As such, poor recruitment and retention to mental 
health trials may exacerbate health inequalities. 

Recruitment to mental health RCTs can also be chal-
lenging due to clinician gatekeeping, aimed at protecting 
perceived vulnerable participants, and prioritizing stabiliza-
tion of complex symptoms [7]. Similarly, retention can 
pose challenges in mental health trials, as complex symp-

toms can impact attendance at in-person appointments 
and compliance with self-reporting [8].

Previous qualitative evidence syntheses (QESs) have 
highlighted challenges in trial recruitment, such as when 
to approach patients and balancing recruiter and professional 
roles [9]. A meta-synthesis of perspectives of staff and pa-
tients involved in depression trials identified factors influ-
encing recruitment, including patients’ health status, 
capacity to consent, trial burden, and welfare considerations 
[10]. However, no synthesis to date has focused on trial staff 
perspectives of recruitment and/or retention in mental health 
RCTs more broadly, which would help to understand the key 
challenges in this space. This rapid QES (rQES) addresses 
this gap by synthesizing these perspectives.

2. Methods

The rQES protocol was registered on the online registry 
PROSPERO (an international systematic review registry) 
(CRD42024601854) and followed Cochrane Rapid Review

guidance for QES [11], employing modified, systematic, 
and transparent methods to accelerate a rapid synthesis, 
compared to a conventional review. Reporting adheres to 
the Enhancing Transparency in Reporting the Synthesis of 
Qualitative Research (ENTREQ) statement [12] for report-
ing the synthesis of qualitative research (Supplementary 
File 1).

2.1. Eligibility criteria

The SPIDER framework (Sample, Phenomenon of Inter-
est, Design, Evaluation, Research type) [13] was used to 
refine the research question and guide inclusion criteria. 
Table 1 outlines the SPIDER domains, and the full search 
terms are in Supplementary File 2.

2.2. Information sources

An initial comprehensive electronic database search was 
conducted in 2022 of the following databases (from data-
base inception to April 2022): Medline, Embase, PsycIN-
FO, CINAHL, the Cochrane Central Register of 
Controlled Trials (CENTRAL), Web of Science, and the 
Social Sciences Citation Index (SSCI) for qualitative and 
mixed-methods studies.

The initial electronic database search was combined 
with an updated search, conducted on October 1, 2024 (to 
ensure the search period was up to date). In line with rapid 
review guidance [11], the updated search was limited to 
three key databases most relevant to the topic: MEDLINE, 
CINAHL, and PsycINFO. Gray literature was searched via 
ProQuest Dissertations & Theses and the British Library 
Theses. Citation chaining [14] and manual reference checks 
of included studies and key reviews [9,10] were also 
undertaken.

2.3. Search strategy

The search strategy, based on the SPIDER framework 
[13], was developed by K.G. and L.B. and peer-reviewed 
by the team, including a health information specialist. 
Mental health terms drew on the strategy of the Cochrane 
Collaboration Depression, Anxiety and Neurosis Group, 
and strategies by Wilczynski et al [15]. The combined 
search strategy is presented in Supplementary File 2. No re-
strictions were applied for language, staff characteristics, 
country, trial type (eg, pilot), or mental health condition.
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What is new?

Key findings
• Staff prioritize clinical risk management and pre-

serving therapeutic relationships.

• Fears recruitment may disrupt care and patients, 
impacting therapy adherence.

What this adds to what is known?
• Concerns sensitive trial discussions may trigger 

risk-taking behavior.

What is the implication and what should change 
now?

• Developing and testing interventions for staff re-
cruiting to mental health RCTs.

• Qualitative research needed on retention in mental 
health RCTs.

Studies involving recruitment via proxy decision-makers 
(eg, representatives for individuals lacking capacity) were 
included. Studies related to hypothetical RCTs were 
excluded. Citations were exported to EndNote for dedupli-
cation and imported into Excel for screening.

2.4. Study selection

For the initial search (up to April 2022), titles and ab-
stracts were double screened by K.G. and 4 research student 
interns. For the updated search (October 2024), 2 reviewers 
double screened all titles and abstracts for 20% of the search 
results (S.M., R.N.). Selected titles and abstracts went 
through moderation and consensus with the review team. 
All remaining abstracts were screened by one reviewer 
(S.M.), and K.G. screened a random 10% across all titles 
and abstracts to identify any potential risk of overexclusion. 
Study numbers and exclusion reasons are shown in the 
Preferred Reporting Items for Systematic Reviews and 
Meta-Analyses flow diagram (Fig 1, Supplementary File 3).

