
 

 

Vision for the Future of UK Clinical 

Trials: Patient, Public and Participant 

Perspectives 

 

Summary and Conclusions 
This briefing responds to Lord Bethell’s recent call for advice to inform a 

new vision for clinical trials. As NIHR Director for Public Voice, I have 

focussed on what matters to patients and those taking part in trials. The 

material for this briefing derives from interviews, a rapid overview of the 

evidence on participant experience (appended as Annex A), and an 

online workshop held on 28 July 2020. Based on the evidence 

considered in this report:  

 

● Patients and the public are likely broadly to welcome changes to 

the arrangements for clinical trials which make better use of digital 

technology, data sharing and smarter trial design. 

 

● Any such changes should be developed in partnership with 

patients and the public and be informed by what matters to 

patients and participants in trials, and their families. 
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● Our emergence from the first phase of the Covid-19 crisis is a 

good basis for increasing public awareness of opportunities to take 

part in research- which overall is quite low. 

 

● There are too few participants from poorer, black and minority 

ethnic communities. Targeted, culturally sensitive approaches, 

working in partnership with relevant communities, are required to 

narrow the gap. 

 

● Taking part in a trial can impose physical, practical and emotional 

burdens. Good trial design is key to minimising the 

burden. Working in partnership with patients and the public is an 

integral feature of good trial design. 

 

● Participants are most likely to have a positive experience if it is in 

the context of a relationship of trust with the research team. Good 

quality information, communication and person-centred care, 

support and attention are key ingredients throughout the trial. 

 

● Better use of digital technologies and sharing of patient data to 

recruit participants and conduct trials will work only in the context 

of human communication and relationships of trust. 

 

● Research teams must communicate the results of the trial to the 

participants.  
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● There is an impatience to remove bureaucratic and governance 

hurdles to the setup and conduct of trials which do not contribute 

to the safety, quality and robustness of the research. 

 

● Research charities play a vital role in health and care research and 

in the context of Covid-19 have an urgent funding requirement. 

 

Introduction 

Clinical trials are a vital part of the research that leads to improvements 

in health, care and prosperity. Recruitment and retention of participants, 

in turn, are vital to the success of trials and are inextricably linked with 

the participant experience. 

 

Many trials do not meet their recruitment targets and struggle to retain 

participants. Many in the research community are frustrated by red tape 

which they feel hampers and slows the pace of research. Many patients 

and members of the public are unaware of opportunities to take part in 

trials and people from poorer backgrounds and ethnic minorities are less 

likely to take part. Participants’ experiences of UK clinical trials are 

mostly positive, but there are some enduring deficiencies. 

 

Emerging from the Covid-19 crisis, we have an opportunity to make 

improvements. The pandemic has raised the public profile of health 

research and the part people can play. It has demonstrated the 

possibility of commissioning research at speed. The vaccines registry, 

alongside the new permission to contact arrangements, provides a new 
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platform for people to volunteer to take part in Covid-19 vaccine trials 

and eventually other studies. 

 

Better use of digital technologies and patient data, combined with 

advances in study design, offer the prospect of faster, more efficient 

trials, which widen participation while imposing less burden on 

participants. But changes to the arrangements for clinical trials need to 

be made in partnership with patients and the public and be grounded in 

a firm understanding of what matters to participants. That is the purpose 

of the exercise reported here. 

How this report was compiled. 

This was a short exercise, conducted in three weeks, to identify key 

issues of importance to patients and participants. There were three 

components. I conducted a small series of one to one interviews with a 

selection of stakeholders. Staff in the NIHR Centre for Engagement and 

Dissemination (CED), of which I am director, conducted a rapid overview 

of evidence from the annual NIHR survey of participants, and from the 

wider research literature (presented at Annex A). Finally, we held a lively 

online workshop on 28 July, joined by more than 35 people, many of 

whom have been participants in clinical trials as patients. The workshop 

was a collaboration between CED, the NIHR Clinical Research Network 

and the Association of Medical Research Charities. This short report is a 

synthesis of the findings from these three sources. Relevant quotes and 

comments from the workshop are inserted anonymously in italics. 
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Issues 

Finding out about trials: missed opportunities. 

