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controlled trial design and implementation:

a process evaluation of the linking you

to support and advice (LYSA) trial

Katarina Medved"?', Katie Johnston** Sasna S. Thomas', Josephine Hegarty®, Gillian Casey?®, Roisin M. Connolly'?,
Laia Raigal'" and Kate O'Connell'f

Abstract

Background The implementation of Patient and Public Involvement (PPI) in randomised controlled clinical trials

(RCT) is crucial for improving the relevance and quality of research. PPl entails active engagement of patients and

the public in various stages of the research process. The processes for effectively implementing PPl in RCTs remain
underexplored and heterogeneous.

Methods An explorative single case study of the Linking You to Support and Advice (LYSA) randomised controlled
trial, NCT05035173, aims to evaluate the processes of implementation of PPI through different stages of the research
cycle.

Results The development and review of the grant application resulted in a more patient focused study development.
Furthermore, the review of surveys, questionnaires and patient facing study materials led to amendments mainly
referring to the language used. PPI contributors helped to co-design the symptom management resources in
partnership with the project team. Evaluation of the ePRO collection tool did not result in any further amendments.
PPI contributors participated in the development of the study’s acronym and focus group discussion. As a direct result
of PPl input further work and research was done in the area of metastatic breast cancer. PPl contributors participated
in social media work, review and co-authorship of this paper.

Conclusions Implementation of PPI through different stages of RCT's is effective. It highlighted the importance of
PPl in improving the relevance and quality of research. While PPI offers numerous benefits, its implementation is not
without challenges. Barriers such as resource and time constraints, and varying levels of stakeholder engagement
pose a challenge to effective PPl integration.
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Key message

This manuscript demonstrates how meaningful PPl was intergated throughout the design and delivery of LYSA
trial, from early protocol development to dissemination. PPl contributors were involved in reviewing study proposal,
co-designing symptom management pathways, reviewing patient facing documents, and more. Their perspective
ensured the study was aligned with patient needs. This case study illustrates the impact of involving PPl in all
phases of a clinical trial, from trial design through dissemination.

Plain English summary

This paper looks at how patients and the public were involved in a cancer survivorship research study in Ireland.
In the LYSA trial, PPI contributors played a crucial role in identifying research priorities and reviewing study
documents. They collaborated with the principal investigator to ensure the study was patient focused. After
securing funding, PPI contributors were recruited with the help of healthcare professionals, forming a panel of
six patient advocates and 65 stakeholders. PPl members reviewed study materials, such as surveys and symptom
management resources, contributing valuable insights based on their personal experiences with cancer. They also
helped design the trial's acronym and suggested improvements, such as adding colour to materials. Their input
influenced the development of a Menopause, Diet and Cancer book and resources for cancer survivors. Throughout
the trial, PPI contributors participated in virtual meetings and emails, providing feedback and suggestions. They
contributed to focus group discussions and advocated for further research, particularly in the area of metastatic
breast cancer. Additionally, PPl members helped disseminate trial findings through media, social platforms, and a
\PPI contributor is a co-author on this publication. One PPl member received a national award for her involvement.

Introduction

Patient and Public Involvement (PPI) can be defined as
research carried out ‘with’ or ‘by’ members of the public
rather than ‘to; ‘about’ or ‘for’ them [1]. The term ‘pub-
lic’ includes patients, carers, people who use health and
social care services and people from organisations that
represent services users [1]. There has been an increased
interest in the implementation of PPI in research and
clinical trials.

Internationally, PPI is well established in the UK and
Canada [2]. On the contrary, across Europe (countries in
WHO European region, excluding UK), PPI is unevenly
established and implemented. This is mainly due to the
lack of available infrastructure, guidance, and support.
According to the systematic review conducted by Biddle
and colleagues, the Netherlands had the highest num-
ber of published studies reporting PPI, followed by the
Scandinavian countries, Norway, Denmark, and Sweden.
On the other hand, in Ireland, the review identified only
one published study of PPI reporting [3]. This review
reported overall positive attitude towards PPI, however
studies reported that the role of PPI remains marginal or
rather tokenistic. Often in research, PPI is implemented
to meet the requirements of funding bodies [3].

Despite the development of several frameworks and
guidelines, PPI cannot be approached as ‘one size fits all’
method. Often, a single ‘one size fits all’ approach can be
less useful than the use of multiple adapted resources,
frameworks, and guidelines [4, 5].

National Institute for Health Research (NIHR) had
established INVOLVE in 1996 to support and encourage
active public involvement in research in the UK [1, 6

, 7]. Today, the UK is one of the leaders in conduct,
implementation, and reporting of PPI [2, 8].

