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ABSTRACT
Objectives This study aimed to understand and explore 
patient and general practitioner (GP) experiences of 
‘traditional’ and ‘one- stop’ prostate cancer diagnostic 
pathways in England.
Design Qualitative study using semi- structured 
interviews, analysed using inductive thematic analysis
Setting Patients were recruited from National Health 
Service (NHS) Trusts in London and in Devon; GPs were 
recruited via National Institute for Health Research (NIHR) 
Clinical Research Networks. Interviews were conducted in 
person or via telephone.
Participants Patients who had undergone a MRI scan 
of the prostate as part of their diagnostic work- up for 
possible prostate cancer, and GPs who had referred 
at least one patient for possible prostate cancer in the 
preceding 12 months.
Results 22 patients (aged 47–80 years) and 10 
GPs (6 female, aged 38–58 years) were interviewed. 
Patients described three key themes: cancer beliefs in 
relation to patient’s attitudes towards prostate cancer; 
communication with their GP and specialist having a 
significant impact on experience of the pathway and 
pathway experience being influenced by appointment and 
test burden. GP interview themes included: the challenges 
of dealing with imperfect information in the current 
pathway; managing uncertainty in identifying patients with 
possible prostate cancer and sharing this uncertainty with 
them, and other social, cultural and personal contextual 
influences.
Conclusions Patients and GPs reported a range of 
experiences and views of the current prostate cancer 
diagnostic pathways in England. Patients valued ‘one- 
stop’ pathways integrating prostate MRI and diagnostic 
consultations with specialists over the more traditional 
approach of several hospital appointments. GPs remain 
uncertain how best to identify patients needing referral for 
urgent prostate cancer testing due to the lack of accurate 
triage and risk assessment strategies.

INTRODUCTION
Patient experience of healthcare has devel-
oped as an important marker of quality of 
care in recent decades. However, measuring 

and understanding patient experience of 
diagnostic pathways and services is underex-
plored and poorly prioritised compared with 
other aspects of healthcare such as access 
or treatments.1 Assessment of the impact of 
variations in pathway design between health 
services may also identify elements associ-
ated with better patient experience, such as 
quicker access to testing, that could be imple-
mented more widely and elements associ-
ated with adverse experience, such as high 
appointment burden, that can be avoided.

The National Health Service (NHS) in 
England has a Two Week Wait (2WW) urgent 
cancer referral pathway system, where any 
patient with symptoms or signs of a poten-
tial undiagnosed cancer referred by their 
general practitioner (GP) should have a 
specialist review for further investigation 
within 2 weeks.2 Cancer diagnostic pathways 
are prioritised for urgent access to specialist 
assessment and diagnostic tests as early- 
stage diagnosis is associated with increased 
survival.3 Not only do shorter diagnostic 
intervals improve outcomes for patients, 
but patients also report better experiences 
of care.4 Significant variation in cancer 

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ Patient experiences of two very different pros-
tate cancer diagnostic pathways compared and 
contrasted.

 ⇒ Patient sample feature a broad range of ages, geo-
graphical regions and cancer investigation journeys 
to generate rich data.

 ⇒ First study to explore general practitioner (GP) ex-
perience and understanding of new prostate cancer 
diagnostic pathways incorporating MRI.

 ⇒ Limited knowledge of prostate MRI curtailed inter-
views with some GP participants.
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diagnostic pathways between NHS Trusts and regions 
in England exists, most markedly for prostate cancer.5 
Identifying patients for 2WW prostate cancer referral in 
primary care is also challenging for GPs owing to limita-
tions of existing tests, including prostate- specific antigen 
(PSA), which can impact on doctor–patient communica-
tion and patient experience of the early stages of the pros-
tate cancer diagnostic pathway.6 7

National Institute for Health and Care Excellence 
(NICE) guidance for diagnosing prostate cancer in 
England was updated in 2019 to recommend prebiopsy 
MRI for men suspected of having prostate cancer.8 In 
response, Cancer Alliances and Hospital Trusts in the 
NHS have updated local prostate cancer diagnostic path-
ways, with significant variation in the implementation of 
MRI.9 Despite the potential benefits, prostate MRI brings 
in terms of more accurate prostate cancer diagnosis,10 
adding further testing into the prostate cancer diagnostic 
pathway could lengthen the diagnostic interval, adversely 
impacting patient experience. Experiences of the pros-
tate cancer diagnostic pathway for patients and GPs since 
the advent of prostate MRI is unknown. The aim of this 
study was to elicit the experience of patients and GPs 
following two prostate cancer diagnostic pathways that 
incorporate prebiopsy MRI in different ways to inform 
optimal prostate cancer diagnostic pathway design. In 
the context of the Model of Pathways to Treatment, a 
key theoretical framework in cancer diagnostic pathways, 
this study focuses on the ‘Help- seeking’ and ‘Diagnostic’ 
intervals and explores the perspectives of both patient 
and clinician.11 12

METHODS
This qualitative study used semistructured interviews to 
explore the experiences of patients referred from primary 
care with possible prostate cancer who had undergone 
an MRI, and GPs who have referred men with possible 
prostate cancer for further investigation. A constructivist 
approach was adopted to access the data and understand 
the experiences of patients and GPs13 based on their indi-
vidual experiences (past and present) and the sociocul-
tural context.14 15

Participants
This study recruited participants from two populations 
through purposive sampling:

 ► Patients with possible prostate cancer who had under-
gone an MRI as part of their diagnostic workup.

 ► GPs who had referred at least one patient for investiga-
tion for possible prostate cancer within the preceding 
12 months.

Patients who were undergoing MRI for active surveil-
lance or watchful waiting for a previously diagnosed pros-
tate cancer were not eligible, as the focus of this study was 
on the role of MRI in the diagnosis of prostate cancer 
rather than management.

Recruitment
Patients were recruited from two NHS Trusts in England: 
The Royal Devon & Exeter NHS Foundation Trust in 
Exeter and the Imperial College Healthcare NHS Trust in 
London. The Royal Devon & Exeter Hospital use separate 
outpatient appointments in the South West (SW) Prostate 
Cancer Diagnostic Pathway for a prostate MRI, consul-
tant review and prostate biopsy (if required), as shown 
in figure 1. Imperial College employ the RAPID pathway, 
where patients undergo a prostate MRI scan, receive their 
MRI result and potentially undergo a prostate biopsy 
on the same day at a single outpatient attendance (see 
figure 2). These Trusts were selected as prostate MRI has 
been implemented in very different ways, creating the 
opportunity to explore and compare patient and clini-
cian experiences in different clinical contexts. Research 
staff at the Trusts identified potentially eligible men and 
contacted them within days of undergoing an MRI to 
discuss this study and offer the men a Patient Information 
Leaflet (PIL). The lead investigator and local recruitment 
leads were in regular contact throughout recruitment to 
identify any under- represented groups of men and focus 
recruitment where needed. Travel costs for patient partic-
ipants to attend a face- to- face interview were reimbursed, 
and participants were also offered a gift voucher in recog-
nition of contributing their time.

GPs were recruited through two National Institute for 
Health Research (NIHR) Clinical Research Networks 
(CRNs) in the same regions as the hospital sites: Northwest 

Figure 1 South West Prostate Cancer Diagnostic Pathway, NHS Cancer Alliances in South- West Peninsula and Somerset, 
Wiltshire, Avon and Gloucester (SWAG). mpMRI, multiparametric MRI; TRUS, transrectal ultrasound guided biopsy; MDT, 
multidisciplinary team.

 on S
eptem

ber 13, 2023 by guest. P
rotected by copyright.

http://bm
jopen.bm

j.com
/

B
M

J O
pen: first published as 10.1136/bm

jopen-2021-054045 on 26 July 2022. D
ow

nloaded from
 

http://bmjopen.bmj.com/


3Merriel SWD, et al. BMJ Open 2022;12:e054045. doi:10.1136/bmjopen-2021-054045

Open access

London CRN and the South- West Peninsula CRN. The 
CRNs promoted the study to local practices, and GPs 
expressed their interest to the CRNs. Eligibility and basic 
demographics were checked to assist with purposive 
sampling. GPs chosen for invitation into the study were 
given a PIL to review prior to the arrangement of an inter-
view. GP practices were reimbursed for the GP’s time to 
participate in the study.

