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KEY STUDY CONTACTS

Chief Investigator Prof Alicia O’Cathain, a.ocathain@sheffield.ac.uk

Study Co-ordinator Dr Emily Wood, e.f.wood@sheffield.ac.uk

Sponsor The University of Sheffield

Joint-sponsor(s)/co-sponsor(s) N/A

Funder(s) NIHR HS&DR

Key Protocol Contributors pcaaas@sheffield.ac.uk

Committees For all queries aimed at the research team, protocol
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STUDY SUMMARY

Study Title Improving the quality of care for men with Abdominal Aortic
Aneurysms (AAA) who undergo regular screening: reducing
the psychosocial consequences of screening and developing
a patient-centred Exit Strategy from surveillance

Internal ref. no. (or short title) Patient centred AAA study: PCAAAS

Study Design Mixed methods

Study Participants Men in AAA surveillance

Planned Size of Sample (if
applicable)

1700 across all work packages

Follow up duration (if applicable) n/a

Planned Study Period 28 months 01102022-31012025

Research Question/Aim(s) Aim

To improve the quality of care for men in the surveillance
programme within NAAASP.

Research questions

How can we reduce the psychosocial consequences of being
in surveillance in NAAASP?

What are men’s preferences for exiting surveillance?
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FUNDING AND SUPPORT IN KIND

FUNDER(S)
(Names and contact details of ALL organisations
providing funding and/or support in kind for this
study)

FINANCIAL AND NON FINANCIALSUPPORT
GIVEN

NIHR £643,271.90

ROLE OF STUDY SPONSOR AND FUNDER
The sponsor is the CIs substantive employer, The University of Sheffield. It will maintain responsibility
for the governance of the research (and therefore the design and conduct of the research), throughout
the study.

The funder is NIHR HS&DR.

Neither organisation has influence over the data analysis and interpretation, manuscript writing, and
dissemination of results. They do not control the final decision regarding any of these aspects of the
study.

ROLES AND RESPONSIBILITIES OF STUDY MANAGEMENT COMMITEES/GROUPS &
INDIVIDUALS

Project Steering Group (PSG)

The PSG consists of a professor with renowned experience of AAA research, a screening programme
manager, two clinicians, and two PPI members (one with lived experience of screening).

The purpose of the group is to advise the team about the project, check whether the project is running
to timetable, and check that ethical and safety issues are being addressed.

The PPI group

The PCAAAS PPI group was set up before the study officially started in order to have meaningful
involvement from patients and the public from the outset. It consists of six men, including the PPI
co-applicant on the study. All have had lived experience of AAA repair or AAA screening. Not all were
found to have AAA; two did not. Four of the group have had successful surgery to repair AAA. Three
of the group have prior experience of PPI involvement. The group will be involved in development of
study documentation to help acceptability to men in the study, co-design of the intervention,
interpretation of the findings, and dissemination of the work. We hope to recruit further members to the
group so that we have representation from family or partners who support men who attend for AAA
screening.
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PROTOCOL CONTRIBUTORS
Prof Alicia O’Cathain, a Mixed Methods Researcher, will lead the study, manage the team, and lead or
co-lead the mixed methods research in WP1 and 2.

Prof Gerry Stansby, Professor of Vascular Surgery, and the Research Lead for NAAASP, will be joint
Lead Investigator facilitating the research with Regional Screening Centres, as well as impact.

Mr Akhtar Nasim, National Clinical Lead for NAAASP, will offer advice about the screening
programme, and will lead on impact.

Prof Jonathan Michaels, a retired Vascular Surgeon who led the NIHR Vascular Programme, will offer
advice on vascular research and services (that the AAA screening programme works closely with
because Vascular Surgeons repair AAAs) and work closely with PS on the preferences research in
WP2.

Dr Phil Shackley, a Health Economist who is an expert in measuring preferences, will co-lead WP2
with AOC and lead the survey in WP2.

Dr Sue Baxter, Systematic Reviewer and Qualitative Researcher, will lead the qualitative research in
WP1 and 2 and advice on literature search and quality in WP1.4.

Alan Elstone, Lead Nurse for NAAASP, will offer advice on NAAASP surveillance practice, working
with men in surveillance, and facilitate impact within his health optimisation programme within
NAAASP.

Professor Steve Radley, e-PAQ-AAA Developer, will offer advice on using and analysing e-PAQ-AAA.

Lizzie Lumley, Qualitative Researcher, undertook qualitative interviews with men with AAA in the NIHR
Vascular Programme. She will be one of the two part-time Qualitative Researchers and PPI Lead,
working closely with our PPI co-applicant and PPI panel.

Niall MacGregor-Smith, PPI member on NAAASP Research Committee, will facilitate excellent PPI on
the project.

Dr Jo Hall, Principal Clinical Psychologist, will offer advice about managing anxiety and psychological
interventions.

Dr Emily Wood, project manager, wrote the protocol from the project plan and will offer senior
oversight of the project management.

KEY WORDS:
Aneurysm, mass screening,
anxiety

6



Patient centred AAA study: PCAAAS
Version 2.1 04.04.23

IRAS 321528

STUDY FLOW CHART

7



Patient centred AAA study: PCAAAS
Version 2.1 04.04.23

IRAS 321528

STUDY PROTOCOL
Improving the quality of care for men with Abdominal Aortic Aneurysms (AAA) who undergo regular
screening: reducing the psychosocial consequences of screening and developing a patient-centred
Exit Strategy from surveillance

1 BACKGROUND
Screening for Abdominal Aortic Aneurysms (AAA)

There are 4000 deaths annually in England and Wales following Abdominal Aortic Aneurysm (AAA)
rupture. Screening can pick up an AAA before it ruptures. The NHS AAA Screening Programme
(NAAASP) in England was established to screen men because they are six times more likely to have
an AAA than women. NAAASP has been offering screening routinely since 2009, becoming fully
operational in 2013, at the cost of £14 million per year (Richards 2019). A recent analysis of outcomes
of the screening programme showed that between 2009 and 2016 1.2 million men were screened, and
3000 had a large AAA and were referred for possible surgical intervention (Meecham 2021).
Screening reduces AAA-related mortality and is cost-effective (Thompson 2009).

Men are invited to attend a screening clinic for an ultrasound scan in the year they turn 65.
Approximately 300,000 men are invited annually. Uptake is high, at around 80%. Men are told the
outcome at screening. If an AAA is detected, the recommended treatment depends on its size. The
outcome of screening and its associated treatment is:

• No aneurysm – no further screening or treatment (98% of men screened).
• Small AAA (3 to 4.4cm) – ultrasound scans every year (1% of men screened).
• Medium AAA (4.5 to 5.4cm) – ultrasound scans every 3 months (0.5% of men screened).
• Large AAA (5.5cm or more) – surgery to stop it bursting is usually recommended.