Major funding bodies are increasingly making PPI a
requirement to encourage Patient and Public Involve-
ment and Engagement (PPIE) [9]. Studies have shown
that PPI in research and clinical trials can improve the
quality and relevance of research [1]. PPI should be
implemented at all stages of the research process. How-
ever, research shows that it is mostly implemented in the
early phases of the research cycle and dissemination of
results [10, 11].

PPlin Ireland

In Ireland, there is a lack of evidence to determine to what
extent PPI is established and implemented in research.
There are several tools and resources available to help
facilitate implementation of PPI. For instance, PPI Ignite
Network was established in 2017 by the Health Research
Board (HRB) and the Irish Research Council (IRC), with
co-funding from each of the Lead Universities [12]. PPI
Ignite provides resources and support to researchers to
foster advancements in health and social research care
in Ireland [12]. Furthermore, in 2018 the Department
of Health created Framework for Public Involvement in
Clinical Effectiveness [13]. The framework was designed
to enhance and improve public participation in making
decisions related to healthcare. According to the frame-
work, the following three conditions are essential for
successful public involvement (i) a clear purpose and
objective from the outset of the process, (ii) a clear struc-
ture of how public involvement will be conducted, (iii) a
commitment to the process [13].
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LYSA trial

Linking You to Support and Advice (LYSA) trial is a fea-
sibility study for a survivorship clinic in Irish Cancer
centers for women following treatment for breast and
gynaecological cancer [14]. The LYSA trial is a complex
interventional randomised control trial. The study’s pri-
mary objective is to evaluate the feasibility of introducing
a women’s malignancy survivorship clinic incorporat-
ing symptom management through electronic Patient
Reported Outcome (ePRO) collection into routine follow
up care in patients with early-stage HR-positive breast
and gynaecologic cancer post-primary therapy. Patients
were randomised to either an experimental or active
comparator arm. Recruitment took place from March
2021 until August 2022 and the study recruited the target
of 200 women across two sites, Cork University Hospital
(CUH) and University Hospital Galway (UHG). For more
trial information please refer to the study protocol https:/
/doi.org/10.1186/s40814-022-01219-5 [14].

The rationale for incorporating PPI in the LYSA trial
was based in the need to ensure that the research was
relevant, acceptable, and responsive to the needs of indi-
viduals living as cancer survivors. These patient popula-
tions face unique physical, emotional, and psychosocial
challenges that may not be fully understood or antici-
pated by researchers or clinicians alone. Involving people
with lived experience of cancer from the earliest stages of
study development allowed us to identify priorities that
matter most to patients, improve the clarity and accessi-
bility of study materials, and shape a trial design that is
both feasible and sensitive to participants’ needs. Rather
than using a purely advisory panel, we aimed to create a
more integrated form of engagement in which PPI con-
tributors influenced key decisions and provided ongoing
feedback throughout the trial lifecycle. This approach
was essential to enhancing the study’s overall quality,
inclusivity, and potential for real-world impact.

Methods

This exploratory single case study is evaluating the pro-
cesses used to implement PPI through different stages of
the randomised clinical trial.

The planning for the implementation of PPI in the
LYSA trial was initiated at the preliminary phase of the
clinical trial design, ensuring its integration from the
outset. The study team adhered to current frameworks
and guidelines, aiming for a meaningful application of
PPI. Following the INVOLVE guidelines closely [1], the
team laid out a structured plan to incorporate PPI across
the seven distinct stages of the research cycle, thereby
embedding patient and public perspectives comprehen-
sively throughout the project.

All PPI activities and engagement were recorded using
the adapted approach by Tomlinson et al. Tomlinson’s
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approach offers a structured framework for documenting
and categorising PPI as engagement activities. It enables
systematic recording of who was involved, the context
and nature of their contributions, and how these inputs
informed specific aspects of the research. This method
facilitates transparency and supports subsequent evalua-
tion of the scope, timing, and impact of PPI throughout
the study. Record of interaction sheet was initially cre-
ated by the research assistant and Clinical Nurse Man-
ager (CNM). The worksheet was then completed by
the study’s CNM or research assistant, when there was
contact made with the members of the PPI panel. The
worksheet was used to record the following information
(i) Date (DD/MM/YY), (ii) Format of contact (in-per-
son, online via Teams, by email and phone call), (iii) PPI
panel, (iv) Stage of study (Project design, Project devel-
opment, Project analysis and Project dissertation), (v)
Task, (vi) Interaction Feedback and (vii) Direct changes
made based on the interaction [15]. (Table 1 shows an
example from this worksheet). The PPI group comprised
patient advocates (individuals with lived experience of
cancer) and professional stakeholders (e.g., clinicians,
oncologists, and nurses). In addition to the full group,
subgroups were formed to allow for more specific input
when needed. These consisted either only of patient
advocates or of professional stakeholders, depending on
the need for review or discussion. Study materials review
and communications were sometimes directed to the full
PPI group, particularly when broader perspectives were
needed, and at other times specifically to patient advo-
cates when input from lived experience was most rele-
vant to the task at hand (e.g., reviewing participant-facing
documents).