A purposive sampling approach was used, in order to 
obtain a diverse group of participants with a wide range of 
geographical locations, ages, ethnicities, genders (GPs) 
and MRI results (patients).

Data collection
One- to- one interviews were conducted with all partic-
ipants in this study between July and November 2019 
by SWDM (a male GP with training in qualitative inter-
viewing). Patient participants were either interviewed 
face- to- face in their own home or via telephone, while all 
GP participant interviews were conducted via telephone. 
The interviewer and participant were not known to 
each other before the study. Formal written consent was 
obtained from all participants, and patient’s partners if 
present (n=2), prior to commencement of the interview. 
A semistructured approach was followed, with separate 
interview topic guides for patient and GP interviews to 
support discussions (see online supplemental files 1 and 
2). The topic guide was developed iteratively with input 
from our patient/public partners; it was further refined 
during the first three interviews to incorporate all aspects 
of the revised prostate cancer diagnostic pathway and was 
used flexibly to ensure that no key aspects of the diag-
nostic pathway experience were missed. An encrypted 

audio recording device was employed to record all inter-
views, and written notes were taken during and imme-
diately following the interviews. Interview times ranged 
between 15 and 45 min each, and no repeat or follow- up 
interviews were undertaken. Interview recordings were 
transferred securely to an independent transcribing 
service, and transcribed verbatim.

Data analysis
An inductive thematic analysis was conducted to under-
stand the experiences of participants,16 using the concep-
tual framework of the Model of Pathways to Treatment.11 12 
The researchers initially immersed themselves in the data 
through reading and rereading individual transcripts and 
listening back to the audio recordings of the interviews. 
A selection of early interviews were coded, and this initial 
coding framework was reviewed and refined by SWDM, 
SA and FMW. The remaining interview transcripts were 
coded by SWDM inductively from the entirety of the 
data. The codes were reviewed and arranged into themes 
through an iterative process, returning to the original 
data as needed. Patient and GP transcripts were analysed 
separately. Within and between themes, the experiences 
of participants following different diagnostic pathways 
were compared and contrasted. Recruitment ceased 
when no new themes emerged in analysis. Transcripts 
were imported into NVivo V.12 to manage the data for 
the analysis. A study summary report was sent to all study 
participants after completion of data analysis.

Patient
Eight men were recruited via the People in Health 
West of England initiative to contribute to the research: 

Figure 2 RAPID pathway, Imperial College Healthcare NHS Trust, London. mpMRI, multiparametric MRI; 2WW, Two Week Wait 
pathway.
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these men had a range of ages, locations, ethnic back-
grounds and experiences with prostate cancer. PPI group 
members reviewed the plain English summary and all 
patient participant documents and gave feedback prior 
to submission as part of the ethical approval application. 
PPI group members also gave input into the interview 
topic guides and the expected burden of involvement for 
participants. One of the anonymised patient interview 
transcripts was shared with the group at a meeting and 
discussed to explore themes emerging from the text.

COREQ reporting guidelines
This manuscript has been written in accordance with the 
consolidated criterion for reporting qualitative research 
(COREQ) checklist.17 Further detail regarding the 
methods can be found in the study protocol (see online 
supplemental file 3).

RESULTS
Participants
Twenty- two patients were interviewed between July and 
November 2019; two with their wives present and involved 
in the interview: participant ages ranged from 47 to 80 
years. Ten GPs were interviewed: most were female (n=6), 
with an age range of 38–58 years (see table 1). Five further 
potential (three patients and two GPs) participants were 
approached but declined to participate without giving a 
reason.

Patient experiences of the prostate cancer diagnostic pathway
We identified three main themes with interlinking 
subthemes (see figure 3): cancer beliefs, communication 
and pathway experience.

Cancer beliefs
The decision for patients to see their doctor about poten-
tial prostate problems was not undertaken in isolation 
(Outside influences). The experiences of family members 
and friends shaped the patients’ expectations, and family 
members and partners often encouraged men to be 
tested:

Obviously back then he [dad] was in his mid to late 
60s. And I think I didn’t really know about it until 
he’d gone for his MRI and got the results and every-
thing, and then all of a sudden he sat me down and 
told me all about it. P20 (London, <65)

Table 1 Patient and GP demographics

Patients (n=22) GPs (n=10)

Age Age

  <65 8   31–40 3

  65+ 14   41–50 6

    50+ 1

Location Location

  London 10   London 4

  Devon 12   Devon 6

Ethnicity Gender

  White 19   Male 4

  Non- white 3   Female 6

PIRADS v2 Role

  1–2 6   Partner 8

  3–5 15   Salaried 2

  Unknown 1   

*PIRADS, Prostate Imaging- Reporting And Data System v2 score 
of 1–2 suggest clinically significant prostate cancer is unlikely and 
biopsy not indicated. A PIRADS score of 3–5 indicates at least one 
suspicious area of the prostate that warrants biopsy.
GP, general practitioner.

Figure 3 Thematic diagram from patient participant interviews. GP, general practitioner.
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Most patients’ attitudes towards the possibility of a diag-
nosis of cancer (Attitude to diagnosis) were fairly relaxed. 
Many seemed philosophical about the prospect:

it is what it is P03 (Devon, <65)

The reactions of patients who had a diagnosis of pros-
tate cancer (Reaction to findings) were mixed, ranging 
from despondence to quick acceptance:

‘Not fair. No, it’s… it’s not fair on… on anyone, not 
just me. It isn’t fair on anyone.’ P01 (Devon, 65+)

Communication
The absence of the use of the word cancer (‘C word’) 
was evident in interviews with many patients. Patients 
also reported a reluctance from clinicians to raise cancer 
specifically as a possibility during a consultation, even if 
they were referred for urgent tests to rule out a diagnosis 
of prostate cancer:

And then this developed. P01 (Devon, 65+)

For me, my… my dad had it roughly about eight, nine 
years… eight to ten years ago, I suppose. He had it. 
P20 (London, <65)

The only thing that I found was you were given leaf-
lets that mention a lot about cancer but no one actu-
ally really, sort of like said to me, you know, there’s a 
possibility that you could have cancer or you know, 
that you’re just being given leaflets and such, and no 
one really explained to you that there is a possibility. 
P25 (Devon, <65)

The mode of communication to the patient from 
clinicians (personal contact) appeared to directly affect 
their experiences of the pathway. Most London patients 
sat down with their consultant and reviewed their MRI 
results together, whereas many patients in Devon received 
their results via a letter:

I think it was interesting to see this sort of slightly 
darker little, ti… little circular area that he thought 
might be cancerous and… and also explain that they 
would need to take some samples from another area 
which… which was more the normal colour of the 
whole gland for comparison. P13 (London, 65+)

Most of the letters go to the GP and I just get a copy.” 
P23 (Devon, 65+)

Communicating the meaning (conveying significance) of 
the results of the MRI and other tests performed was very 
important to help patients and their partners understand 
what the results mean for them as an individual:

Yeah, so apparently, because this is mid- rank they said 
that if you just got the first circle, the first ones in, 
they probably wouldn’t have done anything about it 
and you could have had a lot of years where you just 
monitor that. But because P03 was mid- stage, they 
said we have to do something. P03’s partner (Devon, 
<65)

Despite most of the patients having undergone a 
prostate MRI by the time of their interview, there were 
still limited understanding of the MRI results for some 
patients (Gaps in understanding). More patients from 
Devon reported these gaps, which often appeared to be a 
result of communication breakdown between the patient 
and the doctor:

Umm… I think, all I know is those letters passed to 
and fro between the urologist and my GP, and I’m 
copied in on these things and there was some men-
tion of an abnormality on the left hand side or some-
where or other on the prostate. That’s all I know. P23 
(Devon, 65+)

Pathway experience
Patients entered the pathway in different ways, with varied 
length of time and diagnostic work- up prior to urgent 
suspected cancer referral (Mixed routes). For patients in 
Devon, the prostate cancer pathway required a number 
of individual appointments, whereas most patients in 
London received their MRI results on the same day or 
soon after which was well received (Appointments burden):

I had a PSA of, I think it was 4.03, which was frac-
tionally above the four limit. Then they gave me two 
additional PSAs every three months, so I went back 
three months later did another PSA and then I think 
it was about 3.84. Then another one three months 
later was 4.08. So then I saw a urologist at Exeter and 
as a precaution they gave me an MRI and the MRI 
identified an area of concern if you like [inaudible]. 
Then I had a biopsy and what that identified was that 
the area of concern that the MRI identified, there was 
no cancer, but there was cancer in another area. P04 
(Devon, 65+)

so… the scan, you get the result within minutes, and 
even though I had to wait perhaps an hour before I 
actually saw the doctor but that’s a lot less than three 
months.” P05 (London, 65+)

Patient interviewees were generally positive about 
undergoing investigations for possible prostate cancer, 
including blood tests and MRI. Most, but not all, patients 
reported that undergoing an MRI of the prostate was not 
a significant undertaking (Test acceptability):

I’d go for any scan, anything like that. Needles don’t 
bother me, scans don’t bother me.” P21 (Devon, 65+)

GP experiences of the prostate cancer diagnostic pathway
We identified three main themes: imperfect information, 
managing uncertainty and contextual influences (see 
figure 4).