Currently 15,000 men with small and medium AAAs are ‘in surveillance’, having scans annually or
every three months.

Evidence about psychological consequences of screening

The psychosocial consequences of screening are often measured for different screening programmes
so that harms do not outweigh benefits (Ericsson 2017). Experiences vary enormously by condition
and screening programme, so it is important to consider what is known about AAA screening
specifically. A systematic review of the psychological harms of being labelled as having AAA identified
five quantitative studies and three qualitative studies (Cotter 2017). Both the qualitative and
quantitative studies found at least moderate levels of psychological harm from recent diagnosis.
Qualitative studies found that men suffered shock, anxiety, fatalism, general distress, burden from
protecting others from worrying, guilt, helplessness, and uncertainty (Petterson & Bergbom 2013;
Gunasekera 2013; Hansson 2012) even though they were glad they were being monitored (Petterson
& Bergbom 2013). Later qualitative studies have also found this heightened anxiety and described
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how it impacts on men’s health-related quality of life (HRQoL)(Brodersen 2018, Aber 2020a). These
psychosocial issues also affect their partners’ HRQoL (Ericsson 2020). A recently published narrative
review focused on 11 quantitative studies of HRQoL for men being screened for AAA (Ericsson 2019).
Those in surveillance had lower HRQoL compared to those with negative scans and the general
population. A quantitative study in the UK showed that mental health was worse in those diagnosed
with AAA compared with those with negative screens; this difference disappeared after 12 months
(Bath 2018) although a generic rather than specific meaner of HRQoL was used. This means that
each year approximately 2000 men enter surveillance and have reduced mental health at least in the
first year. This has led researchers to conclude that counselling may be needed (Bath 2018).

Researchers propose that the psychological harms of screening are not considered enough and that
the attention they receive depends on the screening programme (DeFrank 2014). Studies assessing
psychosocial effects of AAA screening have used generic psychological health measures such as the
SF36 which may not be sensitive to screening-related harms (DeFrank 2014). The exception to this is
a recently published survey of 250 men detected with AAA through screening compared with 500 men
with normal screens in Sweden (Damhus 2021). This research group used the Consequences of
Screening in AAA tool (Brodersen 2018) and found that men with AAA had more negative
consequences in 10/13 scales in Part 1 and 4/5 scales in Part 2 of the tool e.g. feeling more anxious.
Damhus and colleagues highlighted that they did not consider how negative issues changed over time,
or determine the characteristics of men with higher levels of negative consequences.

It is also the case that the current evidence base focuses on measuring and understanding
psychosocial consequences of AAA screening rather than on developing or evaluating interventions to
address these.

Evidence about exiting the surveillance programme

There is a limited ‘Exit Strategy’ for men in surveillance. There is a Standard Operating Procedure for
men with small or non-progressing AAAs to be discharged after 15 years (when they reach 80 years of
age). This is not in operation currently because men have only been ‘in surveillance’ for a maximum of
8 years due to the start date of the screening programme. It will be relevant in 2028 when it will start
affecting thousands of men. Otherwise men in surveillance remain there unless they die, or decline
screening, or develop a large AAA and are referred for surgery. While ‘in surveillance’ they may
develop conditions (such as cancer and cardiovascular disease) that mean they are unfit for surgery if
they develop large AAAs. That is, they remain in surveillance even though they cannot have treatment.
Men’s health is not checked in the screening programme. They are offered appointments with a
Vascular Nurse Specialist for support and guidance when they enter surveillance and again if they
change to three-monthly surveillance. There is no other input.

The issue of how best to deal with men who enter or stay in the surveillance programme when they
are unfit for surgery is an important topic of debate amongst vascular surgeons. Some vascular
surgeons have recommended an assessment of fitness for surgery rather than basing decisions on
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age (Singh & Boyle 2021). Others have recommended that frailty might be a better determinant
(Ambler & Twine 2021). Without a comprehensive Exit Strategy some men experience ‘Turn Down’
where men are referred for surgery but are not healthy enough to have it. Between 2009 and 2016,
8% of the 3000 referrals from NAAASP were unsuitable for surgery (Meecham 2021). This group is
small but will continue to grow each year, leading to concerns that this could threaten the value of the
programme (Meecham 2021). In 2019/20 858 men were appropriately referred for surgery and 124
(14%) of these men were unsuitable for surgery (NAAASP formal reports). Being unfit for surgery is
not the only issue. Men’s perception of risk may change as they get older or they may feel that a small
non-progressing AAA does not warrant further surveillance earlier than 15 years.

There is a research gap in terms of understanding men’s preferences for different exit options. For
example, men may identify factors that are important to consider in any decision-making process e.g.
age, frailty, co-morbidities. Or they may have preferences for different strategies and have preferences
around how exit is identified. For example, they could have a health assessment after a number of
years to see if they are fit for surgery, or have a formal review when their AAA reaches a specific size
e.g. 5 cm, or have an age/size/growth rate exit strategy like the current situation.

2 RATIONALE
Researchers propose that the psychological harms of screening are not considered enough and that
the attention they receive depends on the screening programme (DeFrank 2014). Studies assessing
psychosocial effects of AAA screening have used generic psychological health measures such as the
SF36 which may not be sensitive to screening-related harms (DeFrank 2014). The exception to this is
a recently published survey of 250 men detected with AAA through screening compared with 500 men
with normal screens in Sweden (Damhus 2021). This research group used the Consequences of
Screening in AAA tool (Brodersen 2018) and found that men with AAA had more negative
consequences in 10/13 scales in Part 1 and 4/5 scales in Part 2 of the tool e.g. feeling more anxious.
Damhus and colleagues highlighted that they did not consider how negative issues changed over time,
or determine the characteristics of men with higher levels of negative consequences.

It is also the case that the current evidence base focuses on measuring and understanding
psychosocial consequences of AAA screening rather than on developing or evaluating interventions to
address these.

There is a research gap in terms of understanding men’s preferences for different exit options. For
example, men may identify factors that are important to consider in any decision-making process e.g.
age, frailty, co-morbidities. Or they may have preferences for different strategies and have preferences
around how exit is identified. For example, they could have a health assessment after a number of
years to see if they are fit for surgery, or have a formal review when their AAA reaches a specific size
e.g. 5 cm, or have an age/size/growth rate exit strategy like the current situation.
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3 THEORETICAL FRAMEWORKS
Harms associated with screening (WP1)

There are harms as well as benefits associated with screening people who have no symptoms of a
disease. Harms include false positives, false negatives, overdiagnosis and overtreatment of harmless
conditions, and physical and psychosocial consequences of screening (Johansson 2021). It is
important to understand the frequency and severity of harms of any screening programme in order to
make judgements about whether it is worthwhile having a screening programme, or who to include in
any screening. It is also important to identify ways of reducing these harms in order to maximise the
benefits of screening.