Guidance for Reporting Involvement of Patients and
the Public - Long Form (GRIPP2-LF) reporting checklist
was used as a reporting tool for this paper.

The LYSA trial received full ethical approval, granted
by Clinical Research Ethics Committee of the Uni-
versity Teaching’s Hospital [ECM 4 (y) 20/10/2020 &
ECM 3 (ddd) 08/12/2020], (ClinicalTrials.gov identifier:
NCT05035173) [16]. As this publication is a direct out-
put from the LYSA trial specific ethical approval was not
deemed necessary. Members of the PPI panel have vol-
untarily agreed to work with the study team and have
agreed to data being published.

Results

Stage 1 ‘identifying and prioritising’ & stage 2
‘commissioning’

At the inception stage of the trial design, one PPI con-
tributor with lived experience of cancer collaborated
with the Principal Investigator (PI), a medical oncologist,
to support early-stage study input. This involved study
review and amendments to the initial study proposal. The
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Stakeholders were professionals who have expressed
interest in joining the panel or have previously worked on
design and implementation of the trial design. Many of
the stakeholders were involved in the management of the
trial specific cohort of patients in their clinical practice.

Upon the establishment of the PPI panel, the first PPI
team meeting took place via Microsoft Teams to confirm
the structure of future interactions. It was agreed by the
study team and the PPI panel that meetings would take
place virtually every 3 months and a monthly update
email would be sent at the end of each month. All meet-
ings took place virtually as the trial took place at the
peak of the COVID-19 pandemic and lockdown restric-
tions were in place. Seven virtual PPI meetings took place
between December 2020 and September 2023. Meetings
were planned and were focused on the following agenda:
updates on the team structure, recruitment and study
status update, followed by a general discussion. Meetings
were an opportunity to provide regular study updates to
the PPI panel and gain insights for future work, studies
and complimentary pieces to the study such as the Met-
astatic Breast Cancer (MBC) Day of “Hope, Tools and
Solidarity” organised in a local cancer support centre and
the development of a Dietary Book focusing on Meno-
pause and Cancer Survivorship.

PPI characteristics

Six female PPI contributors had a history of cancer:
breast, gynae and lymphoma cancer. PPI contributors
mean age at project initiation was 48. All PPI contribu-
tors had somewhat similar reasons for joining the PPI
panel. One of the common motives for joining the PPI
panel is ‘to give something back’ to the health system
that has helped them through their cancer journey. They
believed that more can be done in the medical space of
cancer survivorship and that they can be ‘the voice’ for
those who are unable to voice their concerns. Four out
of these six PPI contributors had previous experience in
patient advocacy.

The first PPI interaction/engagement with the PPI
panel took place on 18th December 2020 via Microsoft
Teams videocall. Throughout the study there was a total
of 46 interactions recorded, including seven virtual meet-
ings and seventeen monthly update emails. Additional
PPI interactions occurred outside of scheduled virtual
meetings and monthly email updates. This interaction
was mainly due to additional PPI activities such as review
of study documentation, input of study related resources,
invitation to study related events and reimbursement
details.

73% of interactions took place via email, followed by
19% videocalls via Teams. The remaining 8% of interac-
tions were categorised as “Other” and included both
in-person meetings and additional phone calls. This
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category also captured unscheduled or ad hoc phone
conversations that were not part of the planned video
or email communications but still contributed meaning-
fully to the overall PPI process. Meeting attendance var-
ied throughout the study and there was a linear decline in
attendance over time.

Stage 3 ‘designing and managing’- PPl in planning and
design of LYSA trial

PPI contributors were involved in several reviews of study
material in the design phase of the trial. They reviewed
all materials that study participants would receive during
the trial. This included reviewing all surveys that would
be sent out to participants in the intervention and con-
trol groups. (Table 2) Study surveys were reviewed physi-
cally in paper-format and this review resulted in minor
amendments mostly referring to the language used. PPI
members then reviewed the surveys online. The study’s
CNM sent surveys to the patient advocates via email as if
they were the study participants. This online review did
not result in any further amendments. All PPI contribu-
tors found the online use of surveys very user friendly.

In addition to study surveys, PPI contributors reviewed
all study symptom pathways. PPI contributors helped
to co-design the symptom management resources in
partnership with the project team. (Table 2) They were
enthusiastic by resources and supports developed for
study participants. They believed that this information
and resources would have been helpful if they had them
available when they were finishing their treatment. PPI
contributors used their personal experience with cancer,
in particular breast and gynaecological to inform amend-
ments to study material.