Imperfect information
GPs spoke at length about the limitations of the current 
primary care diagnostic pathway for prostate cancer, and 
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about having imperfect information on which to base their 
clinical decisions.

A few GPs described a sense of inevitability about 
patients presenting with lower urinary tract symptoms at 
some point as they entered their later years (Non- specific 
presentation):

It’s a bit of a grey area so you’re kind of waiting for 
patients to develop symptoms and come to see you. 
GP03 (Male, London, 31–40)

As described earlier, GPs experienced men refusing 
to have a prostate examination when prostate cancer is 
suspected (Examination acceptance). GPs reported different 
reasons for this, and perceived that patients may still be 
worried even if the prostate feels normal:

I’ve had patients before who even will have got a high 
PSA decline, a rectal examination because they’ve 
previously had some, kind of, you know, traumatic ex-
perience or whatever. GP04 (Female, Devon, 41–50)

GPs from both regions did not hold back in sharing 
their opinions about the PSA blood test, and its usefulness 
(or lack thereof) in helping them make clinical decisions 
about which men to refer for further testing for possible 
prostate cancer. PSA appeared to hold poor face validity 
with GPs, and they expressed a hesitance in ordering the 
test (GP test limitations):

I think if there’s one test you could un- invent, I think 
PSA would be that… GP02 (Male, Devon, 31–40)

So it’s [PSA] quite a pain in the neck actually, to be 
honest… GP05 (Female, Devon, 41–50)

Well, I don’t like doing the PSA levels I suppose is one 
thing to say. GP07 (Female, London, 31–40)

GPs working in the NHS cannot currently order an MRI 
of the prostate; the request must come from a secondary 
or tertiary care clinician. London GPs were more likely to 
be positive about the concept of a prostate MRI:

I think it will be a really useful idea. GP03 (Male, 
London, 31–40)

Well, it’s great, but it’s not available to me. It’s not 
something I decide on. GP05 (Female, Devon, 41–50)

Managing uncertainty
GPs made efforts to share their diagnostic dilemma with 
patients where possible and consulted guidelines and 
their local urology specialists in managing uncertainty 
in their decisions about which men to refer to secondary 
care. Prior to referral, GPs tried to make their patients 
understand the limitations of the current diagnostic 
pathway (counselling patient):

But I always would tell patients that it’s not 100% 
and that both my examinations, whether it’s a digital 
rectal or a PSA, are not 100% and it can be raised 
even without having cancer. GP03 (Male, London, 
31–40)

While most GPs reported feeling satisfied with their 
local urology service (see health service & guidance below), 
some Devon GPs reported inconsistencies in the advice 
and management plans for their patients that came back 
from hospital specialists (seeking advice):

I mean, we try to follow the guidelines but, as I say, 
we find mystifying as to the variation in the urology 
advice that comes back in terms of who to follow and 
who not to… GP04. (Female, Devon, 41–50)

Figure 4 Thematic diagram from GP participant interviews. GP, general practitioner.
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Contextual influences
A spectrum of broader influences had an effect on when 
patients chose to present to their GP with concerns about 
prostate cancer, and the consultation itself (Gender, society 
& culture). Some GPs noted a reticence of men to seek 
healthcare:

I think men don’t… it’s such a sweeping statement 
but men don’t like coming to the doctor. GP07 
(Female, London, 31–40)

Consistent with the patient interviews (outside influ-
ences), the GPs reported that it was often the wives and 
partners encouraging male patients to seek help and 
advice:

…the majority of men I see who mention prostate 
cancer it’s because their wives have asked them to 
come and they’re worried. GP07 (Female, London 
31–40)

Cultural and ethnic norms relating to the patient 
and their partners also influenced the consultation and 
acceptance of prostate examination, which were more 
commonly reported by GPs working in London:

And over here I notice there are some patients of 
south Indian descent where, it’s [DRE] almost like a 
taboo really. GP03 (Male, London, 31–40)

GPs in both regions were aware of the influence of news 
and media stories relating to prostate cancer that were 
encouraging patients with symptoms or concerns to see 
their GP and get tested:

…there was a lot in the media recently with prostate 
and testicular cancer, actually which is a good thing, 
because we had a… I had suddenly quite a few men 
coming in requesting the blood test. GP09 (Female, 
London, 41–50)

GPs felt that most patients were aware of prostate 
cancer and that tests were available for it. Awareness of 
MRI of the prostate was lower than for the PSA blood test 
(Patient awareness):

Lots of people are aware of the PSA. GP07 (Female, 
London, 31–40)

I think a few of them might have said, I’ve heard 
there’s a new test around. I don’t think anyone’s 
come in and said, I’d like to have that MRI test. GP04 
(Female, Devon, 41–50)

The decision- making of GPs was also affected by their 
own experiences in their personal and professional lives 
(Personal & professional experience). GPs demonstrated 
an awareness of how these experiences shaped their 
approach:

…my dad has prostate cancer that was picked up with 
a raised PSA. And my stepfather has prostate cancer 
which was picked up by a raised PSA. Both completely 
asymptomatic. So I think that also affects how you… 

how you practice and you know, as clinicians we do 
take on our life experiences and we can’t help but 
have that shape how… how we work. GP07 (Female, 
London, 31–40)

The health service context in which GPs practise was 
another significant influence on their approach to 
patients with possible prostate cancer (Health services & 
guidelines). They often rely on guidance from a number of 
sources, including national guidelines and local urology 
services:

I think we’ve got some, you know, very good local col-
leagues who offer good pragmatic advice and are very 
approachable. GP02 (Male, Devon, 31–40)

DISCUSSION
Principal findings
Patient and GP experiences of more traditional and 
‘one- stop’ prostate cancer diagnostic pathways incorpo-
rating MRI showed some key similarities and differences. 
Communication was a key element in the experience of 
the prostate cancer diagnostic pathway for both patients 
and GPs. The communication between patients and 
healthcare teams significantly affected the patients’ 
overall experience and their understanding of MRI 
results. GPs valued the ability to communicate with 
specialists to obtain pragmatic advice and guidance, 
particularly in the context of their hesitancy in relying 
on PSA test results. Family and personal experiences also 
shaped the awareness of both patients and GPs in relation 
to prostate cancer diagnosis.

Compared with patients attending a ‘one- stop’ clinic, 
patients following more traditional diagnostic pathways 
felt that longer waits for tests, more appointments to 
attend and increased travel requirements all impacted on 
their pathway experience. GPs faced challenges in dealing 
with uncertainty and the perceived limitations of symp-
toms, examination and tests available to them for diag-
nosing prostate cancer with confidence. GP awareness, 
understanding and access relating to MRI was limited in 
both regions.

Relation to published literature
This is the first study that the authors are aware of to 
explore experiences of the modern prebiopsy MRI pros-
tate cancer diagnostic pathway from the perspective of 
patients and GPs. Ruseckaite et al18 interviewed 10 GPs 
from metropolitan Melbourne and a regional part of 
Victoria, Australia in 2015 regarding their perceptions 
of prostate cancer care. In line with the findings of this 
study, most men were willing to have a PSA blood test, and 
some GPs had to grapple with inconsistent guidance from 
specialist bodies. Evans et al19 assessed men’s experience 
of PSA testing in primary care in Wales in 2003–2004, and 
also found that social networks and media stories influ-
enced patient demand for testing. In contrast to the views 
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of GPs in this study, the men in the study by Evans et al19 
felt decision- making about testing was doctor- centred 
rather than shared or patient- centred.

