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Abstract

Objectives

This qualitative study explored patients’ experiences and perceptions of the SCOPE?2 trial.
SCOPE2 studied radiotherapy dose escalation in patients with inoperable oesophageal

cancer treated with (dCRT) definitive chemo-radiation.

Setting

UK

Participants

SCOPE2 trial participants, were invited to take part in interviews from across five clinical
sites. Participants self-selected to take part in up to three interviews across four different
time points: baseline (before treatment) and at 2-3 months, 3-6 months or 6 months+ after

baseline. There were five female and five male interview participants.

Interventions

Participants were randomised to standard dose dCRT prescribed carboplatin/paclitaxel or
cisplatin/capecitabine, or an escalated dose dCRT prescribed carboplatin /paclitaxel or

cisplatin/capecitabine.

Methods

This qualitative study used semi-structured longitudinal interviews to explore the impact of
treatment, patient outlook and quality of life, impact of the COVID-19 pandemic and
potential improvements. Findings were presented in real-time to the trial team to inform of

any potential improvements. Interview data were thematically analysed.
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Results

Ten patients participated in 16 longitudinal interviews. Three participants were
accompanied by companions. Participants experienced side-effects from radiotherapy and
chemotherapy including nausea, throat pain, difficulties eating and regaining appetite,
thrombosis and fatigue, although most of these symptoms gradually improved. Participants
required more ongoing information and support regarding treatment side-effects, prognosis
and cancer status in order to improve their overall quality of life. Best practice examples

involved key contacts providing practical advice and signposting support.

Conclusion

Participants of the SCOPE?2 trial reported short and longer-term side-effects from
chemoradiotherapy, but these usually lessened over time. Participants attempted to be
positive about their survival prospects by readjusting their expectations, priorities and
lifestyles. Providing patients with ongoing opportunities to discuss detailed and timely
information regarding treatment side-effects, aftercare and cancer status could improve the

overall health and wellbeing of patients during oesophageal cancer trials and pathways.
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Article Summary

Strengths and limitations of this study

A limited number of qualitative studies use longitudinal interviews to gather real-
time patient experiences during clinical trials. This study highlighted patients’
ongoing trial and treatment experiences and the opportunity for trial improvements
through longitudinal interviews.

Semi-structured interviews provided rich data regarding patient experience before
and during the COVID-19 pandemic, across different time points from participants
across a range of age groups and genders.

Recruitment to this qualitative study was slow and the small numbers of participants
recruited restricted the breadth of experiences explored across different trial arms
and the additional impact of higher dose of radiotherapy on patients.

Lack of integration of qualitative study into the main trial recruitment limited
opportunities for participant recruitment.

Participants were self-selecting for interview, and needed to be well enough to be

interviewed, thereby introducing a level of participant bias.
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The experience of patients with oesophageal cancer receiving chemoradiotherapy

treatment: a qualitative study embedded in the SCOPE2 trial

oNOYTULT D WN =

BACKGROUND

Oesophageal cancer (OC) has a relatively poor prognosis, as curative surgery is appropriate
14 for only around 20% of the patient population (1) (2). Definitive chemoradiotherapy (dCRT)
16 is offered as an alternative for patients who are unsuitable for surgery and is considered

19 more effective than radiotherapy or chemotherapy alone. However, despite improved

21 survival outcomes anticancer treatments may increase toxicities (3) and thus further

diminish the patient’s quality of life. (4)

The SCOPE2 trial builds on the SCOPE1 phase 2/3 trial (2013) which highlighted the survival

31 and long-term toxicity benefits of standard (dCRT), as well as improved quality of life (5).

However, SCOPE1 did not capture the experiences of the trial or treatments from the
36 patients’ perspectives. Subsequently, the SCOPE2 trial embedded a qualitative component

38 which examined real-time experiences of a subgroup of trial participants.

* (s3gv) Inaladns juswaublaosug

43 SCOPE2 is a randomised Phase 2/3 trial for locally advanced non-metastatic oesophageal
cancer patients. It examines radiotherapy dose escalation (standard dose of 50GY versus
48 high dose of 60GY) and the effects of standard chemotherapy drugs (cisplatin and

capecitabine, or carboplatin and paclitaxel). Additionally, it embedded a Phase 2 trial

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

53 whereby patients who had not responded to the first two weeks of chemotherapy (as
assessed by a second a positron emission tomography (PET) scan) could be randomised to

58 either continue this chemotherapy regimen or switch to alternative one (6).
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Previous qualitative studies embedded into cancer trials have provided in-depth insights into
the experiences of patients with cancer relating to trial processes, their treatments, and their
recovery (7) (8). In an OC trial (ROCS), real-time reporting of patient perspectives prompted
trial amendments to increase recruitment, and highlighted existential concerns around the
issues of physical and social eating, along with the burden of side-effects of radiotherapy and
hospital appointments (8). In ROCS patients who received chemoradiotherapy treatment
experienced longer term toxicity and a high symptom burden including dysphagia, lack of
appetite, fatigue, dyspnoea (difficulty breathing) and pain, having a significant impact on

physical functioning and quality of life.

This qualitative study was integrated within the SCOPE2 trial to provide an in-depth
understanding of patients’ and their companions’ first-hand experiences of the demands of
the trial and treatments, which are not captured through other trial data. The ongoing needs

of participants were reported to the trial team in real-time with the aim of informing practice.