The NHS Constitution pledges to “inform you of research studies in 

which you may be eligible to participate”. This pledge is not consistently 

honoured. Workshop participants noted that opportunities to take part in 

trials were often not communicated and that their own participation in 

trials had sometimes been a matter of chance. More broadly, public 

understanding of clinical research could be improved, so that people got 

to the point where they were confident and knowledgeable enough to 

ask about opportunities, rather than wait to be asked. 

Deciding to take part 

Trials vary in size, complexity, phase and purpose. Potential volunteers 

are not an homogeneous group. They include healthy volunteers, people 

living with long term conditions, people with rare conditions and people 

with rapidly deteriorating or life-limiting illnesses. People, therefore, have 

a range of motivations for taking part in a trial (or not). 

 

Research quoted in Annex A shows that the quality of the relationship 

with trial recruiters and the way the request is communicated influence 

decisions to participate. Participants value clear and understandable 

information about the purpose and conduct of the trial, the risks and 

benefits, and their role as a participant. 

 

Very long and complicated patient information sheets are not helpful. 
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“Full communication is essential. Patients need all the information 

clearly from the beginning and throughout. I think making the trial 

seem like a safe environment, using ordinary language (no jargon) 

is really important”.  

 

“Friendly and approachable researchers are the best ones, 

especially for young people!” 

 

Seeking consent is not a tick box process but needs to take place in the 

context of a relationship of trust, and good communication. 

 

“Consent is more of a fluid thing than researchers think - get 

consent at start but if rapidly adapting then consent is fluid and you 

need to feel you can withdraw or continue, if the parameters 

change and it’s not working.” 

 

There is some evidence that the presence of a research nurse in a 

research team improves the recruitment of volunteers significantly, 

possibly because they improve the capacity of the team to communicate 

and explain with a human touch. 

Diversity of participants 

The workshop discussed the under-representation of people from black 

and minority ethnic backgrounds as trial participants. Researchers often 

lacked the links into communities, the necessary cultural understanding 

and the right language and communication approaches. One person 

commented: 
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“I think people from my community are scared of clinical trials 

because they are scared they will be used as guinea pigs. We 

need more information and education around the importance of 

clinical trials.  

 

Workshop attenders identified a number of steps to increase 

participation from under-represented communities. Research teams 

should: 

 

● Learn about the lived experience of those participating in research 

from different cultures and lifestyles. 

● Tailor communications to community needs eg to address 

culture-specific fears and taboos  

● Consider translation where English is not the first language. 

● Use plain language and avoid jargon 

 

Inequality of access to trials is also related to social class and 

geography. As one workshop participant put it:  

 

“we need to look at equality of access - not everyone lives near a 

research active hospital leading to dreadful inequalities for 

patients. We need to look at innovative approaches to including 

more patients at non-research active sites” 

 

7 



The experience of taking part in a trial 

Overall, most participants who respond to a survey report a positive 

experience of being in a study (though we are less likely to learn about 

those who drop out).  

 

The NIHR Clinical Research Network conducts an annual survey of 

participants in the research that it supports, using two questions and a 

free text box. Of the 2019/20 respondents, 90% agreed or strongly 

agreed they had a good experience of taking part in research 

(unchanged from last year’s findings) and 83% agreed or strongly 

agreed that it was important to know the overall results. A more nuanced 

picture emerges from a detailed analysis of the free-text responses and 

from the research literature. 

 

Taking part in a trial imposes a physical and emotional burden on 

participants (and, often, their families) especially if they are also patients. 

Good trial design plays an important part in minimising the unavoidable 

treatment, testing and logistical burdens. Not all researchers think hard 

enough about this, with the result that participants can be subjected to 

unnecessary tests, surveys, procedures and clinic visits. Attenders at our 

workshop spoke passionately about the importance of patient and public 

involvement in trial design (and at the stage before that in setting 

research priorities). 