Person-centred care (WP1 and WP2)

The Health Foundation have offered a definition of person-centred care to include treating patients as
individuals and as equal partners in the business of healing (Health Foundation 2014). Person-centred
care can be achieved by involving patients, service users and carers in system redesign (Coulter &
Oldham 2016). In our study, patients and their families will shape the intervention to reduce
psychosocial consequences of screening in WP1 and identify their preferences for an Exit Strategy in
WP2 so that any future strategy in NAAASP is informed by patient preferences.

4 RESEARCH QUESTION/AIM(S)
Aim

To improve the quality of care for men in the surveillance programme within NAAASP.

Research questions

How can we reduce the psychosocial consequences of being in surveillance in NAAASP?

What are men’s preferences for exiting surveillance?

4.1 Objectives

1. Understand why and when men ‘in surveillance’, and their partners/family members, experience
psychosocial consequences and the types of interventions that might help them.

2. Co-design an intervention to help men to manage the negative consequences of being in
surveillance.

3. Assess the acceptability and feasibility of the co-designed intervention to reduce negative
consequences.

4. Identify men’s (and their partners’/family members’) views about exiting surveillance and the options
they think should be available for this.

5. Measure men’s preferences for different aspects of a patient-centred Exit Strategy.
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4.2 Outcomes for the study
1. An intervention to reduce psychological consequences that has been assessed for

acceptability and feasibility. We may go on to evaluate this intervention in future study
2. A document that will list men’s preferences for an Exit Strategy that can used by NAAASP to

develop a patient-centred Exit Strategy

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYSIS
We will undertake two concurrent work packages.

WP1 will follow the MRC guidance/framework on developing and evaluating complex interventions
(Craig 2008, Skivington 2021). In this guidance complex interventions are developed, their feasibility is
considered, they are tested in a full evaluation which may include a randomised controlled trial (RCT),
and then they are monitored when implemented in the real world. In this study we propose to
undertake the first two phases of this guidance/framework. In this study we will develop an intervention
to reduce surveillance-related anxiety and then consider its feasibility and acceptability. If we can
produce a feasible intervention with potential for effectiveness and cost-effectiveness, we will work
with NAAASP to evaluate it in a future study using an RCT.

WP2 will take a different approach from WP1. In the future NAAASP will need to develop a more
comprehensive Exit Strategy as men in surveillance get older. This strategy will be informed by health
benefits and risks for different types of men, and cost. We will undertake a sequential exploratory
design of qualitative research followed by a survey to identify men’s preferences for exiting
surveillance to ensure that these preferences are central to NAAASP’s considerations for an Exit
Strategy. That is, we will feed into NAAASP’s service development strategy for exiting surveillance
rather than lead a study of the development and evaluation of an Exit Strategy.

WORK PACKAGE 1 Reducing psychosocial consequences of being ‘in surveillance’

1.Survey of men ‘in surveillance’

Design

We will undertake a cross-sectional postal survey.

The questionnaire

There are two validated instruments that measure screening-related consequences specific to AAA.
The COS-AAA has approximately 100 items and was validated in Swedish (Broderson 2018, Damhus
2021). The e-PAQ-VAS questionnaire was developed in English to measure vascular outcomes for
different conditions (Michaels et al 2021). It was based on evidence reviews, qualitative interviews and
consensus, and underwent thorough psychometric testing (Aber 2020a). It includes e-PAQ-AAA which
consists of: the EQ-5D-5L for generic quality of life; two AAA-specific scales measuring AAA-related
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anxiety and impact of AAA on activities of daily living (14 items)(Aber 2020b); and the later addition of
the Psychological Consequences of Screening Questionnaire (11 items) identified as suitable for AAA
screening (Philips 2021). We will use e-PAQ-AAA because it has been developed and validated in
English and is simple and short. It was developed by members of our current team who can advise on
analysis and interpretation (SR, JM, LL). We will use it in paper format rather than electronically to
promote a higher response rate in this older population, although we will offer an electronic link to the
questionnaire in case some men prefer this mode of response. A recent pilot of the use of an
electronic approach yielded a response rate of 20% of men in surveillance in NAAASP. This was not
as high as a postal questionnaire of the other outcome measure undertaken in Sweden, which had a
response rate of 63% after one reminder when sent to men with screening-detected AAAs (Damhus
2021).

The AAA-related anxiety scale asks how having AAA affects men at present: e.g. fear of sudden
death, worry about increase in size. The AAA-impact on activities of daily living scale asks how much
AAA affects physical activities, ability to undertake person roles and responsibilities, social activities
etc. The response sets are four-point scales that are summed and a mean is calculated. The
Psychological Consequences of Screening Questionnaire (PCSQ) asks about how men feel about
being involved in the screening programme e.g. trouble sleeping, keeping things from those close to
them. The EQ-5D-5L will allow comparison of the AAA-specific scale scores and PCSQ with a general
HRQoL score. As well as using the e-PAQ-AAA we will also ask about the AAA size, whether the man
perceives that the AAA is increasing in size based on each measurement he receives from NAAASP,
when they had their last screen, and how long they have been in the screening programme. At
screening, men are given a card with the size of their AAA so this information will be easily accessible
to them. We will also collect socio-demographic information (age, general health, ethnicity, disability
status). We can identify IMD scores using the men’s postcodes. We will also ask respondents if they
would be willing to be contacted about further involvement in the study such as an interview or taking
part in a workshop.

Sample

There are 15,000 men in surveillance currently, with approximately 2000 new men joining the
surveillance programme each year via screening. We will send the questionnaire to a sample of 1200
men (see sample size calculation below). We will work with 6-8 screening centres. One of them will be
the Northeast of England Centre led by one of the joint lead investigators (GS). This centre covers the
largest population in England, around three times larger than the average centre. In 2019-2020 they
did 16,455 scans in a population of 3.1 million. They did 776 annual scans (small AAA) and 178
three-monthly scans (medium AAA). 85 of this latter group had AAAs measuring between 5.0 and 5.4
cm. This centre covers a population with high levels of social deprivation. We will approach other
centres that offer diversity of population and practice e.g. Leicester with a large ethnic minority
population, and centres with specialist nurse meetings when men enter surveillance or change from
annual to three-monthly surveillance held face-to-face or by telephone.
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We will draw three samples from the included centres: 400 men who joined surveillance in the
previous year, a random sample of 400 men who have been in annual surveillance for 1-8 years, and
400 men in three-monthly surveillance. This sampling strategy ensures we include large numbers of
men who are potentially most likely to be anxious. Discussions with PPI drew attention to the important
group of men just below the threshold for surgery (5-5.4cm), and the Lead Nurse for NAAASP has
identified this group as being in particular need of help. We will have no exclusion criteria.