Aims

The aim of the qualitative component of the SCOPE2 trial was to explore patients’
experiences and perceptions of the trial and treatment of escalated definitive
chemoradiotherapy (dCRT) compared with standard dose, and of the two PET driven drug
regimes.

Objectives:

1. To assess patient experience and perceptions of each dCRT arm of the trial.

2. To consider how participants’ views change over time spent on treatment.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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3. To examine the personal impact of treatment on participants’ health and
wellbeing.
Qualitative findings discussing the trial conduct, recruitment, and reasons for declining the

trial are available elsewhere including in a full qualitative report.

METHODOLOGY

Study Design

This was a multicentre, longitudinal qualitative study of a sample of clinical trial participants
with potentially curable OC. Qualitative methods were selected to understand the nuanced

and individual experiences of participants.

Recruitment

The qualitative study took place between July 2017 and December 2021. Due to the COVID-
19 pandemic the trial was closed to recruitment between March and August 2020 and the
gualitative study between March and October 2020. The main trial began in 2016 and is due
to finish recruitment in 2023. SCOPE2 has full ethical approval from Wales Research Ethics

Committee 3.

Participants were recruited from five different sites across the UK and were informed of the
optional qualitative interview study at the point of consent into the main trial or during the
following 24 months. Patients were provided with a qualitative study information sheet and
the qualitative study team were informed of the patient’s contact details via secure email if

patients provided written consent. Otherwise, patients provided their contact details to the

10
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gualitative team using a reply slip and a stamped addressed envelope. The qualitative
researchers contacted trial participants directly to arrange an interview and requested

signed consent at the time of interview. Companions who accompanied patients during

interviews provided written consent. All consent forms were held securely by the qualitative

research team. Each participant was invited to participate in a maximum of three

interviews.

An initial sample size of 30-40 participants was based on researcher judgement and
theoretical saturation (9). However, recruitment to the qualitative study was delayed pre
and post pandemic, as permissions to recruit to the qualitative element were granted
separately to the main trial. Additional barriers limiting recruitment included lack of
available staff for recruitment, the health of participants and delays due to the COVID-19

pandemic. These themes are more fully reported in the qualitative report.

Data collection

Qualitative researchers (DHH and ML) conducted semi-structured interviews. These
researchers have experience in thematic analysis, as well as interviewing participants
concerning sensitive subjects including cancer. They collected and analysed the data
through a critical lens of researchers working outside the main trial team, and focused on

understanding participants’ lived experience of participants.

Interviews were conducted face to face before social restrictions were imposed in March

2020, and by telephone thereafter. Participants were invited to be interviewed up to three

11

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

Page 12 of 59

* (s3gv) Inaladns juswaublaosug

e


http://bmjopen.bmj.com/

Page 13 of 59

oNOYTULT D WN =

BMJ Open

times across four different time points: baseline (before treatment), 2-3 months, 3-6

months, or 6 months+ after baseline.

Before contacting participants for initial or follow up interviews, the qualitative researcher
consulted the site’s nurse to confirm that the patients remained in the trial and were well
enough to be interviewed. Participants were self-selecting after being invited to participate

in the interviews and were not offered payment for participation.

A semi-structured interview schedule was used to ensure a degree of consistency across the
interviews, whilst still allowing for information to be elicited iteratively as interviews
progressed. A revised version of the interview schedule was used after October 2020, which
included questions regarding the impact of COVID-19 on the participants’ experiences.
Questions relating to this article are highlighted in interview schedule supplements 2, 3.

Topics covered in the interviews, in line with the aims above included:

e Impact of treatment on function, health and wellbeing

e Personal needs and expectations

e Patients’ and companions’ perceptions of the trial and future aspirations
Interviews were audio recorded and transcribed verbatim by members of the team and an

external transcription company.

Data Analysis
Longitudinal interviews were used as they provide opportunities to gain an understanding of
the patient’s experience over a period and draw attention to the processes and factors that

influence change for the patient (10). Data were analysed thematically (11)(Braun & Clarke,

12
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2012). This analysis was an iterative process, involving coding and interpretating data
separately, then jointly identifying concepts and developing codes. The main researcher
coded all data using the NVivo 12 software program, with 20% double-coded by the other
researcher to ensure rigour. The researchers jointly developed a framework for analysis,

through a process of cross-checking and deliberation of themes.

Real-time participant experience in relation to trial processes and treatment protocols was
presented during trial meetings to allow necessary protocol amendments to improve trial
conduct and patient experience. Initial findings were presented to the Trial Management

Group and the qualitative lead for comment and reflection before being finalised.

Further details about how this study was conducted are available in the COREQ checklist

supplement 1.

Public and Patient Involvement

The trial was overseen by a Trial Management Group which included two patient
representatives known as Research Partners recruited through the Involving People
Network. The research partners provided review and input into assessments of trial
documentation, in particular patient facing documents, assisted with Scientific Milestone
Reports, and contributed to TMG meetings. A PPI representative also reviewed final
gualitative summary findings.

https://research.publichealthnetwork.cymru/en/news-and-funding/learn-more-about-

involving-people-network/

RESULTS

Participants characteristics

13
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Ten participants took part in a total of sixteen longitudinal interviews (Table 2). There were
five female and five male interview participants, and three participants were accompanied
by companions. The age range was 57-82 years and mean age was 70 years old. Five
participants received the second PET scan (as part of the PET sub-study) while five did not
receive this second scan (Table 1). Demographic participant data and information regarding
participant interviews are available in (Table 2). Demographic information was collected

and reported descriptively but was not used as sampling criteria.

