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Abstract 

 

Introduction 

A patient information leaflet (PIL) is traditionally written by academics. Patient and Public 

Involvement (PPI) in research design can result in better quality and relevance of research. 

The aim of this project was to investigate a PPI Panel’s opinion on the navigation and 
accessibility of a standard A4 PIL format compared to a newly redesigned A5 booklet 

format. 

 

Methods  

A new PIL format was developed, based on PIL recommendations published in 2021, and 

subsequently reviewed and compared against a standard template by a PPI Panel for ease of 

navigation and accessibility. The written information did not differ between versions. PPI 

panel members were approached via email to participate in a two-part qualitative and 

quantitative online survey. Qualitative data was analysed through thematic analysis. 

 

Results 

4 (58%) of the PPI Panel responded, with a 4 (100%) completion rate. 3 (75%) found the 

original format “somewhat difficult” to read, whilst 3 (75%) found the new booklet format 
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“somewhat easy” or “extremely easy” to read. All responders found the new format easier 
to navigate. The qualitative data produced two themes: appearance and language.   

 

By changing the PIL format, the accessibility of information increased. The qualitative 

feedback by the PPI Panel helped improve the PIL, ensuring it is patient-centred, facilitates 

patient understanding of the trial and aids the informed consent process.  

 

Introduction 

 

Patient and Public Involvement (PPI) in research design leads to better quality and improved 

relevance of clinical research, by focusing on areas that patients consider to be important 

and bringing a new perspective to the study design.1 The National Cancer Control 

Programme (NCCP)’s National Cancer Strategy 2017-2026 highlighted the increased survival 

rates of cancer patients, with approximately 200,000 people living with and beyond cancer 

in Ireland. The NCCP proposes the enrolment of 6% of cancer patients to therapeutic clinical 

trials by 2026.2 Barriers for clinical trial recruitment and retention include language, cultural 

factors, trial design, beliefs about medical research, and time constraints, amongst others.3   
 

A Patient Information Leaflet (PIL) and informed consent are key components to trial 

recruitment and are traditionally written by academic researchers.  PILs provide information 

to potential participants regarding the study, how it will be carried out, why they are being 

asked to take part, what the benefits and risks are. The European Union General Data 

Protection Regulations (GDPR) now require study sponsors to provide potential participants 

with information regarding their personal data, how it is stored and processed following 

their participation. Within Ireland, it is recommended that patient-facing documents are 

developed for a reading age level of 11 – 12 years old by the National Adult Literacy Agency.  

 

In 2021, a set of guidelines, including 44 recommendations, were published from an expert 

consensus conference in relation to preparing accessible and understandable clinical 

research PILs.4 The recommendations included the format of PILs: they should be in a 

booklet format, use columns and have headings to ensure an “easy-to-read and accessible 

layout”.4 

 

The University College Cork Cancer Trials Group (UCC CTG) have developed and piloted two 

survivorship trials with leveraged funding from the Irish Cancer Society; LIAM Mc [NCI: 

CTRIAL-IE 23-18; NCT05946993] & LYSA [NCT05035173] trials.5,6,7 The LIAM Mc (Linking In 

with Supports and Advice for Men impacted by Metastatic cancer) trial is a 12-week 

interventional programme based in the Mardyke Arena, a UCC affiliated state–of-the-art 

sports and rehabilitation facility. The programme encompasses an intensive 
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multidisciplinary approach to provide men with personalised tools and coping mechanisms 

for life with cancer.  An important aspect of this programme is to demonstrate how to 

improve the survivorship supports and services for underserved communities of men who 

have not traditionally been the focus of such initiatives, such as the Travelling community, 

LGBTQ+ community, ethnic minority and migrant communities and communities with social 

disadvantages. Therefore, ensuring that information regarding the trial is accessible was 

vital. 

 

Given the numerous barriers to trial recruitment and the positive impact that collaboration 

with a PPI panel can have on study design and success, a project was facilitated through the 

LIAM Mc Trial, collaborating with the UCC CTG PPI Panel focusing on the PIL.  

 

Thus, the aim of this project is to investigate the PPI Panel’s opinion on the navigation and 

accessibility of a standard A4 patient information leaflet format (Appendix 1) compared to a 

newly redesigned A5 booklet format (Appendix 2). A key aspect to this project was that the 

written information in the PIL did not change across the different formats.  