2.5. Data extraction

Following rQES guidance [11], data were highlighted 
directly in electronic articles rather than extracted into a 
separate template. S.M. and E.M. independently piloted 
the process on two articles; thereafter, S.M. completed 
extraction, with K.G. checking 20% for accuracy. Data 
relevant to the review aim, including themes, verbatim ex-
cerpts, and trial staff quotations and authors’ interpreta-
tions, were extracted [16]. The Characteristics of Included 
Studies Table is in Supplementary File 4.

2.6. Critical appraisal of included studies

Methodological limitations were appraised using the 
Critical Appraisal Skills Programme (CASP) tool [17]. In 
line with rapid review guidance [11], we utilized CASP as-
sessments (n = 6) from the Farrar QES [9], and E.M. 
checked these assessments to ensure consistency with our 
appraisal, while remaining studies were assessed indepen-
dently by S.M., R.N., E.M. Quality assessments were not 
used to exclude studies, as they could provide valuable in-
sights [18], and informed the subsequent confidence of 
findings assessment [19]. CASP assessments are provided 
in Supplementary File 5.

2.7. Data synthesis

Guided by the RETREAT (Research question, Episte-
mology, Time/Timeframe, Resources, Expertise, Audience 
and Purpose, Type of data) framework [20], a thematic syn-
thesis method, as outlined by Thomas and Harden [21], was 
used to analyze and synthesize extracted data. A line-by-
line coding approach (S.M.) was used to apply descriptive 
codes to sections of text within each study, facilitating dis-
cussions of concepts identified among the team. Coded data 
were examined and checked (K.G., R.N.) and shared with 
the wider team during regular meetings. Codes with similar 
meanings and interpretations were then grouped (S.M.) 
through a translation process and reviewed by K.G. and 
L.B. Following further refinement and resolving of minor 
differences, coding was shared with the wider team to sup-
port analysis and ensure themes accurately reflected the 
data. NVivo 14 (Lumivero International) supported coding

Table 1. SPIDER framework

Sample Trial staff (eg, clinicians, researchers, 

care-coordinators) involved directly or 

indirectly in trial recruitment/retention 

to mental health RCTs (defined as trials 
in which mental health is the primary 

clinical indication).

Phenomenon of Interest Factors that influence recruitment and 

retention to mental health trials from a 

trial staff perspective.

Design Primary qualitative studies (eg, 
ethnography, case studies) using 

recognized qualitative data collection 

and analysis methods (eg, interviews, 

focus groups, content, or framework 
analysis). Mixed-methods studies, if 

data were collected and analyzed using 

qualitative methods, and qualitative 

data can be extracted.

Evaluation The attitudes, beliefs, experiences, 
perceptions, and practices/behaviors of 

those recruiting people into mental 

health RCTs.

Research type Qualitative or mixed methods.

RCTs, randomized controlled trials.
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consistency and identification of patterns across studies. 
Finally, analytical themes were developed to move beyond 
description, with ongoing team discussions to ensure they 
represented the underlying data.

2.8. Assessment of confidence in the findings of this 
review

Confidence in each of the review findings was assessed 
using the Grading of Recommendations Assessment, 
Development and Evaluation-Confidence in the Evidence 
from Reviews of Qualitative research (GRADE-CERQual) 
[19], comprising four components: methodological limita-

tions, coherence, adequacy of data, and relevance [19]. 
S.M. and E.M. independently assessed the confidence in 
each finding, downgrading as appropriate. Final assess-
ments, judged as high, low, or moderate, were discussed 
with L.B. and the team.

The GRADE-CERQual summary table and detailed ev-
idence profile are presented in Supplementary Files 6 and 7.

2.9. Reflexive note

The review team comprised authors with diverse per-
sonal and professional backgrounds and experience in 
mental health care and clinical trials. These perspectives 
may have shaped the review processes and interpretations. 
Core review activities were undertaken by five authors 
(S.M., K.G., E.M., R.N., and L.B.), with all authors contrib-
uting to ongoing interpretation and synthesis through regu-
lar team meetings and shared online resources. S.M. kept 
notes throughout the review, documenting synthesis stages, 
team discussions, and rationale for analytic and methodo-

logical decisions.

3. Results

3.1. Search and study selection

All electronic database searches up to October 1, 2024, 
yielded 7906 records with 11 studies eligible for inclusion. 
Additional searching of gray literature, and manual refer-
ence checks of included studies and key reviews, identified 
167 records of which 4 were eligible, providing 15 studies 
for inclusion. Details are shown in the Preferred Reporting 
Items for Systematic Reviews and Meta-Analyses flow di-
agram (Supplementary File 3: Figure 1).

