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Recruitment and retention are among the most persistent 
operational challenges in clinical trials, directly influencing 
timelines, budgets and data quality. In the UK, delays in participant 
enrolment and high attrition remain a significant operational 
concern across UK trials, even where median retention rates 
appear reasonably high. Ultimately, this threatens study feasibility 
and limits the generalisability of results. While scientific design, 
regulatory approval and feasibility assessments are given 
extensive attention, the lived experience of participants is often 
treated as secondary. Yet it is this experience, shaped by burden, 
communication, accessibility and trust that directly determines 
whether a study reaches its targets on time and with high-quality 
data.

A comprehensive review of publicly funded UK RCTs found that 
only about 63% achieved their final stated recruitment target, and 30% 
of trials revised their target.1 The median retention of participants (valid 
primary outcome data) across studies was approximately 88%. Turning 
to industry-sponsored studies, the ABPI reports that between 20–30% 
of UK industry clinical trials fail to recruit the agreed participant 
numbers within the planned timeframes.2

This article explores the strategic and operational benefits 
of integrating participant-centred principles throughout study 
development, with specific attention to UK regulatory expectations, 
Patient and Public Involvement and Engagement (PPIE) and the 
growing role of Patient Advisory Groups (PAGs). Drawing on UK 
policy, best practice and operational insights, it aims to support clinical 
operations leaders in designing trials that are inclusive, efficient and 
aligned with the evolving UK research landscape.

Why Recruitment and Retention Are Critical
Clinical trials have become increasingly complex, spanning multiple 
sites, regulatory frameworks and therapeutic areas. While milestones 
such as protocol approval, feasibility assessment and regulatory 
submission dominate planning, recruitment and retention challenges 
frequently extend study timelines by one to six months, increase costs 
and compromise data completeness.3,4 Delays of even a few weeks can 
carry substantial cost implications in industry settings, underscoring 
the imperative of proactive recruitment and retention planning.

Another review of 151 publicly funded UK RCTs reported a median 
retention rate of 88%,5 but with substantial variability linked to 
communication quality, participant burden and study design. Retention 
challenges not only slow progress but also risk introducing bias and 
decreasing data completeness, ultimately requiring amendments, 
extensions or additional recruitment efforts. 

The NIHR portfolio studies similarly show that early identification 
of barriers and structured recruitment strategies are associated with 
higher enrolment efficiency and fewer protocol amendments.6 For 
senior clinical operations professionals, the implication is clear: 
recruitment and retention are not ancillary considerations, but 
core operational levers that shape study viability from outset to  
close-out.

Recruitment and Retention in Clinical Trials:  
A Participant-Centred Approach

Early-phase trials are particularly vulnerable; participants may be 
motivated yet cautious about unknown risks. Transparent, participant-
focused engagement is therefore essential from the outset to build trust 
and reduce dropout.

In the UK, the Future Clinical Trials Delivery Plan (2023–2025) 
emphasises efficient, participant-focused delivery as key to maintaining 
the nation’s research competitiveness.7 

Persistent Barriers

•	 Practical Burden
	 Practical barriers: travel, scheduling constraints, financial strain 

and caring responsibilities, including childcare, remain dominant 
drivers of both slow enrolment and attrition. Increasingly, sponsors 
and sites are turning to decentralised models, remote assessments 
and flexible scheduling to address these pressures. Empirical work 
and trial-process reviews consistently identify travel support, 
extended clinic hours and flexible visit windows as important 
levers for reducing participant burden and supporting retention. 
However, robust UK-specific quantification of impact remains 
limited.

•	 Communication and Understanding
	 Participants consistently report that unclear information, 

inconsistent messaging and limited opportunities to ask questions 
undermine confidence. For early-phase healthy volunteer studies, 
where perceived risk may be higher, clarity and transparency are 
central to informed decision-making. Plain-language materials, 
structured updates and accessible digital communication 
channels reduce consent queries and enhance trust.

•	 Accessibility and Inclusivity
	 Improving diversity in clinical research is a growing UK priority. 

Underrepresentation of certain demographic and socio-economic 
groups continues to affect generalisability and ethical robustness. 
Localised recruitment, community partnerships, translated 
materials and culturally appropriate communication can help 
ensure the participant population reflects real-world patients. The 
HRA and MHRA both emphasise inclusivity as a component of 
ethical trial conduct.

Operational Strategies to Improve Recruitment and Retention

Structured Recruitment Journey
Well-designed recruitment journeys begin long before the participant 
reaches the consent discussion. Early touchpoints: screening materials, 
initial contact and pre-screening tools play a crucial role in shaping 
perception and reducing friction. For senior operational teams, this 
means ensuring consistency between study design, scheduling 
capabilities, capacity planning and participant-facing communications.

Campaign Design and Participant Engagement
While participant-facing information and outreach remain 
essential, their operational impact depends on alignment with 
feasibility, capacity planning and real-world delivery constraints. 
Targeted awareness campaigns, community-based recruitment and 
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transparent messaging support more predictable enrolment curves 
and reduce downstream retention challenges.