 

“Involving patients from the start will increase retention, success 

and potential recruitment to future studies”. 
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“Important that patients are in the room with clinical researchers 

when protocol is being developed. Asking for comments 

afterwards is too late”. 

 

There is some research evidence to bear out the positive impact of 

public involvement in trial design.  

 

Participants’ experience is also influenced by the quality of the care, 

support, attention, information and communication they receive during 

the trial. People might need reassurance and help with side effects. They 

might need continuing feedback on how they are doing in the trial, and 

the research team will often have to consider and involve the wider 

family. Managing and minimising the burden of taking part in a trial 

requires a person-centred approach. A clinical trial is not a transactional 

process. Relationships and trust matter. 

 

Workshop participants also talked about the importance of enabling 

participants to provide each other peer to peer support. 
 

Learning the results 

A theme that emerges clearly from surveys, the research literature and 

our own workshop is the vital importance of communicating the results of 

the trial. 
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Workshop participants shared stories about the research “just fizzling 

out” without feedback and communications. This reflects the wider 

research evidence showing that significant proportions of trial 

participants do not learn the results of their study. This is a discourtesy 

to participants, if not an abuse of their goodwill, and is likely to deter 

people from further participation in trials. As I argued in a 2019 BMJ 

editorial, communicating the results of trials to participants is an ethical 

imperative. While there can be practical hurdles to overcome (such as 

navigating information governance requirements) these are not 

insuperable and do not provide an excuse for inaction. 

Workshop attenders also stressed the importance of feedback during the 

study, not just at the end, and the importance of saying thank you. 

 

“Don’t just evaluate at the end but throughout; learn from 

participants as you go; allow participants to support each other 

through a trial” 

 

“Wanting to know whether the research will be beneficial to future 

patients, wanting to be kept informed about procedures and 

research processes at all times and wanting the research/trial 

team to be available to answer any questions or address 

concerns.” 

 

“Important to update patients/public with what is happening along 

the way - at the very least a thank you from the trial team via the 

clinical team.” 
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The future of trials 

The workshop considered future developments in trials through the lens 

of a particular project. Professor Gary Middleton spoke about Cancer 

Research UK’s Lung Matrix Trial, of which he is chief investigator, which 

has an adaptive trial design. We also heard from one of the participants 

in his trial, and his family. 

 

Key features of the trial include:  

● Patient and public involvement built in at the outset to ensure that 

the trial design fits with the needs and daily lives of participants 

● Careful (Bayseian) statistical design allows multiple treatments and 

biomarkers to be investigated simultaneously in a relatively small 

sample of patients  

● Adaptive methodology means that learning happens in real-time 

and less promising treatments can be discontinued while the trial is 

still in progress 

● Minimising invasiveness and patient burden is designed in: for 

example a reliance on blood tests rather than biopsies  

● The small cohort of patients facilitates a caring and person-centred 

approach. 

 

In the ensuing discussion, workshop attenders strongly endorsed the 

adaptive trial approach for its speed, efficiency and thoughtfulness about 

the impact on participants. To the extent possible (recognising that 

different trials need specific methodologies for specific purposes) 

attenders were keen to see this approach more widely adopted.  
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There was a passionate discussion about bureaucratic and governance 

issues delaying the setup and conduct of trials. The mood of the 

workshop was that speed is important (especially for patients with 

fast-deteriorating conditions like motor neurone disease), but not at the 

expense of proper safeguards and not in the sense of rushing patients. 

 

Other modern trial designs (for example, the Recovery Trial led by 

Professor Martin Landray) rely on better use of digital technologies and 

of patient data. An NIHR study quoted in Annex A found that the use of 

digital tools to increase participation in trials raised concerns about risks 

to people’s data and the trustworthiness of virtual approaches. The 

workshop also raised the importance of trust when it came to people 

understanding and accepting how their personal data would be used. In 

short, embracing the full potential of digital and data must not lead 

trialists to overlook the enduring importance of relationships, trust and 

the human touch. 