PPI contributors assessed and evaluated the ease of use
of the electronic Patient Reported Outcome (ePRO) col-
lection tool. (Table 2) There was positive feedback on the
ease of use and the only amendments recommended were
the use of visual graphics and colour. All PPI contributors
felt that the study logo and study material should be more
colourful. Following the review, the study material and
online platforms were amended by applying agreed pink/
purple colour palette.

The final PPI activity ahead of the start of the inter-
vention was the development and review of the study’s
acronym. (Table 2) Extensive review resulted in the LYSA
(Linking You to Support and Advice) acronym.

Stage 4 -‘undertaking’

As part of the process evaluation, four PPI contributors

participated in Focus Group Discussion (FGD) that took

place virtually over Microsoft Teams on 9th June 2022.
Although the LYSA trial involved early-stage breast

cancer only, during the ‘undertaking’ stage, as a direct

result of PPI input and recommendations, further work
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and research was done around improving the quality of
life and symptoms experience in patients with MBC. Fol-
lowing discussions at our 3 monthly online meetings,
concerns about the lack of resources around MBC came
up on different occasions as women needed further sup-
port for them and their families. This led to the success-
ful application for further grant funds to do a systematic
review and needs assessment around metastatic breast
cancer [17].

PPI advocates shared their concerns about the lack of
information and resources about diet and use of supple-
ments. These discussions have led to the LYSA research
dietitians successfully securing funding from the Irish
Cancer Society to develop Ireland’s first ever resource
specifically targeted at menopausal female cancer sur-
vivors on nutrition during survivorship. This work has
encompassed national focus groups [18] a national sup-
plement survey, and the creation of a national review
panel, encompassing patient advocates.

friendly, and addressed symptoms important to patients

Improved accessibility and acceptability of using virtual
Amended the visual graphics and colours

Improved readability and accessibility of study materials
consults

Extensive review resulted in the LYSA (Linking You to

Support and Advice) acronym.
Ensured all information in the manuscript is relevant

Allowed responsive adjustments to processes in real
and accurate

symptom management resources were more patient
time

Provided justification of study relevance
Trial design addressed patient needs

Impact on study

Stage 5 ‘disseminating’
PPI contributors were involved in dissemination by tak-
ing part in print and social media work. Patient advocates
have given informal interviews to the media and a local
magazine that featured the LYSA trial and cancer survi-
vorship research.

One PPI contributor received a national award for their
Patient and Public Involvement work. This award was a
result of her tireless patient advocacy work and signifi-

Based on personal experience of cancer wrote a letter of support for
Provided the feedback on accessing and performing the virtual consults
Partnered with the study team to create resources and information for
Provided input on participant experience and communication during

Reviewed and edited language and formatting for clarity and tone
assessed and evaluated the ease of use of the ePRO tool

Worked with the study team to create a study acronym
Reviewed and named co-author of the manuscript

>
s cant involvement in the LYSA trial. The LYSA team nom-
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ole® » from the grant application stage and work for the trial.
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3 S L. o & S interest in reviewing the manuscript. One patient advo-
% g 2 é g ‘é 5 cate completed a more in-depth review and expressed an
g o 8 g & = % 3 interest in being a co-author of this paper. The other two
= 5 s g ° . . . .
i 8 3 ‘g § 5S¢ % . patient advocates had no previous experience or training
= c o 4] . . . . . . .
© IS c > > 80O TEB & & in reviewing scientific publication.
[} kS = < V QL - © o
Sgz & = £ %8 § g ) L o )
2l2ls g 2 o9 Z g o > 5 Stage 6 & 7 ‘implementing’ and ‘evaluating impact
Slsl2 ¢ 8§ L3288 § 2 The PPI panel have shown interest in participating in
== T A > © .. .
_é’\ &8 & § 8¢é&3& & = future LYSA research and LYSA 2. Additionally, there is
2 now a Cancer Trials Group (CTG) PPI Panel that they
S . g s may want to join for future opportunities and projects.
Sl & 3 This panel was established after the LYSA PPI panel, with
— Q ) c . . . .
T E ?3 525 5 &5 S %J s s;lgnlfllcant input from thle LYSA team, who contributed
Ve R TR} el e} > Ko} © . . .
NI g 3 g g & 8 8 5 £ their learnings to its development [19].
- O > > > > > > = <
o 2T T g T e he] © — A
s gz =25z =z 2 =2 2 Z
=lwnloh nh o n ) N ) = a



Medved et al. Research Involvement and Engagement

This paper evaluated the impact of PPI activities on
design and conduct of a randomised controlled clinical
trial.

Discussion

This case study on the implementation of PPI in the
LYSA trial, underpinned by the INVOLVE guidelines,
sheds light on the nuanced process of embedding PPI
across the various stages of a randomised controlled
clinical trial. Our findings underscore the importance
of initiating PPI at the earliest phases of trial design to
ensure its meaningful integration and to mitigate the risk
of tokenistic involvement. The structured approach to
PPI facilitated the engagement of patient advocates and
stakeholders throughout the trial, from the initial plan-
ning stages through to dissemination and evaluation of
results.

