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Comparing the effects of a patient-designed-and-informed participant information 

leaflet in comparison with a standard, researcher-designed information leaflet on 

recruitment, retention and understanding: a study-within-a-trial.  

 

 

 

Abstract 

 

Background and Aim: The process of trial recruitment is vital, given its impact on 

resources, statistical power and the validity of findings. A participant information leaflet 

(PIL) is often the initial and primary source of information engaged by potential participants 

during recruitment. Research suggests that a variety of manipulations to a PIL can be made 

during its development to enhance understanding, readability and accessibility. In light of 

this, PIL-design led by Public and Patient Involvement (PPI) may also yield positive effects 

in this respect, as well as consent and retention. This study-within-a-trial (SWAT) compared 

the effects of a PPI-developed PIL with a standard, researcher-developed PIL on rates of 

consent, retention, decision certainty, understanding, readability, accessibility, likeability and 

decision to consent.  

Method: This SWAT used a double-blind, two-armed randomised design. The SWAT was 

conducted within a host trial of cognitive rehabilitation in multiple sclerosis.  

Results: A total of 234 people expressed interest in the trial, of which 94 were retained at 6-

month follow up. Results revealed no effects on levels of consent and retention between the 

two PIL groups.  

Conclusions: These null effects provide interesting points of discussion and important 

implications for not only future research on PILs, but also for future research that involves 

recruitment to health-related interventions.   

 

 

Keywords: recruitment; retention; SWAT; study-within-a-trial; PPI; patient involvement 
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Background  

A research intervention’s recruitment process is crucial for its success, given the impact on 

statistical power, validity of findings and investment of resources [1-2]. The participant 

information leaflet (PIL) is the primary source of information used by potential participants 

during the recruitment process. It is critical for ensuring that potential participants understand 

both the broader and more specific implications of what they are consenting to [3]. Though 

the informed consent process necessitates provision of some form of ethically reviewed and 

approved PIL, such consideration does not guarantee the quality of the PIL (e.g. with respect 

to readability or accessibility). Thus, it can be argued that just because the presentation of a 

PIL is not unethical, that does not ensure that it is appropriate [4]. 

Understanding of PILs is often poor amongst participants in health-related research [3;5]. 

Information leaflets are often complex [6]; for example, with respect to length and 

accessibility of language [7-8]. Though the information provided within the PIL must contain 

sufficient detail and certain characteristics in order to achieve the ethical requirements 

pertaining to informed consent [9], the detail and complexity must be balanced with the 

competing demand of comprehension [6]. On the other hand, though research does indicate 

that PILs can often be lengthy [10] and, as a result, less likely to be read [6;11], it also 

indicates that reducing length is ineffective and may negatively impact comprehension due 

to, for example, a lack of clarity [12].  

A limited body of research, yielding mixed results, has evaluated the effects of various 

manipulations to PIL development on recruitment and comprehension, such as out-sourcing 

for professionally-designed PILs [e.g.7]; using iterative, user-tested formats [e.g. 7;13]; and 

comparing font adjustments [e.g. 14]. However, in practical terms, some of these 

manipulations can be costly with respect to both finances and time, which may not be feasible 

for trials limited by funding restrictions. As a result, it is necessary to identify a practical, 

feasible means of enhancing PIL clarity and comprehension, as well as subsequent participant 

retention [4].  

People express interest in participating in health-related research for a variety of reasons, for 

example to achieve some benefit to their own personal health [15], but may choose not to 

take part because of fear, worry, or lack of understanding of research requirements. PIL-

design by an individual eligible to participate in the intervention (e.g. living with the chronic 

illness), but without any personal bias involved with actually participating, may yield positive 
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effects on recruitment and comprehension; that is, PIL-development led by a Public and 

Patient Involvement (PPI) member. PPI is an effective means of enhancing the likelihood of a 

successful trial by involving people with lived experience of a particular condition as partners 

throughout the research process [16, 17]. In light of extant theory and research, a PIL 

developed through PPI may enhance trial understanding and recruitment (with respect to 

consent), as well as participant retention. 

The aim of the current study is to compare the effects of two PILs designed to facilitate 

informed consent of potential participants – a PPI-designed-and-informed PIL (PPI-PIL) and 

a standard, researcher-designed PIL (SR-PIL) on: recruitment (i.e. consent), decision 

certainty, retention, understanding, readability, accessibility, likeability and decision to 

consent.  

 

Methodology 

The protocol for this study-within-a-trial (SWAT) was previously published in HRB Open 

Research [see 4] and registered at the Northern Ireland Network for Trials Methodology 

Research SWAT Store (SWAT105; 30/JUL/2019). Ethical approval was awarded by Galway 

University Hospitals on 13.08.2019, Ref: C.A 2231 and was conducted at the National 

University of Ireland, Galway. SWAT Reporting Guidelines Template (PROMETHEUS 

group, 2021) was used in the reporting of this SWAT and can be viewed in Appendix 1.  