3.2. Description of included studies

Fifteen papers were included, reporting 13 qualitative 
studies (three interlinked papers but treated separately in 
this manuscript) across 13 separate trials. All studies 
focused on recruitment, with one also briefly mentioning 
retention alongside recruitment [22]; therefore, the findings 
of this review focus on recruitment to mental health trials. 
Most studies (n = 12) were UK-based, set in primary,

inpatient/outpatient, or community care, and covered 
various mental health conditions. The studies captured the 
experiences of 350 trial staff directly or indirectly involved 
in recruitment (doctors n = 124; nurses/other clinical staff 
n = 134; other roles n = 93, eg, care coordinators, trial 
managers, researchers) through interviews and/or focus 
groups. Trial staff from the three interlinked papers 
[23—25] were not double counted; however, any potential 
minor overlap due to unclear reporting is indicated in the 
Characteristics of Included Studies Table in 
Supplementary File 4.

3.3. Assessment of the methodological limitations of 
included studies

Methodological assessment found no concerns in three 
studies and minor concerns in the remaining 12 (see 
Supplementary File 5). Although three papers [23—25] 
originated from one study, each reported distinct data and 
was treated separately throughout this manuscript.

3.4. Confidence in the review findings

We developed 4 main themes and 10 key findings on 
factors influencing trial staff recruiting to mental health tri-
als. GRADE-CERQual assessments were conducted for all 
findings (summary in Supplementary File 6; detailed evi-
dence profile in Supplementary File 7). Confidence was 
mainly downgraded for adequacy and relevance, such as 
limited numbers of studies, narrow geographical coverage, 
or thin data, with minor methodological concerns around 
reflexivity, analysis, and ethics. Of the three interlinked pa-
pers [23—25], only one finding (2.2) drew on data from all 
three but contributed distinct data, and was further sup-
ported by eight other studies.

3.5. Synthesis and findings

Four interrelated themes were generated by the synthesis 
outlining the influences on trial staff recruiting to mental 
health trials. These themes shed light on the complexity 
for trial staff of integrating trial recruitment into current 
care pathways, balancing clinical risk management, main-

taining patient stability, and preserving therapeutic relation-
ships and treatment adherence: (1) recruitment within 
existing care pathways; (2) understanding and judgments 
of RCTs and interventions; (3) weighing decisions to 
approach patients; and (4) engaging in trial conversations. 
Themes are detailed below with supporting quotes identi-
fied as participant or author interpretations. Alongside each 
heading finding, we have included our GRADE-CERQual 
assessment, with a full evidence profile provided in Supple-
mentary File 7. A visual summary of the factors that influ-
ence trial staff recruiting to mental health trials is provided 
in Supplementary File 8: Figure 2.
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3.6. Theme 1: recruitment within existing care pathways

This theme encompasses the organizational, clinical, 
and research contexts influencing recruitment to mental 
health trials, including managers’ expectations, staff capac-
ity, teamwork, and communication. Variation in settings 
and team structures affected staff engagement with 
recruitment.

3.6.1. Trial delivery in care settings (moderate 
confidence)

Delivering trials in mental health settings alongside inte-
gration with clinical care was reported as challenging in 
many studies [22,23,26—34]. Recruitment could be 
affected by organizational issues, local research culture, 
and how well RCTs were integrated into sites or clinical 
specialties:

‘‘RCTs are seldom used in connection with anorexia 
nervosa and so there was not widespread experience 
with trials….’’ Campbell et al. [22] [pg.29](author 
interpretation).

‘‘RAs [research assistants] reported that the organi-
sational ethos in some sites worked against re-
ferral…’’ (author interpretation). ‘‘We’re not 
managed to provide therapy; we’re managed by 
numbers and to make sure people take their medica-
tion and stay out of hospital.’’ (Clinician 4)(primary 
quote). Patterson et al. [31] [pg. 539].

Delivering care in emergency or crisis settings made it 
difficult for some trial staff to fulfill trial requirements 
[31—33], particularly when assessing distressed or intoxi-
cated patients. This highlighted tensions between recruit-
ment demands and urgent clinical need, and for some 
staff a discomfort of appearing like ‘‘salespeople’’ [33]) 
[pg.9] (primary quote):

‘‘I just felt it was the wrong time to be, quite dis-
tressed, a lot of the time it’s the middle of the night 
and I hate seeing people then, at 3am or 5am in the 
morning, it’s a bit weird doing a mental health assess-
ment when they’ve been up all night, distressed, so 
then to try and say ‘‘oh, we’re doing this research 
thing where you might get picked but you might 
not’’, trying to sell it in a positive light…’’ (NHS 
Adult Site C). Sayal et al. [33] [pg. 9] (primary 
quote).