We will start the process in a single centre as an informal pilot to gauge the response rate and identify
ways to increase response rates in other centres if necessary. If we obtain a 60% response rate after
one reminder, then we will have a sample of 720 responses (see sample size calculation below). A
response rate of 50% would give us 600 responses. If all the questionnaires are sent at the same time,
then men will be at different times post-screening, allowing us to compare rates of negative
consequences at different times post-screening.

Identification of participants

Each screening centre will identify around 100 to 200 men from the 3 samples listed above (depends
on the size of the Centre). Most men have given permission to be approached for research as part of
the screening service. The Centre staff will remove men who have asked not to be approached for
research and create a list of men who have given permission to be approached. The list will have the
men’s name and address (including postcode). The screening centre staff will send it using a secure
data transfer process to the researchers at the University of Sheffield.

Each screening centre will require Caldicott approvals to send the data to the University of Sheffield.
Caldicott permissions can only be applied for once NHS ethics and HRA approvals are in place.

Data collection

The research team will post a covering letter, the questionnaire and a reply-paid envelope to each man
on the list. The letter will also include a web address (and possibly a QR code) to access the survey
for any men that want to complete it online. We will send one reminder after two weeks.

Analysis

All data will be entered into SPSS for analysis and the scores calculated for the two AAA-specific
scales, PCSQ and EQ5D-5L. Mean scores for each AAA-specific scale and PCSQ will be compared
by size of AAA, perceived rate of growth of AAA, months since last screening, number of years in
surveillance, socio-demographic characteristics and EQ5D-5L. It will be a simple analysis, first
comparing unadjusted means by group using a t-test or ANOVA. Then we will undertake multiple
linear regression on each AAA-specific scale and the PCSQ to identify the set of characteristics of the
AAA or the man that predict negative consequences. Higher rates at particular time periods, or in
particular groups of men, with help to focus the proposed intervention on where it can help the most.
This information will also be useful to other research groups wanting to reduce the negative
consequences of AAA surveillance. The analysis will be led by AOC who has a Masters in Social
Statistics, with advice from SR who is experienced at analysing the e-PAQ suite of questionnaires.
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We will check for non-response bias by age and level of social deprivation (using postcode to identify
IMD quintile). We may weight the sample to compensate for differential non-response.

2. Qualitative interviews with men in surveillance with psychosocial consequences (and their
partners/family members)

Sample

We will undertake a qualitative interview study with 20-24 men ‘in surveillance’ and reporting
psychosocial consequences in the survey above. We will sample men with different sizes of AAA and
feeling anxious at different times of the surveillance trajectory. We will attend to inclusivity by aiming
for maximum diversity in terms of age, social deprivation, ethnicity, disability and multiple
disadvantage. We will also interview partners (or key family members) with agreement of the men
(n=12-20). We will explore causes of any anxiety in family members, the trajectory of anxiety over
time, and views on different options for managing problems. We will interview men and their
partners/family separately or together based on their preferences.

Identifying the sample

On the questionnaire in the survey of men, we will ask men if they are willing to be contacted about
further aspects of the study, such as an interview or a workshop, and their preferred method of
communication. If they tick ‘yes’ we will select men who fit our sampling criteria and contact them via
their preferred method of communication to ask if they would like information about taking part in an
interview, and how they would like to receive this information. We will then send those that are
interested a letter of invitation, a PIS, consent form and response card with postage paid reply
envelope. Men who would like to participate in an interview will be able to contact researchers using
the contact details supplied in the PIS, or by returning the response card through the post in the
envelope provided. We will also ask men if they want to identify someone who offers support to them
when attending surveillance and see if they are happy for us to contact them for an interview.

Data collection

We will offer people the option of virtual, telephone or face-to-face interviews. People may have
preferences depending on COVID-19 or how comfortable they feel using video-based meetings. We
expect interviews to last about an hour. We will ask men about any problems caused by being in
surveillance. We will ask them about what might help them to deal with those problems. We will also
present men with different options for an intervention and ask them about their views of each option. If
men become distressed during the interviews, we will stop the interviews if necessary. If men appear
to be highly anxious about AAA we may also suggest that they contact their screening centre AAA
nurse specialist, or their GP if it is felt that extra support might be required. We also signpost to the
British Heart Foundation (BHF) who are also a charity that have lots of experience at supporting men
with AAA, and provide both the telephone helpline for patients and the website address on our PIS.
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The Qualitative Researcher (LL) has interviewed men with AAA and is experienced in dealing with this
sensitively. We will audio-record the interviews and transcribe them verbatim.

Analysis

We will use the framework approach to analyse the interviews (Ritchie & Lewis 2003) because we
have clear research questions, we are aware of some of the causes of negative consequences from
previous research, and this approach also allows for what the framework approach authors call
‘emergent themes’ that we would identify inductively.

3. Co-design workshops

We will hold two workshops involving members of the research team and stakeholders. In the first one
we will bring men, family members, regional screening centre leads, AAA nurse practitioners,
screening technicians and NAAASP leaders together to co-design an intervention. Our Clinical
Psychologist co-applicant (JH) will be key to these meetings because we will be discussing anxiety
and how to address it. We will also try to include a GP because men and their partners may wish to
approach primary care as part of any intervention. GPs are extremely busy, and it may be challenging
to find a GP with an interest in this topic because NAAASP is not embedded within or linked to primary
care. We will recruit men and family/partners to attend from our PPI group, survey respondents and
interviews. We expect around 16 stakeholders to attend the workshops.

Identifying stakeholders to participate in the workshops

Clinicians: The PCAAAS study team includes vascular surgeons, a clinical director of a centre and a
AAA specialist nurse. A sample of clinicians with expertise in AAA screening will be identified by our
study AAA Nurse Specialist co-applicant and one of our principal investigators (a vascular consultant)
from their clinical contacts at a number of clinics in England. The Nurse Specialist and PI will make
initial contact with potential participants with a brief explanation of the study and ask for permission to
pass their email contact details on to the wider research team. The research team will then contact
those that agreed by email, and include a letter of invitation, a participant information sheet and
consent form. These will contain the contact details of the researchers in case participants have any
questions or require further information. We will send one email reminder.

GP: To identify a GP to attend the workshops the research team will approach the Academic GP group
at the University of Sheffield to help us find a GP with an interest in AAA screening. The Academic GP
group will make initial contact with potential participants with a brief explanation of the study and ask
for permission to pass their contact details to the research team. The research team will then contact
those that agreed by email, and include a letter of invitation, a participant information sheet and
consent form. These will contain the contact details of the researchers in case participants have any
questions or require further information. We will send one email reminder.