 

Study Design  

A SWAT design was used here. A SWAT is a self-contained research study embedded within 

a host trial for the purpose of investigating or evaluating trial processes and/or alternatives 

[18]. The SWAT was part of a larger, single-blind, cluster-randomised controlled feasibility 

and preliminary efficacy trial of the Cognitive Occupation-Based programme for people 

living with Multiple Sclerosis (COB-MS) [19], from here on referred to as ‘the host trial’. 

This SWAT was a double-blind, randomised trial comparing the effects of a patient-

designed-and-informed PIL with a standard, researcher-designed PIL. Both patients and those 

collecting outcome data were blinded to allocation.  

 

Participants 

No separate inclusion or exclusion criteria was necessary for the SWAT. The host trial 

included people with a diagnosis of multiple sclerosis (MS), 18 years of age or older, who 
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were fluent in written and spoken English, had cognitive difficulties, and no neurologic 

history other than MS, no history of major depressive disorder, schizophrenia, or bipolar 

disorder I or II; no history of diagnosed substance use or dependence disorder. 

People with MS were not eligible to participate if they had cognitive impairment that would 

affect reliable participation or capacity to give informed consent; were experiencing a current 

relapse; undergoing cognitive rehabilitation; and/or were incarcerated or institutionalised. 

Participant recruitment took place between November 2019- August 2020 (allowing for 

rechecking consent with participants following COVID-19 impacts). Two-hundred and thirty-

four individuals made contact to express interest in participating in the host trial, of whom 

207 provided contact and postage details and were, subsequently, sent a randomly allocated 

PIL (104 PPI-PIL; 103 SR-PIL). Figure 1 has SWAT flow diagram of participants through 

the SWAT.  

 

Materials & Measures  

Both participant information leaflets, the PPI-PIL and the SR-PIL, as well as a GDPR 

addendum and consent form can be viewed online at Open Science Framework: 

https://osf.io/d52gx/ [20]. Outcome measures included: 

- Consent was measured dichotomously by whether or not the individuals sent a signed 

informed consent form to participate in the host trial by post or provided in person to 

research assistant.    

- Retention was measured dichotomously by whether or not the participants completed 

the trial. Notably, level of retention was also measured by (1-4) testing phases 

completed. 

- The Decisional Conflict Scale [DCS; 21] is a 16-item questionnaire, answered via a 

five-point Likert scale, ranging from strongly agree (0) to strongly disagree (4), used 

to measure decision certainty, with respect to decision to provide consent to 

participate in this SWAT. The scale is established as valid and reliable with test–retest 

correlations and Cronbach's α of 0.78 [22]. Reliability in the current SWAT was α = 

.95. The five sub-scales of the DCS were also analysed (informed: α= .91; values 

clarity: α = 89; support: α = .66; uncertainty: α =.79; and effective decision: α = .88).  

- Understanding, readability, accessibility, likeability and decision to consent were 

assessed via a six-item questionnaire (see Table 1), developed through discussion and 
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agreement with a PPI advisory panel, to be answered via six-point Likert scale, 

ranging from strongly disagree (0) to strongly agree (5). Reliability for understanding 

and decision to consent were α = .89 and α = .07, respectively.     

 

TABLE 1 AROUND HERE 

 

Procedure 

Participants were recruited through advertisement in various media and relevant outlets, 

across the Republic of Ireland. Advertisements did not provide detailed trial information that 

would contaminate or influence assimilation via the PILs. Interested parties self-selected 

through contacting the researchers by email or phone. Verbal consent to receive a PIL 

through post was obtained through this contact, before making their decision to participate in 

the host trial. Participants were not aware that two versions of the PIL were available. Study 

information was only provided by post (and not electronically). Individuals interested in 

further information were randomly allocated to either the SR-PIL or PPI-PIL conditions, 

using 1:1 allocation, via randomised block permutation (i.e. two randomised blocks of four 

and six per block). Participants were also sent a consent form for the host trial and the 

outcome measures relevant to the SWAT. SWAT data and formal, written consent were 

either posted back to the research team (stamped-addressed envelope provided) or collected 

by a researcher upon visiting the participant on baseline assessment for the host trial. The 

researcher who created the randomisation schedule was not involved in posting out material 

or consenting participants.    