Recruiting alongside routine care in primary and second-
ary mental health settings also posed challenges. Some gen-
eral practitioners struggled to introduce trials during long, 
emotionally charged consultations [30]. Organizational bar-
riers, such as small, separate offices, were also reported as 
limiting opportunities to discuss the trial with colleagues or 
potential participants [26].

3.6.2. Expectations of managers on clinical staff (mod-
erate confidence)

Managers’ leadership styles and expectations on clinical 
staff to participate in trial recruitment was reported in two 
studies as influencing staff engagement [26,28]. Organiza-
tional priorities and hierarchical relationships indicated 
some staff had limited autonomy about involvement in trial 
recruitment:

‘‘It is important to participate in the study, but I will 
only participate in the study if there are recommenda-
tions from our boss.’’ Hange et al. [28] [pg. 145] (pri-
mary quote).

Furthermore, other authors [31] highlighted the views of 
research assistants who reported a lack of enthusiasm 
among management for a trial, which could lead to a 
‘‘reluctance to facilitate access’’ [31] [pg.536] (author 
interpretation) for a trial, even though ethics and R&D ap-
provals had been granted.

3.6.3. Staff capacity to support recruitment (moderate 
confidence)

Trial staff were already managing high clinical work-
loads, limiting capacity to support additional trial recruit-
ment activities. Staffing issues such as, insufficient 
numbers, high turnover and lack of continuity, were cited 
as issues which could undermine trial familiarity and 
communication among staff [26—28,34,35]:

‘‘…the high clinical staff turnover within mental 
health services blocked the ability of trial staff to 
build relationships with clinical staff to build trust 
in the team and the project.’’ Allan et al. [26] [pg. 
6] (author interpretation).

Staff described the challenge of remembering a trial and 
engaging patients amid ‘‘spinning multiple plates’’ and 
‘‘fighting fires’’ [34] [pg. 5] (primary quotes). In primary 
care, staff reported that time pressures and often overrun-
ning appointments made integrating research difficult 
[28,30].

The evidence also highlighted that staff capacity to sup-
port recruitment relied on strong working relationships and 
good interprofessional communication, amid competing 
management, research, and clinical demands [22,28].

‘‘Key factors in success are having a good group of 
people who really can figure out what their roles 
are. Communicating well and fulfilling promises.’’ 
Campbell et al. [22] [pg. 43] (primary quote).

3.7. Theme 2: understanding and judgments of RCTs 
and interventions

This theme focuses on trial staff’s knowledge of RCTs, 
their judgments about trial interventions and treatment
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preferences; all factors that could influence whether they 
viewed a patient as suitable for trial.

3.7.1. RCT knowledge (moderate confidence)
Staff understanding of RCTs and perceptions of their 

clinical relevance, generally and specifically, influenced 
how they engaged with trials. Several studies reported that 
staff questioned the value and practical application of RCTs 
in routine clinical practice [23,30,31]:

‘‘I suppose [research] should be an important part of 
what we do, …but I think a lot of us spend a lot of 
time reading snippets of it and then sort of getting 
on with.’’ (Clinician 1). Patterson et al. [31] [pg. 
537] (primary quote).

In one study [22], staff acknowledged the limited evi-
dence on adolescent anorexia nervosa, viewing the trial as 
a valuable ‘‘empirical starting point’’ (Campbell et al) 
[pg.32] (author interpretation) which increased their 
support.

Trial staff in several studies [23,31,32] reported that mis-

understandings of RCT methods, limited research training, 
and lack of trial integration into clinical practice were prob-
lematic. Explaining control arm allocation was particularly 
challenging for some care coordinators.

3.7.2. Perceptions of trial and intervention acceptability 
(moderate confidence)

Trial staff views about treatment interventions and pref-
erences were widely reported as influencing recruitment 
[23—25,28,31,32,35,36]. Our synthesis also identified that 
some staff were reluctant to introduce a trial, fearing they 
might destabilize patients or jeopardize fragile therapeutic 
relationships. For example, in a suicide prevention study 
for psychiatric inpatients [35], staff reported making treat-
ment decisions based on their own risk judgments about 
who might benefit from the trial:

‘‘Psychological therapy had not previously been 
available to inpatients in the wards where this study 
took place. Hence, beliefs that therapy was essen-
tially a community treatment and was unsuitable for 
acutely unwell inpatients were evident.’’ Awenat 
et al. [35] [pg. 12] (author interpretation).

Another study reported on the anxiety among some trial 
staff toward patients being potentially randomized to sub-
optimal care [22], which could increase risks for those with 
anorexia nervosa:

‘‘Randomisation meant that patients in far less 
extreme circumstances may be allocated to inpatient 
care, and that some in a more advanced condition 
be allocated to outpatient care. Some concern was 
expressed in interviews that if urgent inpatient care 
was requested, beds could be blocked by (author

interpretation) ‘‘more robust’’ (primary quote) trial 
patients.’’ Campbell et al. [22] [pg. 30].