Participants were interviewed from across all four treatment arms of the trial: standard
dose dCRT prescribed carboplatin/paclitaxel (Arm 1); standard dose dCRT prescribed
cisplatin/capecitabine (Arm 2); escalated dose dCRT prescribed carboplatin /paclitaxel (Arm
3); and escalated dose dCRT prescribed cisplatin/capecitabine (Arm 4) (Table 1). All
interviews were conducted within seven months after baseline. Chemoradiotherapy was

completed within twelve weeks.

Table 1: Participants’ information and interviews

Patient Arm | Companion Baseline | Between | 3-6 6 Second
accompanied 2-3 months | months+ | PET

months | after after scan at
after baselin | baseline | day 14
baseline | e

Participant1 | 2 X X X

Participant2 | 2 X X

Participant3 | 1 X X X

Participant4 | 1 X X X

Participant5 | 1 X

Participant6 |4 X X X

Participant7 | 2 X X X

Participant8 | 3 X X

Participant9 | 2 X X

14
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Participant 4 X X
10

Table 2: Number of participants interviewed pre and post pandemic

Data collection period Number of Number of
participants Interviews
interviewed

Pre-March 2020 4 7
(In-person interviews prior to Covid-19

pandemic)

Post-October 2020 6 9

(Telephone interviews after qualitative
study suspension from March 2020 to
October 2020 due to Covid-19 pandemic)

Total 10 16

Qualitative findings

The experiences of participants were captured throughout the trial, which highlighted
changes at different time points in participants’ perspectives, and the impact of treatment
regimes on quality of life, including daily, family and social life (12) (13). The following
results highlight the findings from the interviews, relating to the following key themes:
impact of treatments; information and support needs post-treatment; patient outlook and
quality of life; impact of COVID-19 and potential improvements. A hierarchy of themes and
subthemes are presented in Table 3. A discussion of these findings is outlined below,
examples of illustrative quotations are outlined in Supplement 4.

Table 3: Themes

‘salfojouyaal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

Themes Subthemes Secondary subtheme

Experiences of treatment Impact of treatment

15
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Side-effects from treatments Side-effects from chemotherapy

Side-effects from radiotherapy

Recovery after chemoradiotherapy

Longer-term impact of Information and support needs after
treatments treatment

Patient outlook and Psycho-social impact

quality of life after

treatments Gradual improvements to quality of life

Adaptation and normality

Positive outlook after treatment

Impact of COVID-19 Vulnerability and isolation

Potential Improvements Sharing information among peers

Follow up information

Experiences of treatment

Participants described the impact of receiving the treatment (radiotherapy and
chemotherapy) including side-effects, and improvements to health. They emphasised how
information provision and support from clinical trial and NHS staff before, during and after

their treatments impacted on their overall psychological, as well as physical wellbeing.

Impact of treatment
Initial treatments and support provided by clinical teams earlier in the trial were described as
having resulted in small improvements for some participants’ cancer symptoms. These

symptoms mainly related to difficulties eating.

Side-effects from treatments

16
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Participants experienced short and longer-term side-effects from the trial treatments
including pain, dysphagia, tiredness, and thrombosis. Several participants experienced
multiple side-effects including pain and fatigue, or general degradation in their health,

although most participants felt that these subsided over time.

Side-effects from chemotherapy
Participants described common side-effects they experienced after receiving chemotherapy
including muscular fatigue, pain, and neuropathy in their feet. While most of these were

expected, they were at times unprepared for certain symptoms.

Four patients reported that during the trial their chemotherapy treatment had been
changed or stopped due to pre-existing conditions, side-effects that they had experienced
or that the treatment was not positively affecting their cancer outcomes. This demonstrates
the complexities patients and clinicians may face when weighing up the side-effects of

different chemotherapy regimens.

Side-effects from radiotherapy
The experience of receiving radiotherapy was reported by most participants as being
physically and psychologically arduous. Difficulty and pain swallowing experienced after

radiotherapy were the main side-effects described by several participants.

Recovery after chemoradiotherapy
After the completion of chemoradiotherapy, during the recovery period, participants

experienced symptoms which ranged from mild to severe, having physical and psychological

17
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outcomes. Nausea, as well as fluctuations in appetite, weight and energy levels were reported
by participants, often relating to pain and issues swallowing. Some participants recalled
having to adapt to the fatigue caused by difficulty sleeping and pneumonia. Participants’
symptoms tended to lessen over time, and when they had received support to reduce these
symptoms, they usually recalled noticeable improvements. It was not always possible to
differentiate between the longer-term impact of chemotherapy or radiotherapy treatments,

as participants described their symptoms more generally.

Post-treatment issues relating to bowel function included constipation and diarrhoea. Other

symptoms were also reported including low immunity and hair loss.

Longer-term impact of treatments
Participants reflected on their cancer treatment journey and how their symptoms had
changed over time, including facing adversity throughout treatment regimens and gradual

improvements.

