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Barriers and incentives to recruitment in mental health clinical trials
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Research provides valuable information that improves patients’ outcomes and should inform clinical
decision making.! There are many research methodologies? and randomised controlled trials (RCTs)
are at the top of the hierarchy, providing the most robust results when efficacy of interventions is
concerned.? RCTs are considered the gold standard because randomisation is the best method we
have to remove selection bias between two groups of patients. However, to randomise participants
in a trials, there has to be genuine uncertainty in the clinicians over whether a treatment will be
beneficial.? This is called clinical equipoise, which provides the ethical basis for medical research that
involves assigning patients to different treatment arms of a clinical trial.”
Notwithstanding all these considerations, it is well recognised that many RCTs struggle to recruit an
adequate sample size, with large, collaborative studies often not being able to meet the targets as
originally planned. Difficulty in recruitment may result in a series of problems (e.g. research samples
unrepresentative of the intended study population, or reduced statistical power that can affect
validity of research findings.®
The published literature recognises a number of the barriers to recruitment in clinical studies:”®

e Clinicians’ difficulties with understanding equipoise and their confidence in expressing this

concept to potential trial participants;

e C(linicians' application of exclusion criteria independent of the study protocol;

o Gatekeeping behaviours, based on assumptions that participation in trial may be too stressful;

e Concern that research involvement may potentially damage patient-clinician relationships;

e Time and workload pressures, and competing clinical priorities for clinical staff;

e Negative attitudes towards research and evidence-based practice;

e Lack of confidence in explaining research to participants;

e Discrepancies between “policy” and “practice”, for example revalidation process requires

medical staff to provide evidence of research work, however there is no protected time or

funds in clinical work to facilitate this.



To overcome potential barriers to recruitment, interventions to improve recruitment have been
examined in individual studies and also in reviews, including the following:®
e Feedback to the trial clinicians based on recorded and transcribed data of recruitment
appointments, with identification of time spent on explaining trial design, treatment arms,
procedures and total length of appointment.
e Protected research time and extra training.
¢ Reduction in clinicians’ workload and time to recruit.

e Training, including communications skills and role play.

If all this is true for medicine in general, recruitment into clinical trials in populations suffering from
mental illness face additional challenges, often related to perceived patient vulnerability and
preferences of professionals and patients preferences, which can affect the decision regarding
randomisation of a patient and their participation in a treatment arm of a study.® Furthermore, in
mental health settings treatment decisions are frequently at crisis points when patients are disturbed
or distressed, and when capacity to consent to treatment, and perceived capacity to take on new
information by potential participants may be limited.!!

Researcher’s awareness of the barriers to recruitment to mental health RCTs is increasing and data
have been published to illustrate the difficulties experienced by researchers in trying to reach pre-
planned sample sizes, and its influence on trial results. Previous reviews on barriers to recruitment
have not included evidence from mental health trials, such as relevant data from the CUtLASS trial.'?
Furthermore, although data exist that indicate that qualitative interventions may be effective in
improving clinicians’ confidence to recruit to RCTs,*3 there is no clear mention of data specific to

mental health settings.

This is an area that deserves further and systematic exploration and analysis. We need to better

understand the barriers and incentives to recruitment in mental health trials and guide clinical



researchers and policy makers in the development of interventions that may help improve clinician’s
readiness to approach, recruit and randomise patients into RCTs. Improving patients outcomes and
transforming NHS services by generation of good quality research is also set out as one of the

priorities by NHS England (https://www.england.nhs.uk/wp-content/uploads/2017/04/nhse-

research-plan.pdf).



https://www.england.nhs.uk/wp-content/uploads/2017/04/nhse-research-plan.pdf
https://www.england.nhs.uk/wp-content/uploads/2017/04/nhse-research-plan.pdf
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