 

Finally, the workshop agreed the importance of continued funding for 

research charities, including support from the Government. Research 

charities are making a vital contribution to health and care, but their 

finances have been devastated by the Covid-19 pandemic. 

 

 

Jeremy Taylor 

31 July 2020 
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 ANNEX A: Briefing on the evidence relating to the patient 

experience of clinical trials 

 

Introduction 

Recruitment and retention of participants in Randomised Controlled 

Trials (RCTs) is a key determinant of their success. A review of clinical 

trials funded by the National Institute for Health Research (NIHR) Health 

Technology Assessment (HTA) programme found the target sample size 

was achieved in 56% of RCTs, with 79% achieving at least 80%. The 

authors concluded that there is considerable variation in the consent, 

recruitment and retention rates in publicly funded RCTs1. This is 

inextricably linked to patient experience. 

 

NIHR CED undertook a rapid review of published evidence to support a 

briefing on patient experience of clinical trials. The timeframe precluded 

a systematic review and instead, experts in the field were asked to 

nominate papers that would inform discussion of patients’ experience of 

participating in clinical trials. The papers have not been reviewed for 

research quality by CED, nor synthesised. They are presented here in a 

narrative form. 

 

Themes 

The NIHR Clinical Research Network conducts an annual survey of 

participants in the clinical research that it supports. The survey asks 
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respondents to rank two statements on a scale of 1-5. Respondents 

have an opportunity to give more detail in a free text box. 

 

In the 2018/19 survey, 90% of respondents reported they would agree or 

strongly agree that they had a good experience of taking part in 

research. 

 

93% reported they would agree or strongly agree they were given all the 

information needed in relation to the study. 

 

An analysis of the 2018/19 survey is on the NIHR website. 

 

There were similar findings in the 2019/20 survey. The results are not 

yet published and are currently embargoed. The response rate was 

2.5% of the total CRN trial participants (870,250). We undertook an 

analysis of a stratified sample of 1,500 of the free text data responses 

and found that four themes emerged. 

 

1. Experiences of participating in research - increased knowledge 

and information about diagnosis and treatment, positive treatment 

outcomes, side effects treatment, disappointment with treatment 

outcomes, poor procedures and processes 

2. Motivation to take part - importance of research for future patients, 

hoping for positive treatment outcomes, regular support and 

information from the team 
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3. Impact of the professional team - expertise and care, 

person-centredness, comfort and safety, participants feeling fully 

informed 

 

4. Feedback of results and communication – wanting to know 

whether the research will be beneficial to future patients, wanting to 

be kept informed about procedures and research processes at all 

times and wanting the research/trial team to be available to answer 

any questions or address concerns 

 

These four themes have been used to discuss the nominated research 

papers. 

 

Research evidence of patient experience of clinical trials 

Most research focuses on the early experiences of patients, e.g. PPI in 

trial design and individual consent to take part. There is far less 

investigation of how people experience the intervention2. In response to 

this gap, a recent NIHR study has developed a toolkit for collecting 

patient experience in trials measures3. 

 

Experiences of participating in research 

There has been little evaluation of the impact of PPI involvement of 

designing trials on the experience of participation in clinical trials4, 

although one review found that PPI in the design of clinical trials, 

especially people with lived experience of the health condition under 
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study by is likely to improve enrolment of participants, but the findings for 

the impact of retention were inconclusive owing to the paucity of eligible 

studies5. Trust in the research team appeared to be a more significant 

factor and this highlights a concern about remote or digital management 

of trials. An NIHR study exploring the use of digital tools to increase 

participation in trials found concerns around the risk of data breach, 

suitable digital platforms and anonymization of data, in particular how 

and where data are stored. It also found that patients have concerns 

about how they assure themselves of the legitimacy of an online 

contact6. 

 

Psychological burdens of participation occur at every stage of the trial 

process. One study reported that participants describe undergoing 

randomization and allocation to a placebo as particularly difficult 

resulting in disappointment, anger, and depression. The ways in which 

follow-up and trial closure are handled could also be responsible for a 

wide range of psychological, physical, and financial burdens. When 

these issues were well managed, trial participation was also associated 

with the satisfaction of feeling “useful,” gaining “a sense of control,” and 

receiving special attention7. 