Men in Screening/family members: On the questionnaire detailed earlier we will ask men if they are
willing to be contacted about further aspects of the study, such as an interview or a workshop, and
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their preferred method of communication. If they tick ‘yes’ we will select men who fit our sampling
criteria and contact them via their preferred method of communication to ask if they would like
information about taking part in a workshop. We will then send those that are interested a letter of
invitation, a PIS, consent form and response card with postage paid reply envelope. Men who would
like to participate in a workshop will be able to contact researchers using the contact details supplied
in the PIS, or by returning the response card through the post in the envelope provided.

The workshops

Co-design is ‘in’ at the moment and people can use the term to describe a multitude of approaches.
Our approach to co-design is bringing people together as equal partners, where all experience and
expertise is equally valued (Langley 2018). It involves using ‘design thinking’ such as the Design
Council’s double diamond process that encourages divergent and convergent thinking about problems
and solutions (Design Council 2019). It encourages creative thinking by using activities such as
storyboards, scenarios and personas to help overcome some of the barriers in designing an
intervention such as power and differing use of language (Langley 2018). At first, we will focus on
understanding the problem (we will present the findings of existing evidence, and our surveys and
interviews, and use personas to explore experiences within small groups). Then we will identify
solutions by generating ideas that are prioritised and agreed on together to inform the design of a
prototype intervention (Langley 2018). The intervention could involve a mix of the following: improving
the AAA website information, describing risks in different ways so that men find it easier to understand
their own risk of a burst AAA, creating a new leaflet aimed at anxiety management, offering access to
free self-delivered Cognitive Behavioural Therapy, offering guidance on when to seek help from a GP,
or something we have not thought about.

We will create a prototype of the intervention. In the second workshop we will bring the same group
together to consider: assumptions about how the intervention will improve men’s quality of life (we will
present the developing logic model for discussion); ways of improving the prototype; when the
intervention would be offered, for how long it would be used, and by whom; what outcomes we should
be measuring at what point and for whom; how easy it would be to implement in the real world; how
best to evaluate it. We will then improve the prototype based on this feedback and develop instructions
on how best to use it.

We will aim for workshops to last around four hours each (with time costed for some preparation).
Ideally we would like to do them face-to-face but there are ways of doing them online if COVID-19
prevent in-person meetings (https://lab4living.org.uk/projects/co-design-during-covid/, accessed
11/1/22). If we have to do the workshops online, we will offer IT support to men and their families.
Older patients with vascular problems were able to participate successfully in online priority setting
workshops undertaken by the Vascular Society on behalf of the James Lind Alliance so it is possible
but not preferable.

4.Integrating components to create an intervention
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Integration of all the development components will occur within the first co-design workshop. We have
set aside funds to work with a design expert to facilitate the production of the prototype.

5. Assessing the acceptability and feasibility of the intervention

Sample recruitment

We will recruit 20 men from three sources: participants from our interviews and co-design workshops,
and volunteers from the survey (on the questionnaire in the survey we will ask men if they want to be
involved in other aspects of the study). We will aim for diversity in this sample.

Data collection

Men (and perhaps their partners/family) will use the intervention for the required amount of time and
complete a telephone-administered questionnaire about whether they used it, how they used it, what
they liked and did not like about the intervention, whether they perceived they benefited from it and
what they feel helped this, and the improvements they would like to see. We do not expect that men
would need to use it for long in order to gain benefit so this part of the study will last 2-3 months only.
Based on the findings, we will make further changes to the intervention.

The questionnaire has not yet been developed as it will be based on earlier work.

WORK PACKAGE 2: Identifying men’s preferences for exiting surveillance

1.Qualitative interview study with men and their partners

Sample

We will undertake qualitative interviews with 20-24 men ‘in surveillance’ and their partners/key family
member (n=12-20). We will undertake maximum diversity sampling to include men of different ages,
with different health profiles, who have different sizes of AAA, different rates of growth, and different
lengths of time in surveillance.

Recruitment

After Caldicott permissions are in place, we will ask for 100 names and addresses of men in
surveillance from the Northeast & Cumbria Screening Centre to be sent to the research team at the
University of Sheffield. The research team will send a postal request for men to participate in an
interview to talk about how long men should stay in surveillance and why men might be asked to leave
surveillance. If they say yes, we will ask them to complete a short form so we can sample a diverse
range of men. The form will consist of the ‘about you’ questions on the survey of men used to identify
problems caused by screening. Then we will select men and ask them for consent and ask if they are
happy for us to approach a key family member.

Data collection
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We will offer people the option of virtual, telephone or face-to-face interviews. People may have
preferences depending on COVID-19 or how comfortable they feel using video-based meetings. We
expect interviews to last about an hour. We will ask men about issues important to them when
considering whether to leave surveillance before focusing on some potential Exit Strategies and their
characteristics. If men become distressed during the interviews, we will stop the interviews if
necessary If men appear to be highly anxious about AAA we may also suggest that they contact their
screening centre AAA nurse specialist, or their GP if it is felt that extra support might be required. We
also signpost to the British Heart Foundation (BHF) who are also a charity that have lots of
experience at supporting men with AAA, and provide both the telephone helpline for patients and the
website address on our PIS. The Qualitative Researcher (LL) has interviewed men with AAA and is
experienced in dealing with this sensitively. We will audio-record the interviews and transcribe them
verbatim.

Analysis

We will use the framework approach to analyse the interviews (Ritchie & Lewis 2003) because we
have clear research questions and this approach also allows for what the framework approach authors
call ‘emergent themes’ that we would identify inductively.

2 Survey to measure men’s preferences

Design

We will undertake a telephone survey of a random sample of men in surveillance.

Based on the findings of the qualitative interviews above, we will develop a questionnaire to elicit the
preferences of men in surveillance for possible Exit Strategies. Without knowing the outcomes of the
interviews, it is not possible at this stage to specify the method we will use. If it is possible to describe
all the Exit Strategies in terms of a set of common attributes, then a discrete choice experiment (DCE)
method will be used to elicit preferences. Each of the attributes will be assigned at least two levels (the
levels will be decided from a combination of interview outcomes and expert opinion). Once levels have
been assigned, a range of hypothetical Exit Strategies can be defined in terms of the attributes and
levels (the final number of strategies is a function of the numbers of attributes and levels). The DCE
will present men with a series of pairwise choices between two hypothetical strategies, and for each
choice, they will be asked which they would prefer. The resulting choices will be analysed to reveal
preferences for Exit Strategies and willingness to trade between them (Ryan 2007).