In contrast to the limited amount of published evidence 
on patient experience of cancer diagnostic pathways, 
there have been many more studies on patient perspec-
tives of prostate cancer screening that identified some key 
themes consistent with the findings of this study.20 James 
et al found ‘social prompting’ from family and friends 
to consult their doctor about prostate cancer testing is 
a prominent theme in prostate cancer screening studies, 
similar to the ‘outside influences’ subtheme that came 
from this research. Interestingly, patients in prostate 
cancer screening studies also describe the ‘physiological 
and symptomatic obscurity’ of prostate cancer, which the 
GPs in this study were acutely aware of.

‘Communication’ of the results of diagnostic testing 
and a new diagnosis of cancer was another key theme 
emerging from interviews in this study that has a wealth 
of published research, and quality of communication can 
impact on patient and clinician experiences of diagnostic 
pathways. A number of studies have found deficiencies in 
communication from clinicians to patients about prostate 
cancer diagnostic testing and the results of tests, similar 
to the experience of some patients interviewed.21 22 Some 
patients had the opportunity to discuss test results and 
understand the implications of the findings when they 
had it, while others felt communication about their test 
results was largely bypassing them between the specialist 
and GP. Interventions for improving prostate cancer 
patient engagement and empowerment have previously 
been developed,23 which may have a role in improving 
patient experience of modern prostate cancer diagnostic 
pathways.

Strengths and weaknesses
This study recruited a diverse sample of patients under-
going prostate MRI in terms of age, geographical distribu-
tion and ethnicity. Recruitment of patients from a range 
of ethnic minority backgrounds in cancer research can 
be challenging,24 so identifying and interviewing these 
patients as part of the study was key. Participants were 
recruited from two regions with contrasting prostate 
cancer diagnostic pathway designs. This enabled identi-
fication of key similarities and differences in the experi-
ences of patients and GPs engaging with ’one stop’ and 
more traditional pathways to help inform pathway design 
that could improve patient experience.

The influence of the researcher on data collection 
and analysis is important to consider in qualitative 
research. Participants were aware that SWDM was a clini-
cian performing the study as part of a Cancer Research 
UK funded PhD, and that may have given some level of 
respectability and authority to the interviewer and the 
study. Some patients and GPs reported that men were less 
comfortable seeing a female GP about problems relating 
to the prostate, so having a male interviewer may have 
helped patient participants be more comfortable and 

open in the interviews. GP participants may have been 
more comfortable in talking to a peer in these interviews; 
peer discussions are a common part of professional prac-
tice for GPs in the form of Balint groups25 and annual 
appraisal by a fellow GP.26

Some GPs were reluctant to engage in any discus-
sion about prostate MRI as they felt it was outside their 
current scope of practice and may have been focused on 
the more traditional (pre- MRI) prostate cancer pathway. 
MRI is a new test for prostate cancer and has only recently 
been integrated into diagnostic pathways. GPs are not 
currently able to request an MRI of the prostate, and 
access to MRI for other indications varies across the NHS. 
In this context, data gathered from GP participants were 
not as rich as the data collected from the patients and 
more limited insights were generated. A further potential 
limitation to the clinician insights gained from this study 
is that only GPs were recruited, and not other clinicians 
involved in the prostate cancer diagnostic pathway such 
as urologists or radiologists

Implications for patients, clinicians and health service design
Men’s experiences of the prostate cancer diagnostic 
pathway are influenced by the appointment burden they 
face to receive a diagnosis; the mode of communication 
used by GPs and specialists to communicate test results 
and requirements for travel to attend clinic appointments 
and tests. Significant challenges remain for GPs owing to 
the limitations of the current clinical signs and tests they 
rely on to identify possible prostate cancer cases. Men 
seemed broadly positive about MRI as a new test for pros-
tate cancer, whereas GPs were equivocal owing to a lack 
of awareness and access. Improvements to patient expe-
rience of prostate cancer diagnostic pathways could be 
achievable through shorter time intervals to MRI, reduced 
outpatient appointment burden for patients and access to 
more accurate and reliable triage testing in primary care.
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Patient participant interview guide 

Introduction (5mins) 

Thank you for agreeing to participate in this interview. 

 

Introduce myself and my role. 

 

This study seeks to understand your knowledge and understanding of diagnostic tests for prostate cancer, 

and your experiences of the current prostate cancer diagnostic pathway in the region where you live. It is 

part of my PhD at the University of Exeter. This study has been funded by Cancer Research UK, and has 

ethical approval from the NHS Health Research Authority and the University of Exeter. 

 

As we’ve talked about with the consent form, participating in this study is voluntary and you can stop at 
any time. We want to know about your experiences and what you think, so there are no right or wrong 

answers. 

 

This interview is being recorded for the purposes of qualitative analysis by the researchers. You can ask for 

the recording to be stopped at any time. What you say will be kept confidential and anonymous, unless we 

discuss something that suggests there is a significant risk to yourself or someone else. Everyone being 

interviewed will be asked the same questions, so if you don’t have an answer to any of the questions that’s 
fine, just say so and we can move on. 

 

This interview study if focused on your experience of diagnostic test for prostate cancer. However, if you 

have a partner, family member or significant other who you wish to be present that’s fine. Ideally we would 

start the interview without them, and then invite them in later on. If you and they are happy for them to 

participate, they would need to complete a consent form as well. 

 

Ensure participant has copy of participant information sheet 

 

Answer any questions 

 

Ensure consent form is completed correctly 

 

Commence audio recording 
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Basic demographics (5 minutes) 

“To start with, can you tell me a little bit about yourself and your background”  

 Check - Age, Ethnicity, City/town lived in 

 

Prostate cancer diagnosis journey (5-10 minutes) 

“Now I would like to talk a bit about how you came to have tests for possible prostate cancer.”  

 When did you first notice symptoms (if any)? Which symptoms were they? 

 How long until consulted you consulted your GP? What affected that decision? 

 How did GP assess? PSA? DRE? 

 Decision to refer – what do you remember about that discussion? 

 

mpMRI for prostate cancer (10-15 minutes) 

“I would now like to ask some questions about having an MRI scan for possible prostate cancer.” 

Did you have any concerns or reservations about having an MRI? What were your 

expectations? 

 What do you understand about how an MRI works? 

What was your experience of having an MRI? 

 

mpMRI result (10 minutes) 

“If you are happy to discuss, I would like to ask a few questions about the results of your MRI scan and the 

next steps.” 

What was the result of your mpMRI? Did you understand it? How much did you trust 

the findings? 

 How were the results communicated? Did you have any questions as a result? 

 What were you told about the results’ meaning? 

 What else did you discuss with the specialist? 

 

Doctor(s) involved in cancer diagnosis (5 minutes) 

“Finally, I would like to ask about your thoughts regarding the way we organise testing for prostate cancer.” 

What works well? What could be done better? 

Who do you feel should be involved in investigating for a possible cancer diagnosis? 

 If you could design the ideal cancer diagnosis testing service, how would it work? 

 

Interview close (2 minutes) 

Thank you for participating in this interview. The data you have provided will be transcribed under a 

pseudonym, and analysed by the research team. You will be sent a final study report after the analysis has 

been completed. 

If you have any questions or concerns about the study, please contact Ms Pam Baxter at the Research 

Ethics and Governance Office at the University of Exeter on 01392 723588 or via email 

p.r.baxter2@exeter.ac.uk Her details are on your patient information leaflet. 
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GP participant interview guide 

Introduction (5mins) 

Thank you for agreeing to participate in this interview. 

 

Introduce myself and my role. 

 

This study seeks to understand your knowledge and understanding of diagnostic tests for prostate cancer, 

and your experiences of the current prostate cancer diagnostic pathway in the region where you work. It is 

part of my PhD at the University of Exeter. This study has been funded by Cancer Research UK, and has 

ethical approval from the NHS Health Research Authority and the University of Exeter. 

 

As we’ve talked about with the consent form, participating in this study is voluntary and you can stop at 
any time. We want to know about your experiences and what you think, so there are no right or wrong 

answers. 