Digital Tools and Automation
Pre-screening tools, digital scheduling platforms, remote monitoring 
and telehealth follow-ups increasingly underpin efficient delivery. 
When used thoughtfully, these tools streamline operations, reduce 
administrative burden on site staff and improve convenience for 
participants without compromising data security or regulatory 
compliance

Patient Advisory Groups (PAGs), PPIE and PPI
This is an area where UK regulatory expectations have strengthened 
significantly. Both the Health Research Authority (HRA) and the 
Medicines and Healthcare products Regulatory Agency (MHRA) 
now emphasise the operational and ethical importance of embedding 
participant voice throughout trial development, from early feasibility 
through to delivery and follow-up. This shift reflects a broader 
recognition that participant insight is central to designing trials that 
are both practical and acceptable.

Patient Advisory Groups (PAGs) provide structured, experience-
based input that can significantly influence feasibility and operational 
planning. Their involvement can help to:

•	 Optimise participant information materials to support informed 
consent

•	 Identify procedures or assessments that may be unnecessarily 
burdensome

•	 Suggest more realistic and acceptable visit schedules
•	 Highlight accessibility barriers, including travel, technology and 

language needs
•	 Improve cultural sensitivity and relevance of study materials
•	 Anticipate concerns likely to influence enrolment or long-term 

retention

Operational benefits of early participant involvement are well 
documented. Studies demonstrate that PAG input is associated with 
fewer protocol amendments, higher retention and smoother feasibility 
assessment, including in complex or rare-disease studies.8 Collectively, 
these contributions strengthen both operational predictability 
and participant acceptability, directly supporting sponsor and site  
priorities.

Patient and Public Involvement and Engagement (PPIE) and wider 
PPI frameworks extend this approach across the trial lifecycle. They 
create mechanisms, such as advisory panels, participant surveys and 
iterative material testing, through which feedback can be incorporated 
into communication strategies, scheduling and support systems in a 
continuous and responsive manner. The Health Research Authority 
highlights that PPI improves study quality, relevance and retention 
(HRA, 2025),9 reinforcing its value as an operational as well as ethical 
practice.

Practical Applications Include:

•	 Enhanced Communication: Regular plain-language updates and 
clear channels for participant questions

•	 Flexible Scheduling: Evening or weekend visits and adaptable 
appointment windows

•	 Dedicated Support: A consistent point of contact to provide 
reassurance and logistical guidance

Embedding PPI and PPIE systematically helps ensure that diverse 
participant perspectives shape trial design and delivery. This not 

only strengthens ethical robustness but also supports more efficient 
recruitment, higher retention and fewer avoidable operational  
delays.

Evidence-Based Strategies for Operational Impact

Operational Levers That Improve Study Performance

Strategy Area Practical Approaches Operational Impact

Communication
Plain-language materials, 
regular updates, open 
channels

Improves informed 
consent and reduces 
queries

Scheduling &  
Flexibility

Evening/weekend 
appointments, 
decentralised visits, 
remote assessments

Reduces missed visits, 
supports retention

Participant  
Support

Single point of contact, 
guidance and emotional/
logistical support

Enhances confidence and 
engagement

Digital Tools

Online pre-screening, 
apps for scheduling and 
monitoring; telehealth 
follow-ups

Streamlines workflows, 
improves convenience and 
data quality

Inclusivity &  
Equity

Multilingual materials, 
culturally sensitive 
messaging and community 
engagement

Encourages diverse 
participation, strengthens 
generalisability

Feedback &  
PPIE

PAGs, surveys and 
integration of feedback 
into design

Reduces amendments, 
improves retention and 
strengthens operational 
efficiency

UK Policy and Regulatory Context
UK regulatory guidance increasingly positions participant 
engagement as a strategic priority:

•	 HRA Guidance on PPIE: Supports embedding participant 
perspectives throughout trial design

•	 MHRA Patient Involvement Strategy:10,11,12 Encourages 
operational alignment with participant needs

•	 NIHR and Future Clinical Trials Delivery Plan (2023–2025): 
Advocates participant-centred operational practices to improve 
trial delivery and efficiency

Together, these national policy movements demonstrate that 
participant-centred operational design is now an expectation, not a 
“nice to have.”

Future Outlook
The direction of travel for UK clinical trials is clear; streamlined, 
participant-centred delivery grounded in regulatory expectations 
and operational best practice. With the establishment of the NIHR 
Research Delivery Network and ongoing modernisation of approvals, 
the UK landscape is increasingly structured to support trials that 
embed participant insights from the outset. Sponsors and CROs that 
systematically integrate participant insights, through PAGs, PPIE 
frameworks, flexible operational models and modern digital tools, 
are better positioned to deliver studies that are both efficient and 
ethically robust.

As competition for participants increases and trial designs grow 
more complex, the organisations that invest in participant experience 
will achieve faster enrolment, fewer amendments, higher retention 
and stronger data integrity. The shift toward participant-centred 
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operations is not purely ethical; it is strategic, operationally impactful 
and essential for maintaining the UK’s competitiveness as a global 
research leader. 
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