Specific concerns about the ‘‘ethics’’ [31] [pg. 538] (pri-
mary quote) of ‘‘randomization and potential denial of ac-
cess to an intervention’’ [31] [pg. 538] (author 
interpretation) were highlighted in two studies [23,31] sug-
gesting a lack of understanding about the trial and how 
challenging it could be for staff to explain the concept of 
equipoise to patients:

‘‘I always want the intervention group (for them). 
And I feel like I hate telling them they’re in the con-
trol group. I absolutely hate it….I always will want 
the intervention group.’’ CC2. Howard et al. [23] 
[pg. 42] (primary quote).

In instances where an individual was not randomized to 
the intervention arm, trial staff in one study reported how 
this could directly affect recruitment as ‘‘those who 
received standard treatment were disappointed’’ [28] 
[pg.145] (author interpretation), impacting trial staff moti-

vation to recruit.
Attitudes toward treatments among other trial staff 

included underlying professional beliefs of intervention 
‘‘appropriateness’’ [32] [pg.495] (author interpretation) 
for some patients or groups [28,32], insufficient informa-

tion about treatment processes or patient benefits [28], as 
well as broader concerns about who took responsibility 
for a patient if referred to a trial [28,31,32,35]:

‘‘The informants also expressed a sense of insecurity 
regarding whether the ICBT method was reliable and 
effective. Not knowing exactly what happened to the 
patient during treatment felt like handing the patient 
over to the unknown …. It was important for the in-
formants to know who took responsibility for the pa-
tient after referral.’’ Hange et al. [28] [pg. 146] 
(author interpretation).

Clinical and emotional discomfort when considering pa-
tients for trial participation could also impact staff recruit-
ment efforts. Staff questioned the appropriateness of 
treatment pathways for some patients and described how 
random allocation could create a ‘‘perception of injustice,’’ 
making it a difficult ‘‘dynamic’’ to manage [32] [pg. 496] 
(primary quotes). Staff in another study described alloca-
tion to usual care as a ‘‘rejection’’ [23] [pg.42] (primary 
quote) from the study, rather than a result of randomization, 
thus ‘‘equated the intervention with the trial.’’ [23] [pg. 44] 
(author interpretation).

Staff in two studies reported unease about the trial eligi-
bility criteria, describing the protocol inclusion criteria as 
‘‘strict’’ [28] [pg. 145] (author interpretation), and high-
lighting ethical dilemmas if they judged certain patients 
needed the trial intervention [28,36]:

‘‘… definitely felt that some patients needed counsel-
ling and wasn’t prepared to offer them the choice of
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being involved in a study with the chance that they 
would receive ’no counselling’.’’ (GP). Fairhurst & 
Dorwick [36][pg. 78] (primary quote).

3.7.3. Trial as an opportunity (moderate confidence) 
Across a number of studies, some trial staff perceived 

trial participation as an opportunity for patients to access 
mental health care which may otherwise have been limited 
or unavailable [22,23,27,35,36]. Trial opportunities identi-
fied included: filling care gaps within current provision 
(eg, suicide prevention therapy), accessing clinical exper-
tise, freeing up clinical time and resources, reducing clin-
ical responsibilities, as well as enhancing professional 
practice, research experience, and the profile of their clin-
ical communities [22,23,27,30,35,36]. However, one study 
noted staff sometimes viewed trials less positively, as a 
‘‘last resort’’ [36] [pg. 79] (author interpretation) having 
‘‘exhausted’’ [36] [pg. 79] (primary quote) all other options
[36] [pg. 79] (primary quote).

3.8. Theme 3 weighing up decisions to approach 
patients

This theme focuses on how personal and clinical factors 
shaped trial staff willingness to approach patients for trials 
and their concerns about managing any consequences of 
participation.

3.8.1. Personal considerations for trial staff (moderate 
confidence)

Decisions about approaching patients for trials centered 
on maintaining relationships, confidence in discussing tri-
als, and managing potential consequences. Fear of compro-

mising rapport and trust strongly influenced decisions to 
approach patients, affecting both long-standing and newly 
established relationships [23,30,33]:

‘‘Sometimes you don’t want to risk the fact you had 
got them to a place where they were happy and calm 
and I felt a reluctance to add some extra stuff on in 
case it kind of cheapened the interaction.’’ (NHS 
Adult Site C). Sayal et al. [33] [pg. 9] (primary 
quote).