The standard, researcher-designed PIL (SR-PIL) was purpose-written for the host trial by a 

post-doctoral researcher with over 10 years’ research experience. The SR-PIL was written in 

light of templates from past trials for structure and included/addressed study background, 

procedure, eligibility, consent, funding/support and descriptions of both potential risks and 

benefits. Available here: Information Sheet Number 1 https://osf.io/d52gx  

The PPI-designed-and-informed PIL(PPI-PIL) was developed by a PPI member of the 

research team, who would otherwise be eligible to participate in the intervention. The PPI 

member had neither experience nor a background in research or healthcare; and developed 

the PIL within his first week of taking up a PPI role, which further diminished potential bias 

from working in a research environment. Thus, the PPI-PIL was written from a patient 

perspective, in light of what was deemed both necessary for potential participants to know 
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and useful to know about the host trial. The only restriction on PPI-PIL development was that 

the PPI member was required to include/address information consistent with the SR-PIL, 

such as study background, procedure, eligibility, consent, funding/support and descriptions of 

both potential risks and benefits. The PPI member was given broad headings of these items 

but no other information or templates were provided, unless required. Available here: 

Information Sheet Number 2 https://osf.io/d52gx  

The PIL developers were blinded to each other’s PIL and did not liaise or discuss the PILs 

during their development, both of which were submitted separately to the principal 

investigator for subsequent submission for ethical approval. No changes were made by the 

principal investigator. Both PILs were accompanied by a principal investigator-developed 

addendum regarding GDPR guidelines in order to ensure consistency in this context, for 

ethical purposes. Both PILs passed ethical approval stage with no changes required.  

 

Data Analysis 

SPSS (version 26) was used to analyse the data. A series of chi-square tests of independence 

was performed to examine the relationship between these two source perspectives (i.e. PPI-

PIL and SR-PIL) on both consent and retention. A series of analyses of variance was also 

conducted to examine the effects of source perspective on level of retention, understanding, 

readability, accessibility, likeability, decision certainty and decision to consent regarding the 

two different PILs.  

 

Results 

Two-hundred and seven participants (N = 207) were sent either a SR-PIL or a PPI-PIL to 

review before providing informed consent, along with the questionnaire pack. Of those, 64 

were ineligible to take part; 18 either explicitly declined participation or did not respond (11 

PPI-PIL; 7 SR-PIL); 75 returned the self-report measures (40 PPI-PIL; 35 SR-PI)l; and 1251 

sent back informed consent. From the time of baseline assessment (N = 113), 103 completed 

T2 (9-weeks from baseline) assessment, 98 completed T3 (3-month follow-up) assessment 

and 94 completed the final, T4 (6-month follow-up) assessment. See Figure 1 for flow 

diagram of participants through SWAT [23].  

                                                           
1 The study was delayed in light of COVID-19, by approximately six months, in the time between consent and 

baseline assessment. During this time, 12 participants dropped out for reasons outside the remit of this SWAT.  
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   FIGURE 1 AROUND HERE 

  

Self-Report Measures 

Descriptive statistics are presented in Table 2. Results from a series of independent samples t-

tests revealed a significant difference between groups on two DCS sub-scales, with those 

receiving the SR-PIL scoring higher on both ‘informed’ (t = 2.16, df = 71, p = .034, two 

tailed, d = .51) and ‘values clarity’ (t = 2.11, df = 71, p = .039, two tailed, d = .49). There 

were no other significant differences between groups. Table 3 presents correlations among 

outcome measures.  

 

TABLES 2 AND 3 AROUND HERE 

 

Consent & Retention  

A series of chi-square tests were conducted to assess potential differences between groups on 

consent and retention. Results revealed no difference between groups on level of consent 

(SR-PIL: 63 consented, 7 did not; PPI-PIL: 62 consented, 11 did not). The odds ratio for 

consent is 0.9373 between PPI-PIL and SR-PIL, with 95% confidence interval (-0.622, 

0.4924). 

Following consent, 55 SR-PIL and 58 PPI-PIL completed baseline. Notably, three individuals 

who had completed baseline dropped out in light of COVID-19 and were subsequently 

dropped from this analysis as a result of reasoning unrelated to the PILs (consistent with 

footnote 1). Upon restart, there were 54 SR-PIL and 56 PPI-PIL. At T2, 52 SR-PIL were 

retained in comparison with 51 PPI-PIL. At T3, 51 SR-PIL were retained in comparison with 

47 PPI-PIL. Finally, at T4, 47 SR-PIL were retained in comparison with 47 PPI-PIL. There 

were no significant differences regarding retention at any time point. The T3 the odds ratio 

for retention between PPI-PIL and SR-PIL is 1.0667, with 95% confidence interval (0.25449, 

1.87891).  

 

Post Hoc Analysis   

Subsequent to participant consent, the researchers were contacted by an independent 

researcher, conducting a study on the ‘readability and understandability’ of PILs in Ireland 

and the UK [24], in which the two PILs from this SWAT were included within the analysis. 