 

This interview is being recorded for the purposes of qualitative analysis by the researchers. You can ask for 

the recording to be stopped at any time. What you say will be kept confidential and anonymous, unless we 

discuss something that suggests there is a significant risk to yourself or someone else. This interview is not 

assessing your clinical competence, and we want to hear about your approach and experiences. Everyone 

being interviewed will be asked the same questions, so if you don’t have an answer to any of the questions 
that’s fine, just say so and we can move on. 
 

This interview study if focused on your experience of diagnostic test for prostate cancer. However, if you 

have a partner, family member or significant other who you wish to be present that’s fine. Ideally we would 
start the interview without them, and then invite them in later on. If you and they are happy for them to 

participate, they would need to complete a consent form as well. 

 

Ensure participant has copy of participant information sheet 

 

Answer any questions 

 

Ensure consent form is completed correctly 

 

Commence audio recording 
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Basic demographics (5 minutes) 

“To start with, can you tell me a little bit about yourself and your background”  

Age, Gender, Years of GP experience, Main CCG area you work in 

 

Decision to refer for suspected prostate cancer (10-15 minutes) 

“I would like to now move on to your current practice around referring men with suspected 

prostate cancer for further investigation”  

 

“What symptoms/signs do you enquire about when assessing a man for suspected prostate 
cancer? How do they affect your decision to refer?” 

 

PSA use – When would you offer it to a man? What are the important points you make about PSA 

when counselling a man about the test? What do you do with a negative PSA? 

 

“What other factors, if any, affect your decision to refer a man for further investigation?” 

 

“What are the key points you discuss with men when making a referral?” 

 

Diagnostic testing for prostate cancer (15-20 minutes) 

“Now I would like to ask some questions about diagnostic tests for prostate cancer.” 

 

What is your experience of the prostate cancer diagnosis pathway in your region? 

What do you know about current diagnostic tests? How accurate do you believe current 

diagnostic tests are for prostate cancer? 

PROMIS trial – have you heard of it? Are you aware of use of mpMRI for prostate cancer? 

Do you feel incorporating mpMRI into the prostate cancer diagnosis pathway would be 

beneficial for patients? Do you believe it could be cost effective? 

What would be the characteristics of an ideal diagnostic test for prostate cancer? 

 

Men diagnosed with prostate cancer (5-10 minutes) 

“Finally, I would like to ask about any of your patients who have been diagnosed with prostate 

cancer” 

 

Are you aware of any of your patients diagnosed with low-grade prostate cancer? 

 If so, what has been the impact of the diagnosis on patient? 

Are you aware of any of your patients being put on active surveillance – what is your 

experience of interacting with these men after diagnosis? 

 

Interview close (2 minutes) 

Thank you for participating in this interview. The data you have provided will be transcribed under 

a pseudonym, and analysed by the researchers. You will be sent a final study report after the 

analysis has been completed. If you have any questions or concerns about the study, please 

contact Ms Pam Baxter at the Research Ethics and Governance Office at the University of Exeter 

on 01392 723588 or via email p.r.baxter2@exeter.ac.uk 
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SIGNATURE PAGE 
The undersigned confirm that the following protocol has been agreed and accepted and that the Chief 
Investigator agrees to conduct the study in compliance with the approved protocol and will adhere to 
the principles outlined in the Declaration of Helsinki, the Sponsor’s SOPs, and other regulatory 
requirement. 

I agree to ensure that the confidential information contained in this document will not be used for any 
other purpose other than the evaluation or conduct of the investigation without the prior written 
consent of the Sponsor 

I also confirm that I will make the findings of the study publically available through publication or other 
dissemination tools without any unnecessary delay and that an honest accurate and transparent 
account of the study will be given; and that any discrepancies from the study as planned in this 
protocol will be explained. 

 

For and on behalf of the Study Sponsor: 

Signature:  

 

 Date: 
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Name (please print): Ms Pam Baxter 
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Signature:  

 

 

 Date: 
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tests for prostate cancer: a qualitative study with patients and 
GPs’ 

Internal ref. no. (or short title) Acceptability of mpMRI for prostate cancer diagnosis in 
primary care 

Study Design Qualitative interview study 

Study Participants Males who have undergone multiparametric Magnetic 
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General Practitioners (GPs) 

Planned Size of Sample (if applicable) Purposive sample of approximately 10 GPs and 20 patients 

Planned Study Period 01/03/2019 – 01/07/2020 

Research Question/Aim(s) 

 

Aim 

To understand, from the perspective of patients and GPs, the 
acceptability of multiparametric magnetic resonance imaging 
for men as a diagnostic test for prostate cancer  

Objectives 

1. Elicit men’s experiences of diagnostic tests for 
suspected prostate cancer 

2. Explore the knowledge and understanding of 
diagnostic tests for suspected prostate cancer 
amongst patients and GPs 

3. Understand the acceptability of mpMRI as a 
diagnostic test for prostate cancer from a patient’s 
perspective 

4. Understand the acceptability of mpMRI as a 
diagnostic test for prostate cancer from a GP’s 
perspective 
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STUDY FLOW CHART 1 – Patient participant recruitment at Imperial College Healthcare 

 

 

  

Patient referred by GP for suspected prostate cancer 

Patient undergoes mpMRI as part of prostate cancer 
diagnostic testing in RAPID clinic 

Patient informed about mpMRI result by Urology 
team, and study is mentioned 

Research nurse contacts patient regarding study and 
sends Patient Information Leaflet (if patient agrees) 

Day 0 

Day 1-14 

Day 15-21 

Patient contacts 
research nurse 

expressing 
interest in study 

Day 21-28 

Research 
nurse 

follows up 
patient once 

Patient consents 
for contact by PI 

to consent for 
and arrange 

interview 

Patient 
declines 

involvement 
in study 

Patient 
contacts PI 
expressing 

interest in study 
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STUDY FLOW CHART 2 – Patient participant recruitment at Royal Devon & Exeter 

 
  

Patient referred by GP for suspected prostate cancer 

Referral assessed by Urologist, mpMRI requested, 
and R&D team check for eligibility 

Identified patient attends Urology clinic, discusses 
mpMRI result, and consultant mentions study 

Research nurse contacts patient regarding study and 
sends Patient Information Leaflet (if patient agrees) 

Day 0 

Day 12-21 

Day 23-28 

Day 29-35 

Day 1-7 

Patient contacts 
research nurse 

expressing 
interest in study 

Research 
nurse 

follows up 
patient once 

Patient consents 
for contact by PI 

to consent for 
and arrange 

interview 

Patient 
declines 

involvement 
in study 

Patient 
contacts PI 
expressing 

interest in study 
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STUDY FLOW CHART 3 – GP participant recruitment via Clinical Research Networks 

 
 
  CRN identifies research ready GP practice 

GP Practice agrees to be a recruiting site for study 

GPs within practice informed about study and are 
given Participant Information Leaflet 

Day 0 

Day 8-14 

Day 15-28 

Day 1-7 

GP contacts 
CRN expressing 
interest in study 

CRN follows 
up GP 

practice 

GP consents for 
contact by PI to 
consent for and 

arrange interview 

GP declines 
involvement 

in study 

GP contacts PI 
expressing 

interest in study 
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STUDY PROTOCOL 

‘Acceptability, understanding and experience of diagnostic tests for 
prostate cancer: a qualitative study with patients and GPs’ 
 

1 BACKGROUND 

Implementation of diagnostic tests into routine clinical practice should follow a rigorous process of 
evaluation from showing analytical validity and diagnostic accuracy, through to acceptability and cost 
effectiveness. A number of frameworks for assessing and evaluating tests for use in healthcare have 
been proposed(1–5). They suggest the test should be able to be performed by the operator(s); it 
should demonstrate more patient benefit than harm; it should be cost effective relative to currently 
available tests; it should be able to be integrated into the diagnostic pathway; and it should be 
acceptable to patients and clinicians. 

Cancer diagnosis pathways in the NHS in the UK involve primary and secondary care clinicians(6). 
Some diagnostic tests can be ordered through ‘direct access’ by a patient’s General Practitioner (GP) 
if they present with symptoms or signs that could indicate an undiagnosed cancer. These include 
gastroscopy for oesophageal or gastric cancer; colonoscopy for bowel cancer; flexible sigmoidoscopy 
for rectal cancer; and CT or MRI head for brain tumours(6). Diagnostic tests for prostate cancer 
currently requires a referral to secondary care. 