In some instances, participants described the reality of the unexpected longer-term side-
effects of the illness and treatment, emphasising the need for ongoing support and updates

from healthcare professionals.

Information and support needs after treatment
Concerns were raised by several participants and their companions regarding what would
happen post-treatment, as they felt that there was less information and support available

than before and during their treatment. Participants expressed a need for further and more

18

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

* (s3gv) Inaladns juswaublaosug

e


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

timely information and updates from healthcare professionals regarding potential longer-

term side-effects, including recovery timescales post-treatment.

Participants described difficulties with eating and dietary needs, and expressed the
importance of being provided with relevant information regarding how the disease or

treatments impacted on these fundamental needs.

Several participants described the high level of personal support from clinical and third
sector services, including key workers, which made a significant impact on their trial and
treatment experience. They described the support and information they received relating

to their quality of life and practical needs.

Patient outlook and quality of life after treatments

Psycho-social impact of treatments

The psycho-social impact that some patients described in the first few months post-
treatment included disinterest or lack of energy to participate in previously enjoyed hobbies

and social activities.

Gradual improvements to quality of life

Participants explained how the treatment had impacted on their quality of life overall. Most
felt that their physical health post-treatment had placed restrictions and strains on their
everyday routines. At times they felt they had relied heavily on their family for support with

daily activities. However, gradual improvements to participants’ health and well-being

19
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related to readapting and regaining their capacity to participate in previous routines and

social activities.

Adaptation and normality

Regaining a sense of normality was important but complicated for some participants when
re-adapting to life after treatment, as their daily lives had been significantly impacted by
their experiences of cancer and treatment. Several participants explained that they
struggled to readjust to life after treatment, due to the change in outlook that they needed
to make, or the extra support that they had received on the trial, which was no longer

available.

Positive outlook after treatment
Several participants described how they attempted to sustain a positive outlook about their
survival prospects and their circumstances overall. Thus, being provided with adequate

support and updated information aided their positive outlook.

Impact of the COVID-19 pandemic

Vulnerability and isolation

Some participants reflected on how the pandemic may have intensified the sense of
isolation and stress that other patients felt during their treatment process, although these

participants did not feel personally affected in this way.

The pandemic caused an increased sense of vulnerability and cautiousness amongst cancer
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patients. However, the comprehensive social restrictions put into place for infection control,
and the vaccination programme at times allayed some of their fears and eased the sense

that these participants missed out on their usual social activities.

Potential Improvements

Sharing information among peers

Opportunities for participants and their caregivers to share information regarding their
experiences of cancer and their treatment pathway through peer support networks were

suggested, as a means of improving patient knowledge.

Follow up information
Follow up information regarding the participants’ current cancer status, as well as results
from the trial, were desired by a participant, who felt that they were unsure about their

personal outcomes or how this related to the wider trial.

DISCUSSION

Main Findings

This qualitative study captured the experiences and perceptions of SCOPE2 trial participants,
using longitudinal interviews. These interviews highlighted participants’ changing practical,
physical, and psychosocial needs. Expected and unexpected side-effects from the
radiotherapy, and both sets of chemotherapy treatments, were described by participants at
different time points, although most of these symptoms lessened over time. Participants

attempted to be positive about their survival prospects and applied coping strategies by
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readjusting their expectations and priorities, focusing on regaining a sense of ‘normality’.
The need for improved information and communication regarding the longer-term side-
effects of chemoradiotherapy, aftercare, and cancer status was highlighted as necessary to

improve overall patient experience and quality of life.

Strengths and limitations compared with other studies

The integration of longitudinal qualitative research into this trial, has provided novel and
nuanced insights into participants’ perceptions and experiences of the trial and
chemoradiotherapy before and during the COVID-19 pandemic. These insights are not
comprehensively captured through other types of data collection (quantitative and clinical
data) during clinical trials. Using longitudinal interviews and real-time reporting has also
informed the trial team of patients’ ongoing information and support needs. As a result of
this, a newsletter has been planned to report trial updates to participants. However, some
guantitative (14) or combined qualitative and quantitative studies (15) which examined
patients’ experiences or quality of life after oesophageal cancer treatment recruited higher
numbers of participants. These were able to compare the broader range of patients’
experiences of chemoradiotherapy. Nonetheless, these studies did not explore the range of

trial and treatment experiences through longitudinal data collection.

Comparison with the existing literature

Consistent with earlier qualitative studies, participants experienced varying side-effects
from the chemoradiotherapy treatments across the trial arms, which ranged from mild to
severe. Shorter-term symptoms included pneumonia, fatigue, difficulty sleeping and pain

swallowing, reflect symptoms reported more generally among oesophageal cancer patients
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(16). Longer-term gastrointestinal effects were also reported, including nausea, satiety and
diarrhoea, poor appetite, and weight loss, reflecting side-effects after surgery reported in

other studies (17)(18). However, it was at times difficult to differentiate between whether
the side-effects reported were a result of radiotherapy or chemotherapy, a combination of

both treatments or the underlying cancer.

Participants’ perceptions of their treatment and side-effects changed over time and they
attempted to be positive about their survival prospects by readjusting their expectations
and priorities (19). Similar coping strategies and approaches to resilience and adaptation
have been identified in studies that highlight the changing emotions that patients deal with
when facing the uncertainties of life-threatening illnesses (20)(21). Participants reflected on
the importance of regaining a sense of ‘normality’, in terms of the physical, social and
psychological impact, as their daily lives had been significantly disrupted by the cancer and

its treatment, but for the most part were improving over a period of months (22) (23).