For other staff, decisions about approaching patients for 
a trial centered on maintaining relationships and managing 
potential consequences, without the ‘‘burden of explaining 
a research study’’ [33] [pg. 9] (author interpretation). Some 
GPs reported that patients with depression ‘‘preferred a 
more directive consultation style,’’ trusting the GP to 
‘‘know what is best for them’’ [30] [pg. 521] (author inter-
pretation). As such, communicating about treatment uncer-
tainty ‘‘could be perceived as jeopardizing the patients trust 
in their GP’’ [30] [pg. 521] (author interpretation). Another 
study reported that when trust between patients and the

treatment team was ‘‘tenuous or poor’’ [31] [pg. 540] 
(author interpretation), fewer patients were approached 
for a trial.

In one primary care study, it was reported that limited 
knowledge about a mental health condition among nurse 
trial staff, and a lack of local clinician engagement, could 
undermine recruitment [28]. Trial staff in some other 
studies also reported personal concerns about approaching 
patients, related to potential unintended consequences for 
themselves or patients [31,34,35].

In particular, some staff reported specific concerns about 
asking sensitive questions (eg, sexual functioning in people 
with psychosis), fearing they could ‘‘trigger traumatic 
memories or increase risk-taking behaviors, putting the pa-
tient in potentially harmful situations’’ [34], [pg. 8] (author 
interpretation), with implications for compliance and 
relapse [34]. Subsequently, staff often avoided such ques-
tions to ‘‘maintain fragile treatment relationships and pro-
mote compliance with medication’’ [34] [pg. 8] (author 
interpretation). In another study [35], negative impacts on 
some inpatients after therapy sessions (part of trial inter-
vention) and the ‘‘ensuing outfall’’ [35] [pg. 9] (author 
interpretation) impacted subsequent staff referrals:

‘‘One thing that you would worry about when you, 
when you’re nominating someone for the … trial 
would be someone who would, talking about this 
could trigger maladaptive behaviour once the session 
had ended, and then we’d have a whole can of worms 
to put back in the can afterwards.’’ (FG016). Awenat 
et al. [35] [pg. 9] (primary quote).

3.8.2. Clinical considerations for trial staff (moderate 
confidence)

Discomfort with trial interventions and eligibility led 
some staff to prioritize clinical judgment over protocol 
adherence, to protect patients, the doctor—patient relation-
ship, and, in part, the trial [22,23,26,28,30—35].

Some trial staff reported unease at approaching patients 
to preserve relationships and avoiding anything that might 
jeopardize this [23,26,28,30,34]. Concerns included unnec-
essary demands on patients [30], risk of relapse [23], symp-

tom severity [35], poor concentration [22], difficulties 
coping with trial requirements and interventions [26], and 
protecting patients from potential ‘‘rejection’’ [23] [pg. 
42] (primary quote) if not randomized to the intervention. 

Subsequently, some trial staff adopted a risk-averse 
approach, avoiding trial discussions if they perceived medi-

cation changes could destabilize patients, or a patients’ ca-
pacity to weigh up risks was uncertain [32]:

‘‘Several clinicians raised concerns over the mental 
capacity of patients, ‘wondering how much they were 
able to weigh up the pros and cons’ (p21) of
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participation.’’ [32] Phillips et al. [32] [pg 6](author 
interpretation/primary quote).

In a suicide prevention study, staff reported only refer-
ring inpatients they deemed ‘‘stable and less likely to 
engage in suicidal behavior’’ [35] [pg. 18] (author interpre-
tation), partly linked to prior staff trauma from inpatient 
suicides. Similar issues were reported in another study, 
where care coordinators (responsible for initial trial con-
tact) described prioritizing patient stability and minimizing 
relapse triggers, which could limit recruitment opportu-
nities [23].

Protecting the doctor-patient relationship was also cited 
as influencing decisions to approach patients for trials. 
Some staff feared discussions might appear self-serving, 
‘‘furthering their own careers.’’ [30] [pg. 522] (primary 
quote). Others reported avoiding patients with ‘‘chaotic 
lifestyles,’’ as judged them unlikely to fulfill trial participa-
tion requirements [23] [pg.44] (author interpretation).

3.9. Theme 4: engaging in a trial conversation with a 
potential participant

This theme focuses on the challenges staff face when ap-
proaching patients, including judgments about the timing of 
approach, explaining the trial, and responding to any pa-
tient treatment preferences.

3.9.1. Subtheme 4.1 timing of approach (low 
confidence)

Some trial staff reported challenges with the timing of 
trial discussions [22,30,33]. Perceptions of being intrusive, 
having limited time for in-depth conversations, or intro-
ducing the trial at the end of a consultation could under-
mine recruitment.