 

Methods 

 

The LIAM Mc Trial received full ethical approval, granted by Clinical Research Ethics 

Committee of the University Teaching’s Hospital [ECM 4 (v) 01/11/2022 & ECM 5 (11) 

31/01/2023]. This project was also working in partnership with the UCC CTG’s established 
PPI Panel who have signed a voluntary agreement to work with researchers to develop and 

improve clinical trials, and therefore specific ethical approval was not deemed necessary. 

The project was conducted in line with the Declaration of Helsinki and using Good Clinical 

Practice guidelines. 8,9   

 

Standard PILs for Non-Regulated Trials are based on an A4 template.10 The original PIL used 

in the LIAM Mc Trial followed this standard A4 template. The newly formatted PIL was 

produced in line with the 2021 recommendations as an A5 booklet, with a cover page and a 

contents section. The pages of the booklet were divided into two columns per page, with 

specific headings, following from left to right. An additional two pages were added with 

clear contact information for the potential participants at the front and back of the booklet.  

 

A mixed methods approach was used to capture data using the Qualtrics Survey Tool.11 The 

survey consisted of 8 questions, using a combination of free text input, multiple choice 

answers and slider scale questions to provide a comprehensive overview of the PPI Panel’s 
perspective. 12  
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The slider scale questions were divided to 5 scale points, ranging from “extremely difficult” 

to “extremely easy”.  The following 4 slider scale questions were included: “How easy did 

you find the original PIL to read?”, “How easy did you find the new PIL to read?”, “How easy 

was it to navigate the original PIL?” and “How easy was it to navigate the new PIL?”. A 

simple multiple-choice question was included at the end of the quantitative section: “Which 

PIL did you prefer?”. The PPI-P had two options: the original PIL or the new PIL. 

 

Free text input questions were used to collect open-ended responses. An essay text box 

allowed PPI-P to give their opinion and provide more detailed information on comparison 

between the two PILs. Three questions were included: “What did you like or dislike about 

the original PIL?”, “What did you like or dislike about the new PIL?” and “Would you give any 

suggestions or comments as to how we can improve the PIL further?”.  

 

Members (n=7) of the UCC CTG PPI-P had previously consented to be contacted for 

involvement in potential projects. These members were approached via email. The “PIL 
Project” was advertised in a UCC CTG monthly newsletter in Spring 2023. An invitation email 
was sent outlining the purpose of the “PIL Project”. If the PPI member agreed to take part, a 
copy of both PILs were posted to their home address for review and a link to the survey was 

sent to their email address.   The team was notified by Qualtrics once the PPI-P completed 

the survey. Following the completion, PPI-P involved consented to the use and publication 

of the results.  

 

All data used in the analysis was anonymised. The qualitative and quantitative data was 

collected and exported from Qualtrics into a .csv file. Qualitative data was analysed using a 

simple thematic analysis approach.13 This data was analysed by two researchers (KJ & KM) in 

the team to ensure themes were coherent and clear. The raw quantitative data was 

reviewed and cleaned to ensure any anomalies or duplications were accounted for (n=1). 

Clean data was then analysed in two categories: ease of reading and ease of navigation, 

presented as bar charts.  

 

Results 

 

58% (n=4) of the UCC CTG and LIAM Mc PPI Panel members participated in this project, with 

a 100% completion rate among participants. The quantitative data is presented in Figure 1 

and Figure 2. Overall, 75% (n=3) of the PPI-P preferred the A5 booklet format compared to 

the original A4 format.  As seen in Figure 2, 75% (n=3) of the PPI-P found the original format 

“somewhat difficult” to read, whilst 50% (n=2) found the new format “somewhat easy” to 

read and 25% (n=1) found it “extremely easy” to read. 
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Figure 1:  The Reading Accessibility of the PILs.  

 

As presented in Figure 2, the entire PPI-P found the new format “somewhat easy” to 
“extremely easy” to navigate, and 50% of the PPI-P found the original A4 format “somewhat 
difficult” to navigate. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

        

Figure 2: The Navigation Accessibility of the PILs. 
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The qualitative data is represented in Figure 3. Two main themes emerged: the appearance 

of the PIL and the language used in the PIL. The latter theme is reported as a consequential 

finding as it was not the primary objective of this project.  