Participants described varying levels of uncertainty and a lack of knowledge regarding
potential longer-term side-effects from treatment. This reflects previous research findings
illustrating the need to provide timely and appropriate patient communication and
information, particularly relating to treatment aftercare, which can reduce anxiety and
increase patients’ well-being and their sense of agency (24) (16). In contrast, best practice
examples were described as key contacts organising appointments and providing
signposting to appropriate information, which reduced psychological and physical burdens
on the participants during a time when they were acutely ill. These findings illustrate how
the COVID-19 pandemic had varying effects on participants when receiving cancer

treatment. Some participants felt that due to social restrictions the impact on their social
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activities was less than it usually would have been pre-pandemic, while others felt a

heightened sense of social isolation and reduced opportunities for peer support.

Implications for policy makers and future research

OC cancer clinical pathways need to provide opportunities for patients to discuss, revisit
information and ask questions before, during and after their treatments, in order to
enhance patient satisfaction with their trial, treatment and recovery experiences. Consistent
signposting to charities and peer support could also enable patients to access relevant and
timely support. Future trials and pathways should ensure ongoing access to support
through the provision of a key contact for the patient. Sharing updates regarding the
progress of the trial where possible, would also be useful for participants. A more integrated
approach to qualitative studies embedded in trials including incorporating real-time
reporting in future trials could provide improved opportunities for recruitment and patient
experience. Future studies could follow up with patients over an extended period, in order

to gain an understanding of the longer-term effects of chemoradiotherapy.

CONCLUSION

Qualitative study participants of the SCOPE2 trial were generally positive about the impact
of their treatments and recovery experiences, despite experiencing a range of short and
longer-term side-effects, some of which were unexpected. Future trials and cancer services
should consider patients’ needs for ongoing information and support regarding treatment
aftercare, longer-term side-effects, prognosis, and cancer status to improve their overall

health and wellbeing.
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Supplement 2

No Item

Domain 1:
Research team
and reflexivity

Personal

Characteristics

1. Interviewer /facilitator
2. Credentials

3. Occupation

4, Gender

5. Experience and training
Relationship with

participants

6. Relationship established

Consolidated criteria for reporting qualitative studies (COREQ): 32-item checklist

Guide questions/description

Which author/s conducted the interview
or focus group?

Dr Daniella Holland-Hart

Dr Mirella Longo

What were the researcher's credentials?
E.g. PhD, MD
PhD

What was their occupation at the time of
the study?
Research Associate, Cardiff University

Was the researcher male or female?
Female

What experience or training did the
researcher have?

All researchers hold extensive expertise in
doing interviews. They all hold an updated
GCP certificate and NVivo training and
hold PhD’s.

Was a relationship established prior to
study commencement?

No relationship but the researchers used
their research experience and training to
introduce the research study and mitigate
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No Item

Participant knowledge of

7. the interviewer
Interviewer
8. characteristics

Domain 2: study

design
Theoretical
framework
Methodological
9. orientation and Theory
Participant
selection
10. Sampling
11. Method of approach
12. Sample size

Guide questions/description

the asymmetry of information between the
two parties.

What did the participants know about the
researcher? e.g. personal goals, reasons for
doing the research

Reasons for doing the research

What characteristics were reported about
the interviewer/facilitator? e.g. Bias,
assumptions, reasons and interests in the
research topic

Research expertise

What methodological orientation was
stated to underpin the study? e.g. grounded
theory, discourse analysis, ethnography,
phenomenology, content analysis

Thematic analysis, the conceptual thematic
framework used in the study is described
in the methodology section.

How were participants selected? e.g.
purposive, convenience, consecutive,
snowball

The sample were self-selecting

How were participants approached? e.g.
face-to-face, telephone, mail, email

Face to face through the research nurse.
Then via phone from the researchers.

How many participants were in the study?
10
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13.

Setting

14.

15.

16.

BMJ Open

Item

Non-participation

Setting of data collection

Presence of non-
participants

Description of sample

Data collection

17.

18.

19.

20.

21.

Interview guide

Repeat interviews

Audio/visual recording

Field notes

Duration

Guide questions/description

How many people refused to participate or
dropped out? Reasons?

One patient was too unwell to participate
in interviews after consenting.

Where was the data collected? e.g. home,
clinic, workplace
At home or via telephone.

Was anyone else present besides the
participants and researchers?
Companions were present in some
interviews.

What are the important characteristics of
the sample? e.g. demographic data, date
Gender, age.

Were questions, prompts, guides provided
by the authors? Was it pilot tested?
Interview schedules included prompts,
which were tested by a senior qualitative
researcher (AN).

Were repeat interviews carried out? If yes,
how many?

No repeat interviews were carried out but
follow up interviews were carried out.

Did the research use audio or visual
recording to collect the data?
All interviews were audio recorded.

Were field notes made during and/or after
the interview or focus group?

Field notes were not made during the
interviews.