If it is not possible to define all the Exit Strategies in terms of a set of common attributes, then
preferences will need to be elicited for each possible Exit Strategy individually. In this case, it is
proposed to elicit preferences using the contingent valuation (CV) method. With this method, men will
be presented with descriptions of the strategies and asked first to rank them from least preferred to
most preferred. Maximum willingness to pay (WTP) for each strategy will then be elicited using a
marginal approach (Shackley & Donaldson 2002). With this method, individuals are asked their WTP
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for their least preferred programme and then subsequently asked how much more they would be
prepared to pay for their next most preferred strategy.

As this questionnaire will be developed on the basis of the results from the earlier work packages, the
precise content is not currently known and will require an amendment to ethics and HRA nearer the
time.

Sample

The generation of the sample for the survey will be the same, irrespective of which method is used.
The sample will be men in surveillance.

Identifying men

We will ask two screening centres (Northeast & Cumbria and one other) centres to provide names,
addresses of a random sample of men in surveillance to the research team using processes described
in the previous survey section. The research team will send written information (covering letter, PIS,
consent form, reply paid envelope) and then arrange for a telephone call to those who reply to
administer the questionnaire.

Sample size

Based on previous experience with telephone surveys with vascular patients, where an approximate
60% response rate was achieved, we expect we will need to contact 500 men to achieve 300
responses (Michaels et al 2021). The sample size is based on precedence, where the literature shows
that the majority of DCE sample sizes range between 100 and 300 (de Bekker-Grob 2015).
Precedence is used because sample size calculations are difficult to estimate a priori without knowing
the number of attributes and levels that will be included in the DCE. Based upon the CV literature and
previous experience with the technique (Lin 2013, Shackley and Dixon 2014), a sample of 300 will be
sufficient for meaningful analysis of WTP data.

Data collection

The telephone survey will be administered by the Research Associate with support from the
Qualitative Researcher if necessary. Men will be asked to give verbal consent prior to the
questionnaire being administered. We expect each telephone call to last no more than 20 minutes,
based on our previous study where the average interview time was 13 minutes (Wickramasekera
2019).

Analysis

For the DCE, choice data will be modelled using a conditional logic model. Regression coefficients will
be used to estimate the relative importance of attributes and the marginal rates of substitution will be
calculated (i.e. trade off preferences for Exit Strategy characteristics) (de Bekker‐Grob 2012). Latent
class models will be used to analyse individual heterogeneity and to identify subsets of patients with

13



Patient centred AAA study: PCAAAS
Version 2.1 04.04.23

IRAS 321528

varying preferences (Hole 2016). For CV, the relative strength of men’s preferences for the strategies
will be estimated from calculating mean and median WTP values and testing for differences by using
t-tests and Mann–Whitney U tests. Multivariate regression analyses will be performed to examine
possible determinants of stated WTP and determine how WTP varies by different group
characteristics. We will consider the use of a weighted sample here to address non-response bias.

PS has considerable experience of both DCE and CV studies, as well as preference elicitation studies
more generally (Shackley & Dixon 2014, Rowen 2016). Whichever method is used, the results will
identify whether preferences differ by factors such as age, size of AAA, rate of AAA growth (men are
given the size of their AAA in writing at each screening attendance), social deprivation, general health,
ethnicity, and disability. This will help NAAASP to develop an Exit Strategy and/or a decision aid for
exit that is patient focused. The results can also feed into future cost-effectiveness modelling of Exit
Strategies by considering men’s preferences alongside costs and effectiveness.

3. Integration of qualitative interviews and survey

This is a sequential study where findings from one phase inform the content of the next phase. That is,
integration is built into the design. However, it is still beneficial to bring the findings of the components
together to identify an integrated set of findings. We will use adapted Triangulation Protocol to
compare and contrast findings from each component, considering where they agree, disagree, or offer
explanation of findings from different phases (Farmer 2006). We have used this successfully in a
number of NIHR studies e.g. to bring together findings from a realist review, qualitative interview study
and population survey undertaken sequentially (O’Cathain 2020).

6 STUDY SETTING
The 38 NHS screening providers in England that offer surveillance to men with AAA will be the setting
for the study, although only a few of the centres will sent names and addresses of men for the surveys.

The University of Sheffield will be the research site. Additionally, there will be 6-8 participant
identification centres (PICS) they will all be NHS screening centres in England.

PICS and the NHS sites are appropriate as they help us identify eligible participants quickly and
efficiently. The University site is where the research will be coordinated, surveys will be sent from, data
will be stored and analysis will take place.

PICS will require Caldicott permission to transfer identifiable data to transfer data to the University.

PICS will identify potential participants only. They will send the list of potential participants to The
research team at the University of Sheffield. Only men who have agreed to be contacted for research
purposes will be included in this list.

The University will send out surveys and contact people for interviews, focus groups and telephone
surveys.

7 SAMPLE AND RECRUITMENT
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7.1 Eligibility Criteria
7.1.1 Inclusion criteria
Inclusion criteria for the study are men currently in the AAA surveillance programme, provided by the
NHS in England. Only men (people with their gender listed as male on their GP record) are included in
the screening and surveillance programme.

Men are invited for their initial screening at 65 so all patient participants will be 65 or over.

All ethnicities and socio-economic groups will be included.

The surveillance programme in England only will be included.

We will endeavour to ensure our 6-8 PICS cover a range of North/South, East/West and urban/rural

Different parts of the study require men in different stages of the programme, this has been described
in the work packages above.

For family members of men, the only inclusion criteria is that they are identified by the men as
someone who offers them support related to AAA screening. They may be of any gender, age,
ethnicity or socio-economic group.

7.1.2 Exclusion criteria
There are no exclusion criteria

7.2 Sampling
7.2.1 Size of sample
Size of samples are described earlier in the methods section of each study component. In addition, we
have undertaken a sample size calculation to ensure our survey of men’s screening problems is large
enough. A ‘rule of thumb’ approach to sample size for linear regression is 104 cases plus the number
of predictors for testing coefficients. We have 9 predictors so the sample size could be small:
104+9=113. The sample size for testing the whole model would be 50+(8x9 predictors)=124. We want
to be convinced that some sub-groups have clinically and statistically significantly higher scores (that
is, more negative consequences) so we have undertaken a sample size calculation based on a
comparison of the mean of a scale in two groups of small vs medium AAAs. With a mean score of
23.74 and a standard deviation of 21.84 on the AAA-related anxiety scale (Aber 2020b), a difference
of 5 points (classed as a ‘small effect size’ of 0.23 and one that our medical co-applicant JM has
identified as clinically meaningfully) would be identified at the 5% level with 80% power with 300 in
each group. That is, we would need 600 respondents in total.