Results revealed that, relative to 176 PILs analysed, the SR-PIL was rated ‘difficult’ with 
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respect to reading ease (among 51.3% of the sample); and found to have a reading age of 18.4 

years (M=16.1, where 11-12 is recommended); a mean sentence length of 24 words (among 

35.3%, in which 15-20 words was recommended); a clear communication score of 46.7 

(M=68.5, in which >90 is recommended); and a suitability assessment score of 69 (i.e. layout 

and presentation), which was deemed ‘adequate’ – one point shy of ‘superior’ (M=66). On 

the other hand, the PPI-PIL was rated as using ‘plain English’, (among 7.1% of the sample), 

with a reading age of 14.5, (which was closer to the recommended level), a mean sentence 

length of 18.7, a clear communication score of 71.4 and a suitability assessment score of 80, 

which was deemed as ‘superior’. The results suggest that the PPI-PIL achieved recommended 

thresholds on reading ease, mean sentence length and suitability, whereas the SR-PIL only 

achieved recommended levels on suitability. In a broader context, the PPI-PIL was deemed 

more ‘readable and understandable’ than the SR-PIL in all categories assessed.        

 

Discussion 

 

Interpretation of Results 

Though the current research produced a number of non-significant findings, these null effects 

are both interesting and important to consider for a number of reasons. First, there was no 

important effect of PIL on rate of consent or on retention at any time point. There are a 

number of possible explanations for these null effects. With respect to retention, it could be 

the case that a PIL it not likely to have an effect on retention or attrition rates, which is a 

perspective consistent with recent research that reviewed retention strategies and found that it 

is still not clear what might help to encourage people to stay involved in trials [25]. 

Given the likelihood of additional correspondence between researchers and participants 

following consent, there are a wide array of variables that could potentially influence 

retention or attrition above and beyond the reading of a PIL at some time in the past. 

Moreover, in the context of the host trial, the likelihood of the PIL being remembered for an 

extended period of time was low (especially following a six-month delay in light of COVID-

19), given the cognitive difficulties associated with the cohort being studied as part of the 

host trial. This perspective is also consistent with research indicating that study participants 

(who do not necessarily have cognitive difficulties) often forget or fail to recognise important 

aspects of the consent process when agreeing to participate in research [e.g. 26]. Thus, for 

these reasons, the null effects on retention should not be considered surprising.     
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It could also be the case, with respect to both retention and consent, that both PILs were 

adequately informative with respect to relaying the key information necessary to make a 

decision as to whether or not to commit to a study’s protocol and/or provide consent, as 

reflected in the similar levels of consent and, perhaps to a lesser extent, retention. The 

evidence-base for SWATs focused on recruitment to randomised trials is ever-increasing [27] 

and there is high-certainty evidence that having an open trial and using telephone reminders 

(in postal intervention) improves recruitment. Interestingly there is also high-certainty 

evidence to suggest that a specialised way of developing PILs has little or effect on 

recruitment [27], which may reflect some of the findings seen here.  

Though subsequent research by O’Sullivan and colleagues [24] suggests that the PPI-PIL in 

this SWAT was more ‘readable’ and ‘understandable’ (with respect to reading ease, reading 

level, sentence length, clarity and presentation), this speculation remains a distinct possibility 

given that both versions of the PIL were required to include information on study 

background, procedure, eligibility, consent, funding/support and descriptions of both 

potential risks and benefits. This perspective then suggests that even though the PPI-PIL was 

more readable and understandable, it does not mean that the SR-PIL could not be read or 

understood – perhaps the SR-PIL just requires more focus and time to assimilate. Thus, it 

could be argued that the manner in which the information is presented does not matter with 

respect to decision-making; rather, just as long as it is presented.  

Of course, research indicates that presentation can affect understanding [3;12;13]; however, 

that does not necessarily mean that potential participants will not consent to participate 

despite not understanding. For example, because participation in health-related interventions 

is generally done to achieve some personal health benefit [15], prospective participants living 

with a chronic illness may not care about all of a study’s details, rather the likelihood of its 

efficacy to provide such health benefit(s). That is, if a treatment being researched could 

possibly help living with a particular condition, people living with the condition will want to 

take part, regardless of whether or not they understand all the steps in the process. Thus, in 

addition to the possibility that both PILs were adequately informative, it may also be the case 

that much of the information was not important in participants’ decision-making. This 

perspective also explains the difference found by O’Sullivan and colleagues [24] between the 

two PILs, despite the null effects in this SWAT. This perspective is also somewhat consistent 

with results from the self-report measures. Results revealed that those who received the SR-

PIL scored higher on the DCS sub-scales of being ‘informed’ and ‘values clarity’, suggesting 
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that those who received the SR-PIL felt both more informed and clearer on the issues that 

mattered most to them. While it may very well be the case that the SR-PIL was more 

successful in these two contexts with respect to potential participants’ perceptions, it must 

also be acknowledged that participants, overall, may have answered the self-report measures 

in a socially desirable manner, as a means to ensure that they were accepted to the trial and 

not deemed ineligible for a lack of understanding or some other reason which can have a 

negative impact on potential participants [28]. This possibility is supported by two examples. 