Trial staff also highlighted a ‘‘brief window of opportu-
nity’’ [33] [pg. 10] (author interpretation) for initiating trial 
discussions, influenced by patients’ desire to avoid 
emotionally difficult conversations. Additionally, the 
timing of trial approaches, day or night, could further affect 
recruitment [33]. For some GPs, introducing a trial was re-
ported as being potentially disruptive to their consultation 
flow and risked appearing insensitive, ‘‘adding to an 
already complicated encounter’’ [30] [pg.522] (author 
interpretation) especially with distressed patients [30].

3.9.2. Subtheme 4.2 pitching the trial (moderate 
confidence)

Across a number of studies, trial staff reported discom-

fort with describing aspects of a trial to patients 
[22,24,28—30,32,33]. This seemed particularly related to 
when staff felt they had insufficient knowledge about a trial 
intervention and/or what would be expected of trial 
participants.

Some trial staff acknowledged that any treatment prefer-
ences they harbored could surface during discussions,

potentially influencing recruitment [24]. Another study 
described that patients’ reluctance to share sensitive infor-
mation was linked to their awareness of clinicians’ legal 
powers of detention, which could limit disclosure and un-
dermine trial assessment and recruitment [35].

One study highlighted communication challenges for 
trial staff when some men with depression presented differ-
ently from women, complicating diagnosis and discussions 
about trial participation [29]. Several studies also noted that 
potential participants’ treatment preferences further 
complicated trial communication [22,32,36]:

‘‘A strong preference for day services was also seen 
by many clinicians as a deterrent for participation, 
with patients (author interpretation) not willing to 
take the risk on getting stuck in the inpatient arm’’ 
(primary quote) (P22). Phillips et al. [32] [pg. 494].

A further challenge reported in one study related to how 
treatment preferences among nonrecruiting staff could 
potentially influence patients early in their care pathway, 
affecting subsequent trial recruitment discussions [28].

4. Discussion

This QES focuses exclusively on trial staff perspectives 
of recruitment across diverse mental health RCTs―an evi-
dence base not previously synthesized. Our review identi-
fied factors influencing recruitment that are distinct to 
mental health trials, as such, the Discussion concentrates 
on these most salient findings.

While limited recruitment capacity in overstretched clin-
ical settings is well-documented [9,10,37], our review indi-
cates these challenges can be particularly acute within 
mental health care pathways. For example, trial staff 
described extremely high workloads and an overriding 
focus on clinical risk management, leaving little time or ca-
pacity for activities beyond routine clinical work. High staff 
turnover, limited research personnel, and shortages of 
specialist mental health nurses, particularly in primary care, 
further constrained recruitment.

While staff capacity constraints affect many trials, our 
synthesis highlights how the clinical risk context in mental 
health differs from that in physical health, with greater time 
devoted to risk management. This can undermine recruit-
ment, particularly if considered disruptive to care or patient 
well-being, especially where therapeutic relationships are 
central to treatment adherence.

While previous reviews reported recruiters’ concerns 
about preserving patient trust [9,10], our review provides 
deeper insight in the specific context for mental health trial 
recruitment. For example, conditions such as psychosis can 
affect emotional regulation and relationship-building, 
directly influencing recruitment and potentially extending 
to other mental health conditions. These findings highlight 
specific difficulties trial staff can face and the potential
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relational impacts on both staff and patients which can 
make recruitment harder.

Our review identified additional, underreported chal-
lenges affecting recruitment to mental health trials. For 
example, some staff were reluctant to approach patients if 
it involved asking highly sensitive questions that might 
trigger traumatic memories or harmful risk-taking behavior. 
This was reported in a trial exploring sexual dysfunction 
among people with psychosis, where stabilization and 
medication adherence were prioritized over recruitment. 
Recruitment was also hindered when patients withheld in-
formation due to fears about clinicians’ legal powers to 
have them sectioned.

These findings underscore the complexities of recruit-
ment to mental health trials, presenting distinctive chal-
lenges less commonly reported in other clinical trial 
contexts. These findings have important implications for 
how trial staff can be better prepared and supported to 
manage such interactions effectively, to support recruitment 
efforts. Findings also link to a broader point about consid-
eration for improved reporting of adverse events within 
mental health trials.

The lack of participant diversity is a problem for many 
trials, but the underrepresentation of marginalized groups 
is a particular problem for mental health trials. Although 
this was not explicitly reported in our included studies, 
stigma and distrust toward research, often rooted in histor-
ical racism and ongoing discrimination, can further deter 
participation among ethnic minorities [38]. Poor ethnic di-
versity in mental health trials is particularly concerning 
given that black and ethnic minorities experience unduly 
high levels of adverse mental health [39]. Trial staff may 
believe they are acting in patients’ or the trial’s best inter-
ests, but these findings suggest the need for further work to 
support staff recruiting to mental health trials, to help pro-
mote more inclusive participation, ensuring evidence better 
reflects those who could benefit most.