7.2.2 Sampling technique
The sampling technique is described earlier in the methods of each study component. Purposive
sampling is used in each qualitative component.

7.3 Recruitment
7.3.1 Sample identification

The sampling technique is described earlier in the methods of each study component.
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Each component will recruit differently and should not be taken out of context

No one will be contacted without consent or via public recruitment means.

Men who attend the workshops in work package one will be offered a £30 voucher and travel
costs for attending the workshop. No other costs will be paid.

7.3.2 Consent

All potential participants will be assumed to have capacity.

All potential participants will have given consent to be contacted for research purposes.

Consent process are described earlier in the methods of each study component.

8 ETHICAL AND REGULATORY CONSIDERATIONS
Any component of the project that involves men from the screening programme will require NHS ethics
and HRA governance approvals.

There are two study components (not described here) that involve health professionals only and we
have sought University ethics approval for these components.

Transfer of data from the PIC to the University will require Caldicott approval. This will be applied for
once the NHS ethics and HRA approvals have been completed.

Later parts of the project (the feasibility of the new intervention) and the survey on Exit Strategies will
require an amendment to be submitted to IRAS as we develop full details of these components.

8.1 Assessment and management of risk
We would like to undertake interviews and workshops in-person, but COVID-19 restrictions may mean
that these need to be undertaken virtually or by telephone. We will plan for in-person and then move to
virtual if necessary or if preferred by participants.

We will be talking to men about anxiety. We anticipate that some participants may be highly anxious.
The Research Associate and Qualitative Researcher have worked with men with AAA before and are
used to dealing with this situation sensitively. The Project Manager has not worked with AAA before
but is a mental health nurse and has worked with many cases of extreme anxiety linked to physical
health conditions. There will also be a specific plan for what to do if a participant gets anxious during
the interview. The interview may be stopped (temporarily or permanently), and they may be directed to
speak to their GP or AAA nurse. In extreme circumstances they will be given the phone number for the
Samaritans. Due to the nature of the questions, we will be asking, it is unlikely that safeguarding
issues will arise. However, if they do, we will let the participant know we have a duty to report their
situation and we will contact the safeguarding service at their local council. In an immediate
life-threatening situation we would call the police.
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In the unlikely scenario that a man discloses suicidal thoughts, we will contact the NHS Screening
Centre and ask them to notify the man’s GP. We will also include in the PIS that men can contact their
GP at any time if they feel they are struggling with depression or anxiety.

8.2 Research Ethics Committee (REC) and other Regulatory review & reports
Before the start of the study, a favourable opinion will be sought from a REC for the study protocol,
informed consent forms and other relevant documents e.g. advertisements. Parts of the study will
require NHS REC and HRA, others will go before our University REC.

For NHS REC reviewed research components
● Substantial amendments that require review by NHS REC will not be implemented until

that review is in place and other mechanisms are in place to implement at site.

● All correspondence with the REC will be retained.

● It is the Chief Investigator’s responsibility to produce the annual reports as required.

● The Chief Investigator will notify the REC of the end of the study.

● An annual progress report (APR) will be submitted to the REC within 30 days of the
anniversary date on which the favourable opinion was given, and annually until the
study is declared ended.

● If the study is ended prematurely, the Chief Investigator will notify the REC, including
the reasons for the premature termination.

● Within one year after the end of the study, the Chief Investigator will submit a final
report with the results, including any publications/abstracts, to the REC.

Regulatory Review & Compliance
Before any site can enrol patients into the study, the Chief Investigator/Principal Investigator or
designee will ensure that appropriate approvals from participating organisations are in place.

All participants will be enrolled from the NHS, from 6-8 participant identification centres (PICs). All of
the NHS R&D teams will be contacted as close to the start of the IRAS process as possible to apply
for NHS REC and HRA approvals to ensure they have capacity and capability to support the study.

Organisational Information Documents will be completed for each site/PIC

Amendments affecting the PICs will be communicated to their R&D teams as soon as possible and the
research team will work with the R&D teams to implement the changes once approved by REC/HRA.

End of Study Definition

The end of the study will be the last post-test visit for the intervention feasibility study. We expect that
this will be Month 23 (August 2024)
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Amendments
NHS REC

Amendments for parts of the study requiring NHS REC/HRA approvals will be undertaken by the
senior project manager.

The HRA amendment form will be used to determine if that is substantial or not.

NHS REC /IRAS guidance will be followed for making decisions about amendments to the REC.

University REC

Amendments for parts of the study requiring University REC approval will be undertaken by the senior
project manager.

The University has a standard form for applying for an amendment. This standard process will be used
and guidance followed.

Amendment history will be recorded in the protocol and, where it affects patients, online.

8.3 Peer review
The study has been externally peer reviewed as part of the NIHR funding application process.

8.4 Patient & Public Involvement
Design of the Research:

There is not an existing AAA surveillance specific PPI group. Therefore, we have established the first
one. However, there has been PPI input right from the outset of the research development.

The PPI member on the NAAASP research committee (NMS) was approached to become a
co-applicant on the research bid and was involved in the development of the planned research.

During the initial development of the research bid, the views of four men who had also been through
the screening process were sought. The men described the impact that screening had had on them,
including the anxiety associated with it, and the importance of trying to find ways to reduce this. Two of
the original group of four men have also joined the PPI group in order to help take the project forward.
The group now consists of six men, who have been through AAA screening or had AAAs that have
been surgically repaired. Three members of the group have PPI experience and three do not; training
and support has been offered to all.

As the project progresses, we hope to recruit other members to the PPI group who have not been
through AAA screening themselves but who may provide support for men that have, such as partners
or family members. This will help ensure a wider representation of views within the group.

The PPI group will meet approximately ten times during the study duration. The group will meet at
points that are most relevant, and meaningful, to the study so the durations between meetings will be
flexible to meet the study needs. For example, at the beginning of the project whilst we are developing
study documentation with the input of the PPI group we may need to meet more often.
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Acceptability of the research:

We are consulting with the PPI group about the most suitable ways of recruiting participants for each
work package, to ensure that we can be as inclusive as possible.

We are asking the PPI group to be involved with development of study materials such as invitation
letters, consent forms, interview topic guides and survey development to ensure that they are clear
and concise.

Management of the Research:

The PPI Lead (LL) and PPI co-applicant (NMS) worked together to develop the agenda for the first PPI
meeting that was held two weeks after the project officially commenced. They will continue to so for
further meetings.

Undertaking the Research:

PPI members will attend the two workshops that are planned as part of work package one to help with
the co-design of the intervention to reduce screening related anxiety, and to facilitate the inclusion of
men and their families/partners in the workshops.