First, 57.5% of participants scored less than 5 on the DCS (out of 64) and 31.5% scored 0, the 

latter which indicates a score of perfect agreement. Thus, in light of what might be 

considered a ceiling effect, it may be the case that the strength of responses on the DCS were 

inflated with a more positive bias – which may, in turn, have led to significant effects for 

‘informed’ and ‘values clarity’ resulting from a statistical anomaly. The second example 

relates to the two ‘decision to consent’ questions on the purpose-developed questionnaire, in 

which case 90.7% of participants agreed that ‘The Study Information Leaflet played a large role 

in my decision to participate in the study’, yet – at the same time – 89.3% reported that ‘I knew I 

was going to consent participate before I was even presented the Study Information Leaflet’. 

Moreover, it was observed that there was a pattern of significance amongst correlational 

pairings, except in the case of ‘decision to consent’, which was the only measure with reverse 

scoring, suggesting that participants may simply have agreed out of social desirability, as 

suggested above. This issue should be considered a potential limitation of this SWAT, as it 

may be the case that genuine differences between groups could have been masked by 

‘socially desirable’ responding. This perspective is further consistent with the finding that 

there was no difference between groups on ‘understanding’ from the purpose-built 

questionnaire, which was akin to the ‘informed’ and ‘values clarity’ DCS subs-scales. 

However, due to the fact that that the purpose-built questionnaire is not an established scale, 

caution should be taken with respect to interpreting such data. Nevertheless, there were no 

other differences on the self-report measures.  

Finally, it must also be acknowledged that many participants may have been taking part in 

research for the first time and so they would have little with which to compare their PIL. It 

may, for example, be difficult to determine what a ‘likeable’ PIL is if one has not previously 

encountered a PIL. That is, participants may not be aware of the information that is or should 

be pertinent to the decision-making process; or how the information could be (ideally) 

worded or presented.  
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Limitations 

Though the results of this SWAT provide a number of interesting findings and points for 

discussion, in addition to the potential for influence of social desirability on self-report 

responding, there are some limitations that require consideration. For example, only 75 

participants of the 207 who were sent a PIL completed at least one of the self-report 

measures. Thus, in response to both of these related limitations, it is recommended that future 

research using the DCS in similar contexts (and measures like it), is accompanied by explicit 

instructions indicating that: answers to the questions will not affect eligibility to participate or 

placement in the trial; items should be answered with complete honesty, so as to ensure the 

integrity of the study; and if further clarity or understanding is necessary, a researcher can 

make contact and provide such information.  

One final limitation that must be considered was the arrival of COVID-19. The global 

pandemic halted the host trial and, as a result, it can be argued that further ‘noise’ was added 

with respect to variables that may have impacted interpretation of retention rate. As addressed 

in footnote 1, this was of particular concern at baseline assessment, which was delayed by 

approximately six months.   

 

Summary & Conclusion 

Despite the null effects of PIL perspective on consent and retention rates, as well as a 

majority of the self-report measures, these findings are important as they suggest that it may 

not matter whether a PIL is developed by a researcher or PPI. This position is qualified in the 

context that, consistent with the host trial, prospective participants living with a chronic 

illness may not care about all of a study’s details, rather the likelihood of efficacy for yielding 

health benefits. This recommendation is consistent with the cautionary suggestion that high 

levels of agreement on the DCS may result from misinterpreting the questionnaire as a means 

of assessing informed consent, eligibility or some other form of social desirability that could 

impact being ‘accepted’ to take part in the research. Though it was not an issue in the host 

trial, such misinterpretation or misunderstanding could potentially impact retention levels in 

the early stages of other trials. Moreover, this is not to say that participants did not understand 

the PILs; rather, it may be the case that they perceived being ‘good candidate’ or ‘accepted’ 

to the host trial as being a more important factor.  
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Overall, the only occasions of statistical significance observed in this SWAT were in relation 

those who received the SR-PIL scoring higher on the DCS sub-scales of being ‘informed’ and 

‘values clarity’; however, concurrent research by O’Sullivan et al. [24] suggests that the PPI-

PIL was more readable and understandable. In light of interpretations above, the perceived 

benefits of both a PPI-PIL and SR-PIL remain. That is, as well as future research being 

conducted on the advantages and disadvantages of researcher-developed and PPI-developed 

PILs (which is also recommended), it is further recommended that future research utilise both 

researchers and PPI in the PIL development process. With that, it is also advised that 

researchers developing PILs consult O’Sullivan et al. [24], as it provides an up-to-date, 

integrated framework of recommendations for enhancing ease and understandability of PILs, 

with which researchers not in the field of PIL design may be otherwise unfamiliar. It is also 

recommended that PPI, as a result of better understanding the cohort targeted for recruitment 