The application of the GRIPP2-LF reporting check-
list enhanced the transparency and quality of reporting
on PPI activities, although challenges such as the per-
ceived complexity of the checklist and the need for more
reflexive collaboration with service users were identified.
Despite these challenges, the active involvement of PPI
contributors led to tangible improvements in trial mate-
rials, participant engagement strategies, and the overall
relevance of the research to patient communities.

Although there is a significant increase in implemen-
tation of PPI, the research area of public involvement is
still underreported. Reporting of implementation of PPI
across different research disciplines is essential to under-
stand and optimise variables and processes of PPI. [20,
21] Gilfoyle and colleagues stated that research in Ireland
should move from the tokenistic and “checklist approach”
and move towards more meaningful PPI that would
improve quality of PPI [22].

The case of the LYSA trial illustrates the value of PPI
in enhancing the design, conduct, and dissemination of
clinical research. The outputs that resulted from the PPI
activities has made the study more patient focused and
relevant to the public. Although the study team has had a
positive experience of working with the PPI contributors,
we believe that more could have been done to implement
PPI across different stages of clinical trial. Several impor-
tant outputs, such as identifying research priorities,
reviewing study materials, and ensuring the research is
patient-centered from the beginning, were achieved dur-
ing the initial stages of the study. Decline in PPI activities
at later stages of the trial was impacted by the research
team’s clinical responsibilities and not having dedicated
allocated time for planning PPI activities. The priority at
this point was to complete the trial, carry out the inter-
vention, and follow the protocol in a timely manner.

Critique from our PPI contributors suggest they want
feedback and follow-up on their involvement in the
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research project. They gained significant insight into the
overall research process, including the time and costs
involved, and believe that when PPI is properly inte-
grated, it has the potential to enhance the valuable con-
tributions PPI members bring to the entire research field.

Challenges and limitations

Maintaining the engagement and power dynamics within
the PPI panel was a challenge and limitation to success-
ful and more meaningful implementation of PP1. Meeting
attendance, email replies and willingness to participate in
additional activities was declining as the trial progressed.
Based on the feedback received, the declining engage-
ment was attributed to the time commitment and the
busy daily schedules of the PPI contributors. Three con-
tributors were still working full-time, some were receiv-
ing treatment, and all six had children. Often, the timing
and schedule of meetings were not suitable.

The study team was often challenged to maintain active
involvement and engagement, as well as their study
roles and responsibilities, which were primarily patient
focused. The study did not have a study project manager
who would have dedicated PPI time to organise more
focused resources, meetings, and events for PPIL.

Recommendations

Our recommendations are to allow sufficient time for
adequate PPI planning at the initiation stage of the study.
Developing a strategic plan of PPI activities through-
out the study will allow for adequate allocation of time,
funding, and staffing. It is necessary to have a dedicated
member of staff who would coordinate and plan for PPI
activities during various stages of the research cycle.

Ahead of the start of the study, the study team should
communicate with PPI contributors about their previous
experiences, training, expectations, and reimbursement.
Organising training and providing additional resources
during the study can be time consuming, but worthwhile
and needed in some instances.

PPI planning should be done using multiple resources
and allow for modification. The LYSA trial, followed
INVOLVE and GRIPP2 guidelines, as well as the Public
Involvement Impact Assessment Framework (PiiAF) and
relevant Irish PPI guidelines [1, 16, 23].

Economic assessment

To determine the sufficient budget for PPI we used the
NIHR Budgeting for Involvement guide. This budget
was only used for PPI contributors’ reimbursement and
organisation of PPI events. The LYSA trial was funded
by an Irish Cancer Society grant and a grant from Break-
through Cancer Research. The Irish Cancer Society had
a dedicated budget for PPI. PPI contributors were paid
for their work input and participation. Agreed method
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of payment was through gift vouchers as per University
College Cork (UCC) guidelines for PPI payment [24]. PPI
contributors were paid at the end of each year depending
on their participation and involvement with the trial. This
method of reimbursement was agreed with the panel at
the offset of their involvement.

At the initial planning stages, we underestimated the
time required for successful engagement with the PPI
panel. Therefore, we did not have allocated funding for a
staff member in charge of coordination of PPI activities.