Analysis of the Research:

We do not intend to merely present findings from completed analysis to the group. Rather we would
like them to be involved in the analysis in a more meaningful way. This could be through looking at,
and discussing, the results of the questionnaires, discussions around coding frameworks for
interviews, and through helping with interpretation of findings from the interviews.

Dissemination of Findings:

We would like the group to help establish the best way to disseminate the study findings, including to
those that have participated in the research. Some of the PPI group are active on social media and
have identified that this may be a way of helping to reach a wide audience as the study progresses. As
the group who attend for screening is aged 65 or older we need to ensure that we have a wide range
of dissemination approaches.

8.5 Protocol compliance
The research team will ask NIHR for approval for changes to the protocol.

8.6 Data protection and patient confidentiality
The University of Sheffield is the data custodian and data is collected only for research purposes. Data
will be stored on the University’s secure server. Only researchers from the PCAAAS team will have
access to the drive (along with some IT administration staff for IT security and audit purposes only).

Data for the different work packages will be treated differently as some needs to remain identifiable so
we can contact specific individuals
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Wherever possible we will de-identify as soon as possible

Data transfer will be conducted within Caldicott and University Information Governance guidelines.
Data will be stored for 5 years

8.7 Indemnity
The University of Sheffield is the sponsor and has all the required insurance and indemnities in place
for this research project.

8.8 Access to the final study dataset
The Research Team will have access to anonymised datasets.

We will share anonymised data from the surveys. Qualitative data will not be shared.

Anonymised data sets from the surveys will be stored on ORDA, the University of Sheffield research
archive. Other researchers can request access to the data set. Any requests would be rigorously
evaluated, and research ethics committee approvals and data sharing agreements would be required.
All PIS make this clear.

9 DISSEMINIATION POLICY
9.1 Dissemination policy
Dissemination

We will undertake academic dissemination by publishing a synopsis of the study in the NIHR Libraries
Journal, publishing articles in academic journals targeted at the vascular clinical community (e.g.
British Journal of Surgery), and presenting the research at relevant conferences and meetings (e.g.
HSRUK, Vascular Society of Great Britain & Ireland Annual Scientific Meeting, European Society of
Vascular Surgery annual conference, NAAASP Research Day and Networking event). An international
vascular conference will be important to reach AAA screening programmes in other countries as well
as countries considering introducing a programme. For example, Nair et al (2019) shows that
screening would be cost-effective in New Zealand so this country may be considering introducing a
programme.

We will send summaries of findings to AAA Regional Screening Centres in England, and all national
AAA screening programmes e.g. Scotland, Sweden.

We will use social media to disseminate our results to other relevant screening programmes. That is,
we will look for relevant Twitter accounts and emails so we can send our results.

We will write Plain English summaries of findings and send them to interview, workshop and survey
participants who indicate that they would like to see the findings.

We will work with our PPI members and screening centre staff to identify how to disseminate findings
to men in surveillance e.g. posters, summaries in paper format available at the screening centres,
giving talks at ‘information days’ held by NAAASP for patients and their families. Social media is likely
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to be less useful than on other projects because the patient group is older but we will use our team
member Twitter accounts to disseminate our findings.

Outputs

Conference presentations, presentations to NAAASP, presentations to patient information days.

Peer-reviewed publications reporting the findings of the whole project and each work package.

An intervention to reduce psychosocial consequences of being in AAA surveillance.

Guidance on patient preferences so that AAA programmes can develop a patient-centred AAA Exit
Strategy.

Impact

NAAASP, as of October 2021, sits operationally with NHS England (NHSE). A co-applicant Akhtar
Nasim (the Clinical Lead for NAAASP) will feed the findings directly to the NHSEAAA Screening
Programme Operational Delivery Group and the NHS E Screening Programme Board. He will present
the intervention to reduce psychosocial consequences, and the guidance on men’s preferences for
exit from surveillance and identify what actions these groups/boards would like to take within NAAASP
or see taken in future research. Currently a health optimisation strategy is being developed in
NAAASP (under the direction of the NAAASP Nurse Lead Alan Elstone who is a co-applicant) for men
in surveillance and the findings of our study will inform the strategy for dealing with AAA-related
anxiety/impact on quality of life. The preferences work on an exit strategy could inform the
development of a decision aid that would help men and their partners decide when to leave the
surveillance programme.

Akhtar Nasim will also present our findings to the National Screening Committee in relation to
reconsideration of modification of current surveillance intervals (previously proposed to the committee
in 2019) in NAAASP. Our findings on the % of men with small AAA (measuring 3-4.4cm) who have
psychosocial consequences will help in deciding whether men with sub-aneurysmal aortas (measuring
2.5-2.9cm) should be offered surveillance in NAAASP. Currently this group are not followed up but a
proportion of them develop large AAAs requiring treatment. The decision to include these men in
surveillance will be influenced by the potential impact of surveillance on their quality of life. If we find
only small levels of impact on quality of life for men with 3-4.4cm AAAs then this will reduce concerns
about screening-related harms.

NAAASP also has close links with the Vascular Society of Great Britain and Ireland, and Akhtar Nasim
will discuss findings at the annual scientific meeting via a dedicated session on AAA Screening. This is
important as some patients with non-screening-detected small and medium sized AAAs are
undergoing surveillance outside NAAASP and our findings will apply equally to them.
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Akhtar Nasim will liaise with other AAA screening programmes in Wales, Scotland, and Sweden to
help them understand and apply learning from our work.

The University of Sheffield will own the data arising from the study.

The NIHR will be acknowledged in all publications.

9.2 Authorship eligibility guidelines and any intended use of professional writers
All of the research team will be authors on the final synopsis report published by NIHR.
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11. APPENDICIES

11.1 Appendix 1- Required documentation
CVs of the local research team and CI
PIS and consent form (headed paper)
Protocol for how participants will be identified
Caldicott approvals
Ethics committee and HRA approvals
Contact details for University research team
11.2 Appendix 2 – Schedule of Procedures (Example)

Procedures (WP1) Contact
s

WP1
survey
(month
6)

Month
11

Month
17

Month
20

Month
21

Month
23

Informed consent x

Demographics x

Medical history x

experience of
anxiety
questionnaire (1200
men)

x

WP1 interviews
(20-24 men plus
partners)

x

Workshop 1 (16
men) x

Workshop 2 (16
men) x

Feasibility study pre
tests (20 men)

x

Feasibility study
post tests (20 men)

x

Procedures (WP2) Contacts

Month 5 Month
10
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Informed consent x

Demographics x

Medical history x

WP2 interviews
(20-24 men plus
partners)

x

Survey (up to 500
men) x

13.3 Appendix 3 – Amendment History

Amendment
No.

Protocol
version no.

Date issued Author(s) of
changes

Details of changes made
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