What was the duration of the interviews or
focus group?
Mean average 44 minutes
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No Item

22. Data saturation

23. Transcripts returned
Domain 3:

analysis and

findings

Data analysis

24. Number of data coders

Description of the coding

25. tree

26. Derivation of themes
27. Software

28. Participant checking

Reporting

29. Quotations presented

Guide questions/description

Was data saturation discussed?

Yes, this was discussed within the team.
However, we were unable to reach
saturation due to the limited number of
interviews.

Were transcripts returned to participants
for comment and/or correction?
No this was not done.

How many data coders coded the data?
2 data coders (DHH) and (ML)

Did authors provide a description of the
coding tree?

A coding tree is available but not described
in the paper. However, the main themes
and sub-themes are outlined in Table 4.

Were themes identified in advance or
derived from the data?
Derived from the data itself

What software, if applicable, was used to
manage the data?
NVivo 12

Did participants provide feedback on the
findings?

The patients did not comment but were
offered a summary of findings.

Were participant quotations presented to
illustrate the themes / findings? Was each
quotation identified? e.g. participant
number
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No Item

Data and findings

30. consistent
31. Clarity of major themes
32. Clarity of minor themes

Guide questions/description

All main themes were illustrated by
quotes. The patients are identified by a
number and at what stage the interview
took place.

Was there consistency between the data
presented and the findings?

All main themes were illustrated by
quotes, supplementary materials provide
further evidence of these points and
consistency.

Were major themes clearly presented in
the findings?

Major themes formed the basis of the
presentation of the qualitative analysis,
reflecting the purpose of the overall study
(i.e. patient experience of the trial and
treatments) and derived from the data
itself.

Is there a description of diverse cases or
discussion of minor themes?

Sub themes are also discussed, and
examples of divergence between
participants are outlined in the main text
and additional quotations.
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16.0 Embedded Qualitative Study Design

16.1 Rationale

The qualitative component of the SCOPE 2 trial will explore patient experiences and perceptions of participating in a
trial of escalated definitive chemoradiotherapy (dCRT) compared with standard dose, and of the two PET driven drug

regimes.

BMJ Open

16.2 Embedded qualitative study aims [AS PER PROTOCOL]

vkhwn e

Qualitative interviews flowchart

Baseline interviews

n=6-10

Enrolment

(PIS/Consent Form 1)

—>

To assess patient experience and perceptions of each dCRT arm of the trial
To compare patient views across the dCRT arms of the trial
To consider how participants’ views change over time spent on treatment

To examine the personal impact of treatment on patients’ health and wellbeing
To understand patients’ reasons for declining the trial

Trial non-

consenter

‘ Non-consenters

Cycle 1 = cycle cisplatin + capecitabine/SFU

with PET scan at day 14

n=6-10

Consent to qualitative interview?
(Patients-PIS/Consent Form 3)

(Companions-PIS/Consent Form 5)

v \,
Yes No
% \’

Qualitative Interview

No further data

Randomise
Arm 1 Arm 2 Arm 3 Arm 4
1 cyc!e 3 cycles 1 cycle 3 cycles
carboplatin and ' ; ) : .
pria cisplatin and carboplatin and cisplatin and
i ax: (q capecitabine/5 paclitaxel (q 3 capecitabine/SF
wagks) FU (q 3 weeks) weeks) U (q 3 weeks)
then " s "
RT 50Gy/25# RT 50Gy/254# RT 60Gy/25% RTE0GY/254
concomitant 8 ! : :
i " concomitant concomitant with concomitant
i Wee_ Y with last 2 weekly carbo/ with last 2
carbo/paclitaxel ‘
cycles paclitaxel cycles

Consent to Qualitative Interview?
(Patient-PIS/Consent Form 2)
(Companions-PIS/Consent Form 4)

Qualitative Interview
x2
(Months 3 & 6)

No further data

Qualitative Interview Schedule, V2.0 03.07.2017
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End-of-treatment interviews (3 months)
n = 6-10 for each study arm

BEFORE THE INTERVIEW

Rapport building
» Thank you for inviting me into your house
Introduction

» Thank you for agreeing to help me with this project — give a few details about the trial (e.g.
name, centres, etc)

> | would also like to emphasise that only the study research team will see the information
you give me.

» Your name will never be attached to any of them.

» As | mentioned | record the conversation to ease the analysis.

» However, in order for me to do this | need you to have your written consent

» Consenting the companion. As explained your ...... can make any point or comment during
the interview. However, again for us to be able to use the information given we need to
consent ....... as well.

A\

Last but not least, if anything is not clear, please stop me at any time
State the purpose of the interview

Qualitative Interview Schedule, V2.0 03.07.2017
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NON-CONSENTERS INTERVIEW GUIDE

Today we are going to talk about your experience of being invited to take to the SCOPE
trial. The interview should take between 30 and 45 minutes. If you need a break at any time
please let me know. Are you comfortable to carry on with the interview?

oNOYTULT D WN =

Specific questions
. When did you first hear about the trial?

i. Who explained it to you?

. What information were given to you?

i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?
iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

. Can you tell me why you preferred not to participate in the trial?

i. Did you feel that the trial was not what you expected?
ii. Did you feel supported when making this decision?
iii. Did you have any concern about turning the trial down?

. Do you (or someone close to you) have any previous experience of being in a trial?

. Do you (or someone close to you) have any experience of radiotherapy?

i. Experience of chemotherapy?