Conclusion

The findings from this study advocate for the ongo-
ing development and refinement of PPI guidelines and
frameworks to support the effective implementation of
PPI in clinical trials and other research setting. With the
ultimate aim, to improve the quality and impact of health
research on patient and public communities. PPI in the
LYSA trial had an invaluable impact. Active patient and
public involvement and engagement from inception, led
to impactful patient-focused research outputs. Amend-
ments made, as a result of direct PPI input, ensured the
study is more patient orientated and relevant to the gen-
eral public. Time constraints on the part of the research
team may have negatively affected further involvement
and participation, particular when the team were per-
forming the intervention. Dissemination also takes place
often when the team have moved on to other projects/
employment which can hinder a continued relationship
with the PPI Panel.

Abbreviations

PPI Patient and public involvement

RCT Randomised controlled trials

NIHR National institute for health research

PPIE Public involvement and engagement

HRB Health research board

IRC Irish research council

LYSA Linking you to support and advice

ePRO Electronic patient reported outcome

CUH Cork university hospital

UHG University hospital galway

CNM Clinical nurse manager

GRIPP2-LF  Guidance for reporting involvement of patients and the public -
long form

PI Principal investigator

HSE Health service executive

MBC Metastatic breast cancer

FGD Focus group discussion

[@]€] Cancer trials group

PiiAF Public involvement impact assessment framework

ucc University college cork

Supplementary Information
The online version contains supplementary material available at https://doi.or
9/10.1186/540900-025-00746-8.

[ Supplementary Material 1 ]

(2025) 11:74

Page 8 of 9

Acknowledgements

We would like to extend our sincere gratitude to the PPI contributors for their
invaluable support throughout this trial. Their insights, lived experiences,

and feedback were instrumental in shaping the study design, ensuring the
relevance of outcomes, and enhancing participant engagement. We are
particularly grateful for GC's active role in reviewing and co-authoring this
paper, helping to ensure that the results are presented in a way that reflects
patient perspectives and priorities. Their collaboration has enriched this
research and exemplifies the importance of meaningful patient involvement
in clinical trials.

Author contributions

K. M. developed the initial concept and layout for the manuscript. K. M., K.
O'C, L. R.and G. C wrote the main manuscript text. K. M. prepared table and
supplemental file for submission. All authors reviewed the manuscript.

Funding

The LYSA trial is supported by the Irish Cancer Society Women's Health
Initiative through the research grant WHIT9CON & WHI22COHE and

the Breakthrough Cancer Research grant (BCR-2019-09-ICS-UCC & BCR-
BPG-02-2022). This publication is independent research, and any opinions,
findings, conclusions, or recommendations expressed are those of the authors
and not necessarily those of the Irish Cancer Society or Breakthrough Cancer
Research. These funding bodies and the study sponsor (University College
Cork) had no role in collecting, analysing, or interpreting data of the RCT.
Any opinions, findings, conclusions, or recommendations expressed in this
material are those of the authors and not necessarily those of the funders.

Data availability
No datasets were generated or analysed during the current study.

Declarations

Ethics approval and consent to participate

The ethical approval was not required for this PPl project. The patients and
members of the public were actively involved in the research project but were
not participating as research participants. They were acting as collaborators by
providing valuable knowledge and expertise based on their lived experience.
The LYSA trial was granted ethical approval by the Clinical Research Ethics
Committee of Cork Teaching Hospitals in December 2020 (ECM 4 (y)
20/10/2020).

Consent for publication
All authors and PPI contributors revised the manuscript and approved its final
version for publication in Research Involvement and Engagement.

Competing interests
The authors declare no competing interests.

Author details

!Cancer Research @UCC, College of Medicine and Health, University
College Cork, Cork, Ireland

2School of Public Health, University College Cork, Cork, Ireland
3CUH/UCC Cancer Centre, Cork University Hospital, Cork, Ireland
“Clinical Nutrition and Oncology Research Group, School of Food and
Nutritional Sciences, University College Cork, Cork, Ireland

>Catherine McAuley School of Nursing and Midwifery, University College
Cork, Cork, Ireland

SCancer Research @UCC PPI Panel Contributor, Cork, Ireland

Received: 22 October 2024 / Accepted: 3 June 2025
Published online: 03 July 2025

References

1. Researcher’s A. Guide to Patient and Public Involvement a Guide Based on
the Experiences of Health and Medical Researchers, Patients and Members of
the Public. https://oxfordbrc.nihrac.uk/wp-content/uploads/2017/03/A-Rese
archers-Guide-to-PPl.pdf


https://doi.org/10.1186/s40900-025-00746-8
https://doi.org/10.1186/s40900-025-00746-8
https://oxfordbrc.nihr.ac.uk/wp-content/uploads/2017/03/A-Researchers-Guide-to-PPI.pdf
https://oxfordbrc.nihr.ac.uk/wp-content/uploads/2017/03/A-Researchers-Guide-to-PPI.pdf

Medved et al. Research Involvement and Engagement

(2025) 11:74

Wilson P, Mathie E, Keenan J et al. ReseArch with patient and public involve-
ment: A realist Evaluation— the RAPPORT study. NIHR Journals Library; 2015. h
ttps://www.ncbi.nim.nih.gov/books/NBK315999/