(having lived experience of the specific condition [16]), may have better understanding of 

how that information can be best presented to potential participants. Thus, this research 

recommends that researchers and PPI work collaboratively, alongside evidence-based advice 

for PIL development, and plain language guidance, in order to ensure that PILs presented are 

as informative and accurate as possible. This will also help ensure that the information is 

suitably presented in a manner that is clear, concise and accessible to communities lay to 

research terminology and processes; so that such potential participants can be confident that 

they understand the information presented to them in a PIL.   
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Tables: 

Table 1: Questionnaire regarding understanding, readability, accessibility, likeability and decision to 

consent 

1. The Study Information Leaflet played a large role in my decision to participate in the study. 

(Decision to consent)  

2. I was able to read the information presented in the Study Information Leaflet. 

(Readability/Understanding) 

3. I was able to understand the information presented in the Study Information Leaflet. 

(Understanding) 

4. The language used in the Study Information Leaflet was accessible to me. 

(Accessibility/Understanding) 

5. I knew I was going to consent participate before I was even presented the Study Information Leaflet. 

(Decision to consent) 

6. Overall, I liked Study Information Leaflet that was presented to me.  

(Likeability) 
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Table 2: Descriptive statistics for self-report measures 

Measure Group N M SD 

Decision to consent (Q1) SR-PIL 35 3.97 1.10 

PPI-PIL 40 3.93 1.02 

Readability/Understanding (Q2) SR-PIL 35 4.60 .69 

PPI-PIL 40 4.70 .61 

Understanding (Q3) SR-PIL 35 4.63 .55 

PPI-PIL 40 4.55 .81 

Accessibility/Understanding (Q4) SR-PIL 35 4.69 .47 

PPI-PIL 40 4.60 .67 

Decision to consent (Q5) SR-PIL 35 4.23 1.11 

PPI-PIL 40 3.83 1.50 

Likeability (Q6) SR-PIL 34 4.24 .92 

PPI-PIL 40 4.50 .64 

Decision to consent Total SR-PIL 35 4.74 1.60 

PPI-PIL 40 5.10 1.85 

Understanding Tot SR-PIL 35 13.91 1.44 

PPI-PIL 40 13.85 2.01 

DCS Total SR-PIL 35 8.17 7.67 

PPI-PIL 38 5.42 6.40 

Uncertainty (DCS sub-scale) SR-PIL 35 1.46 1.62 

PPI-PIL 38 1.05 1.33 

Informed (DCS sub-scale) SR-PIL 35 1.86 1.73 

PPI-PIL 38 1.03 1.55 

Values Clarity (DCS sub-scale) SR-PIL 35 1.97 1.89 

PPI-PIL 38 1.13 1.51 

Support (DCS sub-scale) SR-PIL 35 1.26 1.52 

PPI-PIL 38 1.00 1.38 

Effective Decision (DCS sub-scale) SR-PIL 35 1.63 1.93 

PPI-PIL 38 1.21 1.61 Jo
urn

al 
Pre-

pro
of



 

Table 3: Correlations among relevant outcome measures3 

 1 2 3 4 5 6 7 8 9 10 11 12 

1. DCS -            

2. Uncertainty .913 -           

3. Informed .863 .673 -          

4. Values Clarity .883 .753 .833 -         

5. Support .843 .773 .613 .583 -        

6. Effective Decision .903 .833 .643 .693  -       

7. Understanding .352 .261 .362 .322 .271 .483 -      

8. Readability .301 .272 .281 .352 .21 .21 .883 -     

9. Accessibility .352 .231 .372 .322 .281 .332 .923 .703 -    

10. Likeability .583 .473 .603 .573 .392 .483 .372 .403 .332 -   

11. Decision to Consent .09 .03 .14 .15 .11 .02 -.13 -.02 -.22 .241 -  

12. Level of Retention            - 
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Figure 1: CONSORT diagram [20]- flow of participants through SWAT 

 

 

 

 

PPI-PIL Time four (n=47) 

PPI-PIL Time Two (n=51) 

Discontinued intervention (because of COVID 

and shift to online intervention) (n=5) 

PPI-PIL Time 1  

▪ Returned self-report measures (n=40) 

▪ Informed consent returned (n=62) 

 

SR-PIL Time Two (n=52) 

Discontinued intervention (because of COVID 

and shift to online intervention) (n=11) 

SR-PIL Time 1 

▪ Returned self-report measures (n=35) 

▪ Informed consent returned (n=63)  

SR-PIL Time four (n=47) 

Allocation to host trial 

Time 3 (12-weeks) 

Time 2 (9wks) 

Randomised (n=207) 

Allocated to SWAT 

Screened prior to eligibility 

assessment (n=234) 

Excluded (n=27) 

▪ Reasons (n=27)- no postage details 

provided 

Expressed Interest  

Patient (PPI) designed PIL (PPI-PIL; n=104) 

Excluded: did not respond (n=11) 

Standard researcher designed PIL (SR-PIL; n=103)  

Excluded: did not respond (n= 7) 

 

 

Excluded due to being ineligible for host trial 

(n= 64) 

PPI-PIL Time four (n=47) 

Etc ..  