. Is there anything we could do to make it easier for patients to take part to a similar trial in

future?

Concluding questions

. | have been asking you many questions, is there anything you would like to ask me?

Qualitative Interview Schedule, V2.0 03.07.2017
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CONSENTERS BASELINE: INTERVIEW GUIDE

Today we are going to talk about how you have been feeling lately and how you feel about
taking part in the trial. The interview should take between 30 and 45 minutes. If you need a
break at any time please let me know. Are you comfortable to carry on with the interview?

Specific questions
1. When did you first hear about the trial?
i. Who explained it to you?

2. What information did you receive?
i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?

iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

3. Can you tell me why you decided to participate in the trial?
i. What were your main motives for joining
ii. Did you feel supported when making this decision?

* (s3gv) Inaladns juswaublaosug

4. How are you feeling?

Concluding questions
5. | have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 — TIME 1 (2-3 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or
comment during the interview. However, again for us to be able to use the
information given we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, your experience about

the treatment you received and how you feel about taking part in the trial. The interview
should take between 30 and 45 minutes. If you need a break at any time please let me
know. Are you comfortable to carry on with the interview?

Specific questions
Joining the trial
1. How have you found being part of a clinical trial so far?
i. Is what you expected?
ii. Anything particularly positive?
iii. Anything negative or that could be improved?
2. Have you had any questions or concerns since you have been on the trial?
i. Did you speak to somebody about these concerns?

Treatment allocation
3. Have you had all your treatment?
4. What treatment were you on?

5. Have you been given information on how the treatment is working for you on the current
state of your illness?

i. What was your reaction to this information?
ii. What did you think of the way the information was given to you?
6. How long have you been on your treatment?

7. Is this the treatment that you preferred?

i.  With hindsight, would you have preferred a different treatment?
Qualitative Interview Schedule, V2.0 03.07.2017
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i. How did you feel after your PET scan (avoid this question if the patient was
ineligible for pet scan — check with the RN)

Treatment experiences
8. How have you been feeling
i. Symptoms
ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

9. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

10. Have you been getting any side effects from the treatment you received?

Impact of treatment on quality of life
11. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs
[side effects/fatigue])

ii. How have these symptoms affected you family and social life?
12. How is your quality of life since starting the treatment?
13. Does your treatment affect your family/social life?
i. Time away from home
ii. Side effects/fatigue
Accessing other services
16. Have been accessing other services? (eg Macmillan or Marie Curie)
iii. s there any other kinds of support you feel would benefit you?
iv. Would you know how to access it?

Concluding questions
17. | have been asking you many questions, is there anything you would like to ask me?

Qualitative Interview Schedule, V2.0 03.07.2017
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FOLLOW UP ARMS 1 TO 4 — TIME 2 (6 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or
comment during the interview. However, again for us to be able to use the
information given we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, how symptoms from
treatment might have changed and how you feel about taking part in the trial. The
interview should take between 30 and 45 minutes. If you need a break at any time please
let me know. Are you comfortable to carry on with the interview?

Specific questions
The trial follow up
1. What is your understanding of how long you will be in the trial and what happens next?
i. Followupat9, 12, 16, 20, 24 months
ii. 3,4,5 years after you first joined the trial

2. How do you feel about the health care support you have been getting since you joined the
trail?

i. Is this what you expected?

Post-treatment experiences
3. What treatment were you on?
4. How long were you on your treatment?
5. How have you been feeling
i. Symptoms
ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

6. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

7. Have you been getting any side effects from the treatment you received?

Qualitative Interview Schedule, V2.0 03.07.2017
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8. How did you feel about having a second PET scan? (avoid this question if the patient was
ineligible for pet scan — check with the RN)

Impact of treatment on quality of life
9. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs
[side effects/fatigue])

i. How have these symptoms affected you family and social life? ‘
10.How is your quality of life since starting the treatment?
11.Does your treatment affect your family/social life?

i. Time away from home

ii. Side effects/fatigue

iii. Withdrawal

12.How would you say that any symptoms and side effects you've experienced changed over
the course of your illness?

13.Do you feel better or worse now than you did at the time of the diagnosis
i. Physically
ii. Mentally

14.How have you learned to manage your illness?

Accessing other services
16. Have you been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?

* (s3gv) Inaladns juswaublaosug

ii. Would you know how to access it?

Concluding questions
17. | have been asking you many questions, is there anything you would like to ask me?
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16.1 Rationale
The qualitative component of the SCOPE 2 trial will explore patient experiences and perceptions of participating in a

regimes.

vk wnN e

16.0 Embedded Qualitative Study Design

Qualitative interviews flowchart

Enrolment

(PIS/Consent Form 1)

BMJ Open

16.2 Embedded qualitative study aims [AS PER PROTOCOL]

To assess patient experience and perceptions of each dCRT arm of the trial
To compare patient views across the dCRT arms of the trial

To consider how participants’ views change over time spent on treatment
To examine the personal impact of treatment on patients’ health and wellbeing
To understand patients’ reasons for declining the trial

trial of escalated definitive chemoradiotherapy (dCRT) compared with standard dose, and of the two PET driven drug

Trial non-
—— —
consenter

Baseline inter
n=6-10

views

.wopidtin + capecitabine/5FU
with PET scan at day 14

T
v

Consent to qualitative interview?