Skovlund PC, Nielsen BK, Thaysen HV, et al. The impact of patient involve-
ment in research: a case study of the planning, conduct and dissemination of
a clinical, controlled trial. Res Involv Engagem. 2020;6(43):43. https://doi.org/1
0.1186/540900-020-00214-5

Biddle MSY, Gibson A, Evans D. Attitudes and approaches to patient and
public involvement across europe: A systematic review. Health Soc Care
Commun. 2020;29(1):18-27. https://doi.org/10.1111/hsc.13111

Greenhalgh T, Hinton L, Finlay T, et al. Frameworks for supporting patient and
public involvement in research: systematic review and co-design pilot. Health
Expect. 2019;22(4):785-801. https://doi.org/10.1111/hex.12888

Gray R, Brasier C, Zirnsak TM, Ng AH. Reporting of patient and public involve-
ment and engagement (PPIE) in clinical trials published in nursing science
journals: a descriptive study. Res Involv Engagem. 2021;7(1). https://doi.org/1
0.1186/540900-021-00331-9

About Us « PPl Ignite Network. PPl Ignite Network. https://ppinetwork.ie/abo
ut-us/

Mockford C, Staniszewska S, Griffiths F, Herron-Marx S. The impact of patient
and public involvement on UK NHS health care: a systematic review. Int J
Qual Health Care. 2011;24(1):28-38. https://doi.org/10.1093/intghc/mzr066
Jones J, Cowe M, Marks S, et al. Reporting on patient and public involve-
ment (PPI) in research publications: using the GRIPP2 checklists with Lay
co-researchers. Res Involv Engagem. 2021,7(1). https://doi.org/10.1186/54090
0-021-00295-w

Scholz B, Bevan A. Toward more mindful reporting of patient and public
involvement in healthcare. Res Involv Engagem. 2021;7(1). https://doi.org/10.
1186/540900-021-00308-8

Kearns N, Laia Raigal-Aran, O'Connell K, et al. The women's health initia-

tive cancer survivorship clinic incorporating electronic patient-reported
outcomes: a study protocol for the linking you to support and advice (LYSA)
randomized controlled trial. Pilot Feasibility Stud. 2022;8(1). https://doi.org/10
.1186/540814-022-01186-x

Tomlinson J, Medlinskiene K, Cheong V-L, Khan S, Fylan B. Patient and public
involvement in designing and conducting doctoral research: the whys and
the hows. Res Involv Engagem. 2019;5(1). https://doi.org/10.1186/540900-01
9-0155-1

Connolly R et al. University College Cork, Sidney Kimmel Comprehensive
Cancer Center at Johns Hopkins,. Women's Cancer Survivorship: The LYSA
(Linking You to Support and Advice) Trial. clinicaltrials.gov. Published Decem-
ber 12, 2023. https://classic.clinicaltrials.gov/ct2/show/NCT05035173

Page 9 of 9

14.  Keane D, Phillips GS, Mitchell NJ, Connolly RM, Hegarty J. Improving quality
of life and symptom experience in patients with metastatic breast cancer:

A systematic review of supportive care interventions. Psycho-oncology.
2023;32(8):1192-207. https://doi.org/10.1002/pon.6183

15. Murphy M, Johnston KE, Cushen S. What women want: focus group discus-
sions to inform the design of nutrition resources for women impacted by
menopause following cancer treatment. Clin Nutr ESPEN. 2023;58:621-621. h
ttps://doi.org/10.1016/j.clnesp.2023.09.574

16. Gilfoyle M, MacFarlane A, Hannigan A, Niranjan V, Hughes Z, Salsberg J. The
public and patient involvement imperative in ireland: Building on policy driv-
ers. Front Public Health. 2022;10. https://doi.org/10.3389/fpubh.2022.103840
9

17. Aas SN, Distefano MB, Pettersen |, et al. Patient and public involvement in
health research in norway: a survey among researchers and patient organisa-
tions. Res Involv Engagem. 2023,9(1). https://doi.org/10.1186/540900-023-00
458-x

18. Briefing note eight: Ways that people can be involved in the research cycle|
INVOLVE. https://www.invo.org.uk/posttyperesource/where-and-how-to-invo
Ive-in-the-research-cycle/

19.  Framework for Public Involvement in Clinical Effectiveness Processes. www.
gov.ie. https//www.gov.iepdftpage=1.

20. Staniszewska S, Brett J, Simera |, et al. GRIPP2 reporting checklists: tools to
improve reporting of patient and public involvement in research. BMJ Pub-
lished Online August. 2017;2:j3453. https://doi.org/10.1136/bmj.j3453