The current gold standard diagnostic test for prostate cancer is a transrectal ultrasound-guided 
(TRUS) biopsy of the prostate. TRUS biopsy procedures take 6-12 samples from different regions of 
the prostate, which are then examined by a histopathologist for signs of prostate cancer(7). TRUS 
biopsy carries a risk of infection and sepsis, and there is a risk of under- or misdiagnosis as a result of 
the random nature of sampling the prostate(8). Multiparametric MRI (mpMRI) scanning of the prostate, 
and reporting using the PiRADS(9) reporting system, has recently been compared to TRUS biopsy in 
recent large, multicentre trials(10,11) with favourable results in terms of diagnostic accuracy. Few 
studies have been performed assessing other aspects of the implementation of mpMRI for prostate 
cancer diagnosis, including patient experience and clinician acceptability. 

 

2 RATIONALE  

Prostate cancer is the most common malignancy in males in the United Kingdom(UK)(12). Whilst 
prostate cancer is responsible for a significant number of cancer-related deaths, the 5- and 10-year 
survival rates for men with prostate cancer is high(13). This has partly been driven by an increase in 
the numbers of clinically insignificant prostate cancer cases being diagnosed in the last three 
decades(14). Better diagnostic tests and diagnostic pathways are needed to reduce rates of over-
diagnosis of clinically insignificant prostate cancer, and mpMRI may have a role in this. Following on 
from the PROMIS trial(10) and others like it(11,15,16), NHS England issued guidance for 
‘Implementing a timed prostate cancer diagnostic pathway’ to NHS Cancer Alliances, reinforcing the 
benefits for patients of integrating mpMRI into local diagnostic pathways(17). 

Studies of patient acceptance of TRUS prostate biopsy for prostate cancer, the current diagnostic test, 
focus on prevalence of side effects and patient anxiety relating to the test(18–20). Two studies to date 
have assessed patient acceptance of mpMRI guided biopsy, which also involved questionnaires 
assessing side effects and attitudes towards the test(21,22). There are no studies that examine 
acceptability of mpMRI as a diagnostic test for prostate cancer with any theoretical underpinning, and 
questions remain about men’s experience of undergoing the test and receiving the results. There are 
also very few studies of General Practitioners (GPs), or primary care clinicians, exploring their 
understanding of diagnostic tests for prostate cancer. 
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3 THEORETICAL FRAMEWORK 

Acceptability of diagnostic tests has been measured in a number of ways, but no agreed definition for 
acceptability exists(23). Sekhon et al have proposed a ‘Theoretical Framework of Acceptability’ 
relating to healthcare interventions, not just diagnostic tests, which includes seven key constructs (See 
Figure 1): Affective attitude, Burden, Ethicality, Intervention coherence, Opportunity costs, Perceived 
effectiveness, Self-efficacy(24). This Framework has been developed to be applicable to both patients 
and clinicians involved in healthcare interventions, and has a number of key constructs that are 
particularly relevant to the study aims. Eliciting how a patient feels about undergoing mpMRI 
(‘Affective attitude’), the extent to which they understand the test and its purpose (‘Intervention 
coherence’), and how likely they perceive mpMRI will achieve the purpose of diagnosing prostate 
cancer (‘Perceived effectiveness’) will aid understanding in the acceptability of mpMRI as a diagnostic 
test. 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 1 – Sekhon’s Theoretical Framework of Acceptability(24) 

 
Qualitative research methods lend themselves to answering questions of patient and clinician 
acceptability with regard to diagnostic tests. Such methods allow researchers to “uncover the nature of 
a person’s experience with a phenomenon”, such as cancer and “understand what lies behind any 
phenomena”(25). Interview studies provide the opportunity to dig deeper and explore how and why 
patients and clinicians form their beliefs and understanding. It is assumed by the researchers that 
every man will experience the prostate cancer diagnostic pathway and the diagnostic tests differently, 
influenced by both internal and external factors. Therefore, a constructivist approach will be taken to 
capture a range of experiences(26). 
 

4 RESEARCH QUESTION/AIM(S) 

Aim - To understand, from the perspective of patients and GPs, the acceptability of multiparametric 
magnetic resonance imaging for men as a diagnostic test for prostate cancer  

 

4.1 Objectives 
 

1. Elicit men’s experiences of diagnostic tests for suspected prostate cancer 

2. Explore the knowledge and understanding of diagnostic tests for suspected prostate cancer 
amongst patients and GPs 
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3. Understand the acceptability of mpMRI as a diagnostic test for prostate cancer from a patient’s 
perspective 

4. Understand the acceptability of mpMRI as a diagnostic test for prostate cancer from a GP’s 
perspective 

 

4.2 Outcome 

This study seeks to understand the acceptability of mpMRI as a diagnostic test for prostate cancer 
amongst patients and GPs. mpMRI is increasingly being used as part of the assessment of men with 
suspected prostate cancer by Urologists prior to undertaking a prostate biopsy, however it is unknown 
how men experience mpMRI scanning. Studies suggest that mpMRI has a negative predictive value of 
85-89%(16,27), and that up to 27% of men could avoid a prostate biopsy based on mpMRI 
findings(11). Within the NHS, some GPs already have the ability to order ‘direct access’ diagnostic 
tests for suspected cancers of the oesophagus, stomach, colon, pancreas and brain, and there is 
some evidence that pre-biopsy mpMRI could also be used as a ‘rule out’ test in a prostate cancer 
diagnostic pathway for some patients(28). Before such an approach could be tested and implemented, 
the experience of patients undergoing mpMRI, and the acceptability of mpMRI as a diagnostic test for 
patients and GPs needs to be understood. 

 

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS 

5.1 Study design 

This qualitative study will employ semi-structured interviews with men referred from primary care with 
suspected prostate cancer who have undergone mpMRI, and GPs who have referred men with 
suspected prostate cancer for further investigation. 

 

5.2 Data collection 

Interviews will be conducted by the lead researcher (SM). Interview data will be gathered using an 
encrypted recording device. The location of the patient interviews will be agreed between the 
participant and the interviewer prior to the day of the interview. Ideally they will be conducted face-to-
face in the patient’s home, but other venues and telephone/Skype interviews will be considered. GP 
interviews will either be held face-to-face at the GP clinic, or via telephone/Skype. The interviewer will 
utilise a ‘buddy system’ of informing a colleague if they are travelling to a private residence 
unaccompanied to conduct an interview with a patient participant. 

The interviews will be conducted in a semi-structured manner, allowing participants to share their 
experiences of diagnostic tests for prostate cancer freely, whilst also meeting the study objectives. 
Interviews will be supported by topic guides (see 10.1.6 and 10.1.7) for patient and GP participants, 
which will be used by the interviewer in a flexible way depending on the length and direction of the 
interview. These topic guides were developed by the researchers based on their experience and 
knowledge in the field and the study objectives, and will be adapted iteratively as the initial interviews 
are conducted to enrich data collection. 

It is important to treat all participants equally, regardless of their age, culture, education, language 
ability, or beliefs. Efforts will be made to respect participants’ needs, however this study is not 
sufficiently funded to meet all possible participant needs, such as interpreters for participants with 
English as their second language. 

Following completion of each interview, audio recordings will immediately be downloaded onto an 
encrypted university laptop computer and the interviewer will make reflective and summary notes. 
Audio recordings will be transferred to an independent transcribing service securely and transcribed 
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verbatim. All participants will be given a pseudonym and any potentially identifying information will be 
removed. 

 

5.3 Data analysis 

A Framework Analysis approach will be taken for this study. Framework analysis is a type of thematic 
analysis developed by Jane Ritchie and Liz Spencer for applied social policy research(29), and is 
used in a wide range of areas including health research. Framework Analysis follows seven 
stages(30): 

1. Transcription 
2. Familiarisation 
3. Coding 
4. Developing a working framework 
5. Applying framework 
6. Charting data into matrix 
7. Interpretation 

After transcription of the interviews and familiarisation with the data by the investigators, early 
interview data will be coded using pre-specified codes based on Sekhon’s Framework. Refinement 
and addition of codes and themes will occur with a second researcher (AF) and patient/public 
representative after coding of initial transcripts using constant-comparison method. The analysis team 
(SM, AF, and FW) will meet regularly to iteratively develop and agree a coding structure to underpin 
coding of the remaining transcripts, and a framework will be developed and applied using the agreed 
codes. SM will perform the final coding of the data. Key themes and narratives within the data will be 
drawn together from the matrix. Charted data will be imported into NVivo v12 to help manage the data 
to complete the analysis. Convergence and divergence of views from patients with positive and 
negative mpMRI scans, and between patients and GPs, will be sought to triangulate key findings.  