The first theme in the data was regarding the appearance of the PILs. Overall, the new 

format was reported to be “softer” and “friendlier” than the original format, which was 

described as “clunky” and “too official”. The use of two-column formatting was preferred as 

the sections were “not as imposing” as the original version, reading “like a book”. 
Conversely, in the subtheme of text size, the original format was suggested as preferable 

due its “large text”, making the document “easy to read”.  
 

The second theme, a consequential finding of the project, was around the language used in 

the PIL. The qualitative data was largely negative and to improve recruitment rates, the PPI-

P reported language should be “encouraging” and appeal to all readers, “not just those with 

an academic background”. It was reported that there was “too much emphasis” on “risks, 

being harmed, negligence and legal action”.  
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Figure 3: Interlinking themes and quotes from the qualitative section of the LIAM Mc PIL
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Discussion 

 

PILs are a key component of clinical trials and act as a facilitator to trial recruitment. This 

project, facilitated through the LIAM Mc Trial, aimed to optimise the format of PILs by 

collaborating with a PPI Panel. The project followed recommendations published in 2021 to 

redesign a standard A4 PIL template to a new A5 booklet format. 4,10  

 

Whilst there are layers of complexity that influence recruitment to and participation in a 

clinical trial, this project is the first step in optimising PILs in the UCC CTG with the long-term 

aim to help facilitate trial recruitment through easily accessible information for patients.1 

 

It has been reported that the top inefficiency in conduct of a clinical trial is failure to meet 

the recruitment targets.15 Furthermore, research found that only 5% of American cancer 

patients actually participated in clinical trials, in contrast to the 70% who reported that they 

were willing to participate.16 Some decisions regarding patient participation in clinical trials 

are not based on a full understanding of the trial, possibly because the information may be 

too complex or not designed to support an informed decision.15 This project has further 

reiterated the barriers that complex language and poor design may have on clinical trial 

participation.  

 

Involving PPI is vital to bridge a gap between academic/clinical researchers and patients. The 

partnership between the PPI advocate and the research team enables mutual learning and 

understanding of the patient perspective and the clinician perspective, working towards a 

scientific yet patient-centred clinical trial.17 The PPI advocate’s input to the clinical trial 
design ensures the understanding of what is important to the patients and works to 

broaden the researcher’s perspective.17 

 

 By changing the format of a standard A4 PIL template to an A5 booklet, without changing 

its content, the majority of the PPI-P found it easier to read and all participants found it 

easier to navigate. In contrast, half of the PPI-P found the original standard PIL template 

“somewhat difficult” to navigate, and with the majority again finding it “somewhat difficult” 
to read.  

 

As a result of this project, the A5 booklet format has been submitted and approved by the 

local research ethics committee for use in the LIAM Mc Trial.  

 

While this project involved a relatively small number of PPI-P participants, the benefit of 

involving a PPI-P in PIL design is clear. Additionally, while there may have been some bias in 
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reporting based on labelling the PILs as “original” and “new”, the fact that the wording in 
both formats did not differ is a strength of this analysis. Future projects could utilise a larger 

sample size to gain a more in-depth perspective of a PPI-P opinion, in order to optimise PILs 

further. 

 

A consequential finding of this project highlighted that the language used in the standard 

PILs may create a potential barrier for accessing information about a clinical trial (Figure 3). 

It is evident that working with PPI-P can play a role in breaking down barriers between 

academics, clinical researchers and patients. Furthermore, it is clear that more work needs 

to be done to make the language of a standard PIL more accessible to patients and their 

families.  

 

The UCC Cancer Trials Group (Cancer Research @UCC) are working to progress this project 

to create a standard PIL template and collaborate with the Patient-Focussed Quality 

Working Group in University College Cork to concentrate on the language used in PILs to 

ensure future trials are accessible and patient-centric.  

 

The aim of the LIAM Mc PIL Project was to work with a PPI panel to compare a standard A4 

PIL format and a novel A5 booklet format PIL. A key aspect was that the written information 

in the patient information leaflets did not differ. By changing only the PIL format, both 

navigation and the accessibility of information improved. The qualitative feedback by the 

PPI panel has been vital to continuing our work to improve the PIL, working to ensure it is 

patient-centred, facilitates patient understanding of the trial and aids the informed consent 

process. A consequential finding was the impact of the language used in PILs as a barrier for 

patient understanding, and particular attention should be paid to the language used when 

PILs are being developed, with direct input from a PPI panel essential. 

 

 

Abbreviations 

LIAM Mc Linking In with Advice and supports for Men impacted by Metastatic 
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