 

Motivation to take part  

The burdens of participation are not only experienced by the 

participants, but also by carers and sometimes by the rest of their family. 

For example, the burden may negatively affect the decision of parents to 
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let their child participate in research. The assessment of the burden is 

influenced by general issues of trust in research8.  

 

Motivation to participate in trials is influenced the phase of the trial, the 

patient’s health status, and treatment options at the time of recruitment. 

Motivation differs for different types of trial / phase of trial. Phase 1 trials 

(in healthy people) are more likely to be driven by financial rewards to 

recompense the higher risk. Phase 3 trials are lower risk and participants 

are not usually paid so motivation is more likely to be altruism but also 

about benefit for self (or benefit for direct family, e.g. in breast cancer). 

The quality of the relationship with trial recruiters and the way the 

request is communicated influence decisions to participate as does the 

concern about the implications of non-participation for how others regard 

them9. 

 

Less is known about why people chose not to participate in trials, or drop 

out, but emergent themes include perceptions of current health state (in 

particular a belief that they had sufficiently recovered part way through a 

particular trial or conversely they had deteriorated and were now too ill 

were significant reasons for dropping out). The extent to which the trial 

obligations fit the individual’s preferences for care and support and the 

burden of participating and its impact on the broader aspects of 

lifestyle10. There is some evidence that people also consider the 

organisational and professional credentials of those involved in recruiting 

them to the research11. 

 

17 



Whilst motivation joining phase three trials was constant across settings 

and research designs, the barriers were more dependent on the 

particular study12 and needs careful consideration by the research team. 

 

Impact of the professional team 

The extent of support provided for a health professional appears to have 

a significant impact on the experience of clinical trials at all stages. A 

now fairly old study showed that the inclusion of a research nurse to the 

study group to identify, educate, and enrol eligible study patients 

increased recruitment from 14% to 50%13. This reflects the underlying 

theme of the importance of trust and relationship with the research team, 

facilitating the discussion of the research rather than simply being given 

information about the trial14. 

 

Some groups with poor representation in trials need additional support. 

One study of older people with cancer found only a quarter to one third 

of potentially eligible older patients are enrolled onto trials. Barriers 

include the lack of social support and the need for extra time and 

resources to enrol and sustain them on trials15. 

 

Feedback of results and communication 

Whilst feedback was one of the four themes from the CRN survey, one 

study found only 27% principal investigators had shared the study 

findings with the participants. Of the group that had shared the findings, 

40% shared academic reports and 51% shared lay reports, with (22%) 

sharing both16. 
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Feedback has different meanings: it could be simply an 

acknowledgement, it could be findings of impact or updates on study 

success and progress. One study found that contributors who receive 

feedback are motivated for further involvement. The PPI lead is well 

placed to facilitate the process of providing appropriate feedback17. 

 

Additional opinion from informants 

Professor Athene Lane noted that both clinicians and participants think 

that by being part of a trial gives some kind of privileged experience e.g. 

better treatments. Good trials require the building of trust. For example, 

in the Protect trial, research nurses saw the same men for 10-12 years. 

The lack of personal relationships is a problem with virtual studies.  

 

Professor Jenny Donovan leads a team that produced a structured 

process for increasing participation in randomised trials with the QuinteT 

Recruitment Intervention (QRI).  

 

Dr Katie Gillies noted the impact of the setting on experience. A lack of 

face to face contact with a participant can result in poor retention. Dr 

Gillies also noted some recent debate around whether a pandemic can 

influence decisions to participate in trials, referencing two opinion 

surveys of the general public suggesting more appetite to participate. 

 

Professor Bridget Young cautioned not to forget the interface between 

patient, the research team and the treating clinicians. If ongoing care is 
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provided in a setting where trials are the exception rather than the 

cultural norm, healthcare professionals may feel a particular discomfort 

and this may impact on their patients’ experience of participating in trials. 
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