PPI-PIL Time four (n=51) 

Etc ..  Time 4 (6-months) 
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Appendix 1: Trial Forge Guidance [3 or 4]: A template for reporting the results of randomised Studies Within A Trial (SWATs) 

 

CONSORT item to be included in publication Additional information  

Title and Abstract 

1a Term ‘SWAT’ should be used in the title SWAT is in the study title. Registry number SWAT105; 30/JUL/2019: title 

“Comparing the effects of a patient-designed-and-informed participant 

information sheet in comparison with a standard, researcher-designed 

information sheet on recruitment, retention and understanding: a study with a 

trial.” 

1b Structured summary Structured for the SWAT is provided.  

Introduction: Background and objectives 

2a Scientific background and explanation of rationale 

for the SWAT 
Justification and background to the SWAT has been provided at the beginning 

of the manuscript.  

2b Specific objectives or hypotheses for the SWAT Does a patient (PPI)-designed PIL improve recruitment, decision certainty, 

retention, understanding, readability, accessibility, likeability and decision to 

consent compared to a standard, researcher-designed PIL in participants with 

MS? 

Methods: Trial Design 

3a Description of the SWAT (such as parallel, 

factorial, cluster) including allocation ratio 
A two-arm double-blind, randomised trial SWAT was undertaken with an 

allocation ratio of 1:1. The SWAT protocol can be found at Northern Ireland 

Network for Trials Methodology Research SWAT Store (SWAT105; 

30/JUL/2019) and full protocol published: 

https://doi.org/10.12688/hrbopenres.12981.2  

Host trial: The host trial protocol is available at 

https://doi.org/10.1186/s13063-020-4179-5 and registered ISRCTN: 

ISRCTN11462710. Registered on 9 September 2019  
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3b State changes (with reasons) to methods of SWAT 

following commencement 
No changes occurred to the methods of the SWAT. The study was delayed in 

light of COVID-19, by approximately six months, in the time between consent 

and baseline assessment.  

Participants 

4a State eligibility criteria in SWAT, including 

differences to those from the host trial 
See section “Method → Participants”. SWAT did not have separate eligibility 

criteria. 

4b Include setting(s) and location(s) where SWAT data 

was collected 
Host and SWAT trial data were collected in person (pre-COVID) and online 

(following trial restart). Data was returned either by post or collected in 

person (pre-COVID).  

Interventions 

5 Describe SWAT intervention to enable replication, 

include how and when interventions were 

administered and recruitment dates. 

SWAT describes what was included in the two PIL and circumstances of their 

development. Full protocol describes this in further detail. The PIL are 

available on Open Science Framework, along with recruitment material- see: 

https://osf.io/d52gx/  

Outcomes 

6a State primary and secondary outcome measure for 

SWAT. Include how and when they are assessed 
Outcomes for SWAT- Consent (T1); Retention (T1-4); The Decisional 

Conflict Scale (T1); Understanding, readability, accessibility, likeability and 

decision to consent six-item questionnaire (T1). 

6b Include changes (and reasons) to SWAT outcomes 

after commencement 
SWAT and host data were collected online following trial restart.  

Sample Size 

7a How sample size was determined for the SWAT. As the host trial is a feasibility study, a formal sample size calculation was not 

required. A pragmatic approach is adopted where the aim is to examine the 

rate of retention of participants during the intervention and follow up periods. 

The sample size was felt that it would be large enough to inform them about 

the practicalities of a definitive randomised trial, allowing for attrition rate of 

9%.  

The SWAT sample size was dependent on the host trial (COB-MS), therefore 

no formal sample size calculation was performed, which is in line with SWAT 
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methodology [19,29]. SWAT sample size was the same as that for the host 

trial- n=100.  

7b When applicable, explanation of any interim 

analyses and stopping guidelines for the SWAT 
There was no interim analysis of host trial or SWAT.  

The stopping rule specific unto the SWAT is recruitment of less than 70% 

during the recruitment phase set; protocol, including data collection period not 

tolerated by over 25% of participants.  

Randomisation: Sequence generation 

8a Method used to generate the random allocation 

sequence for the SWAT 
Potential participants were randomly allocated to either the SR-PIL or PPI-

PIL conditions, using 1:1 allocation.  

8b Type of randomisation; details of any restriction 

(such as blocking and block size) 
Randomised block permutation (i.e. two randomised blocks of four and six 

per block). 