 

5.4 Role of the researchers 

Three of the researchers (SM, FW, and WH) are trained as GPs, and two are still practicing (SM, FW). 
All members of the research team will maintain an awareness of their individual biases, beliefs and 
attitudes that could influence the undertaking of research into men being investigated for prostate 
cancer. Reflective notes, analysis team meetings, and constant comparison techniques will be used to 
understand these influences. 

 

6 SAMPLE AND RECRUITMENT 

6.1  Eligibility Criteria 

This study will recruit participants from two populations; 

Patients with suspected prostate cancer who have undergone mpMRI as part of their 
diagnostic workup. 

GPs who have referred at least one male for investigation for suspected prostate cancer within 
the preceding 12 months. 

 

6.2  Sampling 

6.2.1 Size of sample 

Approximately 30 participants (10 GPs and 20 patients) will be interviewed for this study, although the 
final number of participants will depend on when no new themes emerge during interview coding. 
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6.2.2 Sampling technique 

A purposive sampling approach will be taken for participant recruitment to this study. This will allow 
recruitment of a sample of men with a range of PiRADS scores (1-2 being low risk of prostate cancer; 3-5 
being medium-high risk), ages (<70 years or 70+ years), geographical locations (urban or 
rural/countryside), and ethnic backgrounds (any white background or BME). In terms of GPs, a purposive 
sampling approach will allow recruitment of clinicians with a range of ages, genders, practice locations 
(urban or rural/countryside) and levels of experience. 

 

6.3  Recruitment 

6.3.1 Sample identification 

6.3.1.1 Patient participants 

Patient participants for this study will be recruited from two NHS Trusts; the Imperial College Healthcare 
NHS Trust in London and the Royal Devon & Exeter NHS Foundation Trust in Exeter. Men referred by 
their GP for suspected prostate cancer undergo an mpMRI prior to clinical review by a Urologist and 
potentially a prostate biopsy, depending on the mpMRI report (see study flow charts [pg 1-2]). Research 
nurses and/or fellows working within the clinic will identify potentially eligible men and contact them within 
days of undergoing an mpMRI to discuss this study and offer the men a Patient Information Leaflet (PIL – 
See 11.1.2). The PI and staff at the study sites will regularly communicate about potential recruits to 
ensure a range of age, ethnicity and geographical backgrounds are present in the included participants. 
Follow-up contact will be made by the research nurse/fellow if the man does not contact the lead 
researcher to check whether they wish to participate in the study or not. 

Both NHS Trusts involved with this study have reviewed and approved this protocol, and they have 
expressed confidence that recruitment targets will be met. However, in the event that insufficient men are 
recruited for participation in this study 12 months after commencing recruitment, a further NHS Trust 
providing urology services that includes mpMRI for possible prostate cancer will be approached to aid 
recruitment. 

Reasonable travel costs for patient participants to attend any face to face interview will be reimbursed, 
and participants will be offered a £20 gift voucher in recognition of their participation in the study. 

6.3.1.2 GP participants 

GP participants will be recruited through two National Institute for Health Research (NIHR) Clinical 
Research Networks (CRNs); North West London CRN and the South-West Peninsula CRN (see study 
flow chart [pg 3]). The CRNs will identify local practices from which to recruit eligible GPs to participate in 
this study, favouring Research Site Initiative (RSI) practices as these practices have an ongoing 
commitment to research and may have allocated research clinician time. In practices that do not have 
funded research clinician time, the CRN may provide support for participation in the study. Eligible GPs 
will be identified by the CRN and the practices, and they will regularly communicate with the PI to 
determine which GPs to approach for participation. GPs chosen for invitation into the study will be given a 
PIL (See 11.1.3) to consider participating in the study, and follow-up contact will be made by the CRN to 
confirm participation. 

The NIHR CRN in South-West Peninsula and North West London have reviewed and approved this 
protocol, and they have expressed confidence in meeting recruitment targets. National adoption of this 
study within the NIHR CRN portfolio will allow the possibility of recruitment from other CRNs if there is any 
difficulty recruiting GPs in these two regions. 

GP practices will be reimbursed £44.10 per 30 minute interview for the GP’s time to participate. 

6.3.2 Consent 
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All participants contacted for participation in this study will be given a PIL after being contacted as a 
potentially eligible participant. After reading the PIL, if the participant is willing to participate they will 
be contacted by the lead researcher to arrange an interview. 

Consent will be taken at the start of the interview. The purpose of the study and the interview will be 
explained in conjunction with the information presented in the PIL. The lead researcher will assess the 
patient’s ability to consent for participation. The participant will then be presented with a consent form 
(See 10.1.2 and 10.1.3) to complete if they are still willing to participate in the study. 

Conducting patient interviews in their own home may result in other parties being present during the 
interview, such as the patient’s spouse. If another person is present, the patient participant will be 
asked if they are happy to initially be interviewed in private. If the patient participant wishes for another 
person to be present, the additional person will be consented for participation and asked to complete a 
consent form before they join the interview. 

6.3.3 Completing recruitment 

Recruitment of patients and GPs will continue alongside analysis of interviews conducted to date, until 
no new themes or ideas emerge from the data. 

 

7 ETHICAL AND REGULATORY CONSIDERATIONS 

7.1  Data protection  

All data will be collected, stored and processed in accordance with the General Data Protection 
Regulations 2018 and the Data Protection Act 2018. Informed consent will be obtained from all 
participants for all aspects of the study. Permission for the collection, storage and use of patient 
identifiable data (PID) in the study will be provided by consenting participants.  

Participants will be free to withdraw consent for participation for any reason and at any time. Where 
consent is withdrawn, all participant identifiable information held by the research team will be 
destroyed, and the participant will not receive any further contact regarding the study. 

 

7.2  Data anonymisation  

All collected data will be fully anonymised before transfer to professional transcription services. Direct 
quotations from interview may be used in presenting the study results, however interviewees will not 
be identifiable in any way in any quotations used.  

 

7.3  Data Storage 

Encrypted voice recorders will be used for the interviews. Audio data will be downloaded and kept on 
secure servers at the University of Exeter until fully anonymised transcripts are created. Any audio 
files sent to professional transcription services will be anonymously labelled with a unique code, and 
encrypted for transfer. All physical data such as consent forms and transcripts of interviews will be 
stored within locked filing cabinets, within a locked office within the University of Exeter Medical 
School. The keys will be stored separately and only be accessed by the local research team. 

All personal data will be securely destroyed within 12 months after the end of the study. 

 

7.4  Assessment and management of risk 

This study may be viewed as potentially sensitive in that it explores experiences of personal and 
intimate symptoms and body systems, in the context of a potentially serious diagnosis (cancer). 
Although there is a potential ethical problem with interviewing patients around the time of a cancer 
diagnosis, the proposed recruitment approaches have been successfully used in previous UK early 
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diagnosis of cancer studies, led by my supervisor, Dr Fiona Walter. These studies include 
questionnaire and interview studies people in patients with symptoms suggestive of lung, colorectal 
and pancreatic cancer (the SYMPTOM study)(31,32), an interview study set among people recently 
diagnosed with melanoma(33), and the on-going ECASS study (weekly case note reviews and 
subsequent GP and patient interviews in people with gastro-oesophageal symptoms).  

Nevertheless, there are a number of strategies in place to minimise any possible distress that may 
arise in patients (and informal carers) during the study: 

Interviews will be conducted by SM, who has been trained in qualitative interviewing. 
Combining with his experience as a GP, he would have had experience of communicating 
sensitively, empathetically and sympathetically with patients when breaking bad news and 
around sensitive topics, including cancer. Interviews will be conducted at a time and location 
convenient to participants, and in an unhurried manner, with participants being free to stop the 
discussion at any time. Appropriate leave-taking will also be practised to ensure that 
participants are not left in a distressed state following the interview. 