21. INVOLVE. INVOLVE| INVOLVE Briefing notes for researchers: public involve-
ment in NHS, public health and social care research https://wwuw.invo.org.uk/
wp-content/uploads/2012/04/INVOLVEBriefingNotesApr2012.pdf

22. PPlIgnite @ UCC. Policy on the Payment and Reimbursement of Public and
Patient Involvement (PPI) Contributors. https://www.ucc.ie/en/media/project
sandcentres/ppiignite/PPlignite@UCCPaymentandReimbursementofPPICont
ributorsV621Sep2023.pdf

23.  UCC Cancer Trials. Getting Involved. UCC Cancer Trials. https://ucccancertrials.
ie/getting-involved/

24.  Colomer-Lahiguera S, Steimer M, Ellis U, et al. Patient and public involvement
in cancer research: A scoping review. Cancer Med. 2023;12(14):15530-43. htt
ps://doi.org/10.1002/cam4.6200

Publisher’s note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.


https://www.ncbi.nlm.nih.gov/books/NBK315999/
https://www.ncbi.nlm.nih.gov/books/NBK315999/
https://doi.org/10.1186/s40900-020-00214-5
https://doi.org/10.1186/s40900-020-00214-5
https://doi.org/10.1111/hsc.13111
https://doi.org/10.1111/hex.12888
https://doi.org/10.1186/s40900-021-00331-9
https://doi.org/10.1186/s40900-021-00331-9
https://ppinetwork.ie/about-us/
https://ppinetwork.ie/about-us/
https://doi.org/10.1093/intqhc/mzr066
https://doi.org/10.1186/s40900-021-00295-w
https://doi.org/10.1186/s40900-021-00295-w
https://doi.org/10.1186/s40900-021-00308-8
https://doi.org/10.1186/s40900-021-00308-8
https://doi.org/10.1186/s40814-022-01186-x
https://doi.org/10.1186/s40814-022-01186-x
https://doi.org/10.1186/s40900-019-0155-1
https://doi.org/10.1186/s40900-019-0155-1
https://classic.clinicaltrials.gov/ct2/show/NCT05035173
https://doi.org/10.1002/pon.6183
https://doi.org/10.1016/j.clnesp.2023.09.574
https://doi.org/10.1016/j.clnesp.2023.09.574
https://doi.org/10.3389/fpubh.2022.1038409
https://doi.org/10.3389/fpubh.2022.1038409
https://doi.org/10.1186/s40900-023-00458-x
https://doi.org/10.1186/s40900-023-00458-x
https://www.invo.org.uk/posttyperesource/where-and-how-to-involve-in-the-research-cycle/
https://www.invo.org.uk/posttyperesource/where-and-how-to-involve-in-the-research-cycle/
https://www.gov.ie
https://www.gov.ie
https://www.gov.ie/pdf/?file=https://assets.gov.ie/10799/6bed89196b67497ebc22a1b9dc3e1f8b.
https://doi.org/10.1136/bmj.j3453
https://www.invo.org.uk/wp-content/uploads/2012/04/INVOLVEBriefingNotesApr2012.pdf
https://www.invo.org.uk/wp-content/uploads/2012/04/INVOLVEBriefingNotesApr2012.pdf
https://www.ucc.ie/en/media/projectsandcentres/ppiignite/PPIIgnite@UCCPaymentandReimbursementofPPIContributorsV621Sep2023.pdf
https://www.ucc.ie/en/media/projectsandcentres/ppiignite/PPIIgnite@UCCPaymentandReimbursementofPPIContributorsV621Sep2023.pdf
https://www.ucc.ie/en/media/projectsandcentres/ppiignite/PPIIgnite@UCCPaymentandReimbursementofPPIContributorsV621Sep2023.pdf
https://ucccancertrials.ie/getting-involved/
https://ucccancertrials.ie/getting-involved/
https://doi.org/10.1002/cam4.6200
https://doi.org/10.1002/cam4.6200

	﻿Patient and public involvement in randomised controlled trial design and implementation: a process evaluation of the linking you to support and advice (LYSA) trial
	﻿Abstract
	﻿Key message
	﻿Plain English summary
	﻿Introduction
	﻿PPI in Ireland
	﻿LYSA trial

	﻿Methods
	﻿Results
	﻿Stage 1 ‘identifying and prioritising’ & stage 2 ‘commissioning’
	﻿PPI and stakeholders panel recruitment
	﻿PPI characteristics
	﻿Stage 3 ‘designing and managing’ - PPI in planning and design of LYSA trial
	﻿Stage 4 - ‘undertaking’
	﻿Stage 5 ‘disseminating’
	﻿Stage 6 & 7 ‘implementing’ and ‘evaluating impact’

	﻿Discussion
	﻿Challenges and limitations
	﻿Recommendations
	﻿Economic assessment

	﻿Conclusion
	﻿References