Allocation concealment mechanism 

9 Mechanism used to implement the random 

allocation sequence (such as sequentially numbered 

containers), describing any steps taken to conceal 

the sequence until interventions were assigned for 

the SWAT 

Allocation concealment was achieved by having a separate research staff 

member create the allocation sequence. Participant numbers were generated 

that had no link to the allocation and only this researcher had access to the 

“key” for this.  

Implementation 

10 Who generated the random allocation sequence, 

who enrolled participants, and who assigned 

participants to interventions for the SWAT 

Randomisation was performed by postdoctoral researcher, one research 

assistants enrolled participants and one research assistant assigned the 

participant to the SWAT intervention or comparator 

Blinding 

11a If done, who was blinded to the SWAT after 

assignment to interventions (for example, 

participants, care providers, those assessing 

outcomes) and how 

Explain who was blinded. Blinding was achieved by blinding the research 

assistants collecting the data to the SWAT arm, and the participants 

themselves were blinded the SWAT arm they were allocated to. 

11b If relevant, description of the similarity of the 

SWAT interventions 
Each of the PIL had a page that covered essential GDPR information included 

(created by PI). Available to view: https://osf.io/d52gx/ 
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Statistical methods 

12a Statistical methods used to compare groups for 

primary and secondary outcomes for the SWAT 
All analyses for the SWAT was pre-planned in SWAT Statistical Analysis 

Plan, and is detailed in the published SWAT protocol.  

12b Methods for additional analyses, such as subgroup 

analyses and adjusted analyses 
N/A 

Results 

Participant flow 

13a For each group, the numbers of participants who 

were randomly assigned, received intended 

treatment, and were analysed for the primary 

outcome for the SWAT 

A participant flow diagram has been provided in Figure 1, as recommended in 

[23]. 

13b For each group participating in the SWAT, losses 

and exclusions after randomisation, together with 

reasons 

This is presented in the flow diagram, where available- Figure 1.  

Recruitment  

14a Dates defining the periods of recruitment and 

follow-up of the SWAT 
Participant recruitment took place between November 2019- August 2020 

(allowing for rechecking consent with participants following COVID-19 

impacts).  

14b Why the SWAT ended or was stopped SWAT has finished as it has achieved objectives 

Baseline data 

15 A table showing baseline demographic and clinical 

characteristics for each group 
This has not been provided for the SWAT as this detail is not relevant to the 

outcome of the SWAT and will be reported in host trial publication.  

Numbers analysed 

16 For each group of the SWAT, number of 

participants (denominator) included in each analysis 

and whether the analysis was by original assigned 

groups 

All analysis was by original assigned groups.  
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Outcomes and estimation 

17a For each primary and secondary outcome, results 

for each group, and the estimated effect size and its 

precision (such as 95% confidence interval) 

Results are presented in tables in the manuscript above with all relevant 

results presented.  

17b For binary outcomes, presentation of both absolute 

and relative effect sizes is recommended 
See Results section. 

Ancillary analyses 

18 Results of any other analyses performed on the 

SWAT data, including subgroup analyses and 

adjusted analyses, distinguishing pre-specified from 

exploratory 

Post-hoc analysis completed [24] on the PIL has also been included here.  

Harms 

19 All important harms or unintended effects in each 

group that took part in the SWAT (for specific 

guidance see CONSORT for harms) 

No harms associated with the SWAT. 

Discussion 

Limitations 

20 Trial limitations, addressing sources of potential 

bias, imprecision, and, if relevant, multiplicity of 

analyses for the SWAT 

Limitations section has been included above.  

Generalisability 

21 Generalisability (external validity, applicability) of 

the SWAT findings 
This has been included in the discussion.  

Interpretation  

22 Interpretation consistent with results, balancing 

benefits and harms, and considering other relevant 

evidence 

Interpretation and recommendations for future research related to the SWAT 

have been included, balancing related research in the area.  

Other Information  
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23 Registration 

Registration number and name of trial registry 

Host trial: ISRCTN: ISRCTN11462710. Registered on 9 September 2019 

SWAT: Northern Ireland Network for Trials Methodology Research SWAT 

Store (SWAT105; 30/JUL/2019) 

24 Protocol 

Where the full trial protocol can be accessed, if 

available 

Host trial: available at https://doi.org/10.1186/s13063-020-4179-5  

SWAT: full protocol available https://doi.org/10.12688/hrbopenres.12981.2   

25 Funding 

Sources of funding and other support (such as 

supply of drugs), role of funders 

This study was conducted within a trial funded by a Health Research Board 

Definitive Intervention and Feasibility Awards (DIFA-FA-2018-027). 

No separate funding for SWAT. 

Funders did not have any role in the research.  

Additional  

 Data sharing Data will be shared at the Irish Social Science Data Archive 

(ISSDA)http://www.ucd.ie/issda/data/ following full analysis and write-up of 

the host trial.  
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