It would be reasonable to assume that patients being recruited for interview are aware that 
they are being investigated with mpMRI due to the suspicion of them having prostate cancer. 
Local NHS protocols for referring men on the two-week wait urgent cancer referral pathway 
include the need for GPs to inform the patient they are being referred for a suspected 
diagnosis of cancer. However, the interviews for this study will not be conducted with that 
assumption. Early in the interview the patient’s understanding for the reason for their referral 
for mpMRI and other investigations will be explored, to ensure that they patient’s underlying 
knowledge and assumptions are clear to the interviewer. 

SM is a practicing GP, and there is the possibility that patients will want to seek advice or an 
opinion form SM about their healthcare relating to the issue of possible prostate cancer or 
another health issue. SM will be clear that he is conducting the interview in his capacity as a 
researcher, and will refer any questions about the patient’s healthcare back to their own GP. 

A procedure is followed in the event of a participant becoming distressed, which includes the 
interviewer expressing concern as early as possible about the participant’s comfort, offering 
them tissues or water, and asking whether they would like to take a break or discontinue the 
interview. Support mechanisms are in place (see Box 1) and the interviewer will inform the 
participant of these. Participants will also be reminded that they can withdraw from the study or 
complete the interview at another time, and that this is entirely their decision. 

SM will meet regularly during data collection with his supervisors, FW and AF, who have 
extensive clinical and research experience with patients about cancer symptoms and pathways 
to diagnosis. This will ensure that should any issues arise they can be dealt with expediently, 
and learning applied for subsequent interviews. 
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7.5 Adverse Events 

An adverse event will be defined as ‘an event that arises directly from participation in the research’, 
including complications that occur in the course of investigation. All adverse events will be discussed 
with the Supervisors, both of whom (especially FW) have had extensive experience in carrying out 
similar studies involving early diagnosis of cancer. Appropriate subsequent course of action will be 
taken after discussion with the full research team, and the Sponsor will be notified.  

Appropriate safety procedures will be followed by the researcher(s) when interviewing participants. 
Should any disclosures requiring action be made, the researchers will have access to the support of 
the full research team. 

 

7.6 Insurance 

Arrangements have been made through the University of Exeter for insurance and/or indemnity to 
meet the potential legal liability of the sponsor for harm to participants arising from the management, 
design or conduct of the research. 

NHS indemnity scheme will apply for insurance and/or indemnity to meet the potential legal liability of 
the investigator arising from harm to participants in the conduct of the research at NHS sites. 

There are no arrangements in place for payment of compensation in the event of harm to the research 
participants where no legal liability arises. 

 

7.7 Research Ethics Committee (REC) and other Regulatory review & reports 

The researcher will seek NHS research governance and compliance approval, and NHS ethical review, 
through the HRA approvals process via the Integrated Research Application System (IRAS).  

Box 1: Guidelines for researchers conducting sensitive interviews 

1. All interviews are to be conducted from the outset with the greatest of sensitivity and 
concern for the respondent’s welfare. 

2. The interviewer should be observant of the respondent’s level of comfort and watch 
for early signs of distress, such as breaks in speech or nervous body movements. 
Should early signs appear the interviewer should express concern about the 
respondent’s comfort and ask questions such as (gauged by respondent’s signs): 
would they like a glass of water; if a break is needed; if they would prefer to complete 
the interview another time; or if they would prefer to discontinue.  

3. If overt distress occurs, the interview should cease immediately and actions taken to 
support the respondent, such as offering tissues or water; seeking immediate additional 
support from a more familiar person, if available; and staying with the respondent until 
they are ready to express their wishes on the options available to them. 

4. If it becomes apparent that a distressed respondent has particular areas of need 
concerning their illness or circumstances, where appropriate, the interviewer should 
offer to assist the respondent to make contact with a relevant support, such as their GP 
surgery. 

5. Concerning the interview, the options eventually offered to a distressed respondent 
should be (in order): withdraw from the study; or complete the interview another time. 
The interview should only be continued after a break if the respondent requests this as 
their unprompted decision. 
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The researcher will ensure that the protocol and all supporting participant-facing documentation receive 
HRA approval. Following review, research will only take place once appropriate HRA and Sponsor 
approvals are in place and confirmation of capacity and capability received from each local NHS site. 

A copy of the approved study documents will be submitted to the R&D Office or practice manager at each 

local site prior to the commencement of any study procedures. 

The Chief Investigator is responsible for keeping all correspondence with the REC, producing annual 
reports, notifying the REC at the end of the study and producing final reports. 

 

7.8 Protocol compliance 

Any accidental protocol deviations will be adequately documented on the relevant forms and reported to 
the Researcher and Sponsor. All deviations from the protocol which are found to frequently recur will 
require immediate action and could potentially be classified as a serious breach. 

Notification of Serious Breaches to GCP and/or the protocol: A ‘serious breach’ is a breach which 
is likely to affect to a significant degree; 

 The safety or physical or mental integrity of the subjects of the study; or 
 The scientific value of the study 

The Sponsor will be notified immediately of any case where the above definition applies during the study. 

 

7.9 Amendments  

For any amendment to the study, the Chief Investigator or designee, in agreement with the sponsor 
will submit information to the appropriate body in order for them to issue approval for the amendment. 
The Chief Investigator or designee will work with sites (R&D departments at NHS sites as well as the 
study delivery team) so they can put the necessary arrangements in place to implement the 
amendment to confirm their support for the study as amended. 

If the sponsor wishes to make a substantial amendment to the REC application or the supporting 
documents, the sponsor must submit a valid notice of amendment to the REC for consideration. The REC 
will provide a response regarding the amendment within 35 days of receipt of the notice. It is the 
sponsor’s responsibility to decide whether an amendment is substantial or non-substantial for the 
purposes of submission to the REC. 

Amendments will also be notified to the HRA national coordinating function of England where the lead 
NHS R&D office is based and communicated to the participating organisations (R&D office and local 
research team) and departments of participating sites to assess whether the amendment affects the NHS 
permission for that site. 

Amendments considered to be non-substantial for the purposes of REC will still be notified to the HRA for 
approval after confirmation from the Sponsor. 

 

7.10 Peer review 

The PhD proposal, which this study forms a key part of, has been subject to peer review by two senior 
researchers within the CanTest programme. Both reviewers are external to the University of Exeter 
and are not involved with this study in any way. They are both very experienced and widely published 
primary care cancer researchers. Feedback from the peer review was utilised to refine and enchance 
the development of this study. 

 

7.11 Patient & Public Involvement 
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The NIHR Clinical Research Facility Peninsula Research Bank steering committee includes a panel of 
lay members. 14 members of the panel, including two members who had previously been service 
users investigated for possible prostate cancer, provided input into the acceptability and design of this 
study. The lay members assisted in the writing of the lay summary, and they reviewed drafts of the 
consent form, participant information leaflets, and interview guides. Feedback received from these 
service users and members of the public has been integrated into this protocol and associated 
documents. 

Separately, a PPI group of men (with no history of prostate cancer) is currently being assembled to 
help steer the PhD that this study forms a part of. This PPI group will be involved with the analysis of 
results and the dissemination of findings from this study. 

 

7.12 Access to the final study dataset 

Access to the full dataset will be limited to the researcher and the supervisors for this study. In line 
with Cancer Research UK (CRUK) policy, fully anonymised interview transcripts will potentially be 
made available to researchers for analysis in future related studies, subject to consent obtained from 
participants. 

Any research nurses or fellows involved with recruitment will not have any access to the data 
collected. 

 

8 DISSEMINIATION POLICY 

8.1  Dissemination policy 

The data arising from the study will be owned by the University of Exeter. 

On completion of the study, data will be analysed and synthesised into a chapter for the PhD of the 
researcher, registered at the University of Exeter. Access to the full study report, including the protocol, 
will be made through the Open Research Exeter (ORE) online portal, hosted by the University of Exeter, 
after the thesis has been accepted by The University. 

CRUK are the major funders of this study, through a Catalyst Award (‘CanTest’). CanTest funds the 
researcher’s salary, training, PhD fees and research costs. CRUK will be acknowledged in any 
publications associated with this study. 

All participants will receive an abridged study report, outlining the major findings of the study. 

 

8.2  Authorship eligibility guidelines and any intended use of professional writers 

Authorship for the final study report and any publications associated with this study will be agreed in 
accordance with the International Committee of Medical Journal Editors guidance. 
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