Although embedded pragmatic trials are often consid-
ered more relevant to clinical practice, trial staff did not 
explicitly report this as influencing recruitment to mental 
health trials. However, in one paper [35], the authors 
referred to the successful implementation of pragmatic 
and standard cluster trials, including in psychiatric in-
patient settings, where standard RCT design was imprac-

tical. Another study [31] suggested that bridging the gap 
between research and practice is important for pragmatic 
trials to reflect the real clinical world.

4.1. Implications for practice

Trialists should give greater consideration to the added 
clinical risk management demands on staff recruiting to 
mental health trials and their impact on the therapeutic alli-
ance and trial recruitment. Embedding trials in routine care 
and supporting staff to balance clinical and research re-
sponsibilities may help reduce perceived disruption to

patient care and protect the therapeutic relationship. For 
example, adopting alternative consent pathways may be 
one way to improve recruitment but would require careful 
ethical consideration in this potentially vulnerable popula-
tion. Decentralized trials―or aspects of DCTs―might also 
help recruitment to mental health trials; for example, using 
more remote data collection to reduce patient clinic visits. 

The Northern Ireland Hubs for Trial Methodology 
Research SWAT Repository―an online database of Studies 
Within A Trial to improve trial design, conduct, and 
recruitment―currently contains a small number of SWATs 
focused on staff and site recruitment. Some interventions 
may be transferable to mental health trials, such as, central-
ized screening and consent (with remote options), regular 
scheduled contact between coordinating teams and sites, 
and computerized decision-support tools for eligibility de-
cisions. Other strategies might include clinical research 
champions who can be a conduit between researchers and 
clinical services, and strengthening links between re-
searchers and the National Institute for Health and Care 
Research (NIHR) Research Delivery Network.

However, it is important to recognize that any proposed 
‘‘solutions’’ may present distinct consent, retention, and 
ethical issues. As such, these issues warrant careful explo-
ration with people with lived experience to ensure that trial 
designs are methodologically robust, ethically appropriate, 
and ultimately more acceptable and beneficial for 
participants.

4.2. Implications for future research

To support future research, findings from this rQES have 
been used to inform a mapping exercise aimed at 
comparing the identified influences on trial participation 
from this synthesis to existing recruitment QESs [9,10] 
and the Cochrane reviews of interventions to improve 
recruitment/retention to RCTs [40,41] to establish if any 
intervention evidence could support identified recruitment 
challenges. This mapping exercise has evidenced a current 
lack of appropriate interventions evaluated to target trial 
staff recruitment challenges. As such, further research is 
needed to develop (using the findings of the review) and 
test interventions targeting staff recruiting to mental health 
trials. As only one study in this review briefly mentioned 
retention when reporting recruitment findings, highlights 
an important gap for future research. Further qualitative 
research is needed to better understand core challenges 
influencing staff perspectives on retention to inform more 
effective trial design and delivery.

4.3. Strengths and limitations

The strength of this review is that we followed key guid-
ance on conducting a rapid QES, using modified, system-

atic, transparent, and reproducible methods to accelerate 
the synthesis of qualitative evidence [11]. The findings
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considered the views of 350 trial staff involved (directly 
and indirectly) in recruitment to a range of mental health 
trials. The review includes studies from across a range of 
clinical mental health conditions, and although the included 
studies were predominately based in the United Kingdom, 
they included a range of primary care, inpatient/outpatient, 
and community settings.

Overall, our confidence in the review findings was mod-

erate. Although there was variability in the quality of some 
of the included studies, this did not result in their exclusion 
due to the small number of studies included and their 
contribution to the review. As this was a rapid review, it 
is possible some eligible studies may have been missed, 
although multiple team members supported screening to 
mitigate this. Our confidence in most of the findings is 
limited to a lack of richness in data reporting; some of 
the studies provided thin and insufficiently rich data to fully 
support the findings, and 3 of the papers were interlinked, 
albeit reporting unique data in each paper.

5. Conclusion

This rQES has highlighted the context-specific chal-
lenges faced by trial staff recruiting to mental health trials, 
which can complicate and often undermine recruitment. 
Specific concerns were identified regarding the potential 
for trial participation to destabilize some patients, disrupt 
care, undermine therapeutic relationships, or trigger risk-
taking behaviors. These nuanced findings emphasize the 
need for further research to support identification of strate-
gies to support staff and enhance recruitment and retention 
in mental health trials.
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