(Patients-PIS/Consent Form 3)

mpanions-PIS/Consent Form 5)

Non-consenters W
n =6-10 No
V%
Qualitative Interview No further data

Arm 1

1 cycle
carboplatin and
paclitaxel (q 3
weeks)

then

RT 50Gy/254

concomitant

with weekly
carbo/paclitaxel

Arm 2

3 cycles
cisplatin and
capecitabine/5
FU (g 3 weeks)

+

RT 50Gy/25#
concomitant
with last 2
cycles

Arm 3

1 cycle
carboplatin and
paclitaxel (q 3
weeks)

then

RT 60Gy/25#
concomitant with
weekly carbo/
paclitaxel

Arm 4

3 cycles
cisplatin and
capecitabine/5F
U (q 3 weeks)

+

RT60GY/254
concomitant
with last 2
cycles

Consent to Qualitative Interview?
(Patient-PIS/Consent Form 2)
(Companions-PIS/Consent Form 4)

Yes No
Qualitative Interview No further data
X2
(Months 3 & 6)

End-of-treatment interviews (3 months)
n = 6-10 for each study arm
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BEFORE THE INTERVIEW

Rapport building

>

Thank you for inviting me into your house

Introduction

>

vV V.V Vv V

Y

Thank you for agreeing to help me with this project — give a few details about the trial (e.g.
name, centres, etc)

| would also like to emphasise that only the study research team will see the information
you give me.

Your name will never be attached to any of them.
As | mentioned | record the conversation to ease the analysis.
However, in order for me to do this | need you to have your written consent

Consenting the companion. As explained your ...... can make any point or comment during
the interview. However, again for us to be able to use the information given we need to
consent ....... as well.

Last but not least, if anything is not clear, please stop me at any time
State the purpose of the interview

SCOPE 2 — interview schedule v 0.2 030717
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NON-CONSENTERS INTERVIEW GUIDE

Today we are going to talk about your experience of being invited to take to the SCOPE
trial. The interview should take between 30 and 45 minutes. If you need a break at any time
please let me know. Are you comfortable to carry on with the interview?

Specific questions

. When did you first hear about the trial?

i. Who explained it to you?

. What information were given to you?

i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?
iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

. Can you tell me why you preferred not to participate in the trial?

i. Did you feel that the trial was not what you expected?
ii. Did you feel supported when making this decision?
iii. Did you have any concern about turning the trial down?

. Do you (or someone close to you) have any previous experience of being in a trial?

. Do you (or someone close to you) have any experience of radiotherapy?

i. Experience of chemotherapy?

. Is there anything we could do to make it easier for patients to take part to a similar trial in

future?

. Concluding questions
. | have been asking you many questions, is there anything you would like to ask me?

SCOPE 2 — interview schedule v 0.2 030717
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CONSENTERS BASELINE: INTERVIEW GUIDE

Today we are going to talk about how you have been feeling lately and how you feel about
taking part in the trial. The interview should take between 30 and 45 minutes. If you need a
break at any time please let me know. Are you comfortable to carry on with the interview?

Specific questions |
1. When did you first hear about the trial? i
i. Who explained it to you?

2. What information did you receive?
i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?

iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

3. Can you tell me why you decided to participate in the trial?
i. What were your main motives for joining?
ii. Did you feel supported when making this decision?
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4. How are you feeling?

Concluding questions
5. | have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 — TIME 1 (3 months): INTERVIEW GUIDE

Rapport building

Introduction

O

O

O

O

Thank you for inviting me again into your house

Thank you for wanting to help me again with the project.
Similarly to last time | record the conversation to ease the analysis.
However, | need you to give your written consent

Consenting the companion. as explained your ...... can make any point or comment
during the interview. However, again for us to be able to use the information given
we need to consent ....... as well.

Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, your experience about
the treatment you received and how you feel about taking part in the trial. The interview

should take between 30 and 45 minutes. If you need a break at any time please let me know.

Are you comfortable to carry on with the interview?

Specific questions

Joining the trial

1.

How have you found being part of a clinical trial so far?

i. Is what you expected?
ii. Anything particularly positive?
iii. Anything negative or that could be improved?

2. Have you had any questions or concerns since you have been on the trial?

i. Did you speak to somebody about these concerns?

Treatment allocation

3.
4.
5.

Have you had all your treatment?

What treatment were you on?

Have you been given information on how the treatment is working for you on the current
state of your illness?

i. What was your reaction to this information?
ii. What did you think of the way the information was given to you?

How long have you been on your treatment?

Is this the treatment that you preferred?

i.  With hindsight, would you have preferred a different treatment?

ii. How did you feel after your PET scan (avoid this question if the patient was
ineligible for pet scan — check with the RN)

SCOPE 2 — interview schedule v 0.2 030717
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1
2

z Treatment experiences

Z 8. How have you been feeling

7 i. Symptoms

g ii. Psychologically

10 iii. Coping (If there are psychological difficulties or coping difficulties, how have
:; they been addressed? Has the participant talked to anyone? Who supports
13 them?)

14 9. Are you experiencing any symptoms at the moment? How do you manage them

12 (medications, complementary therapies)?

17 10.Have you been getting any side effects from the treatment you received?

19

;‘1) Impact of treatment on quality of life

22 11.How has your treatment affected your daily life?

;i i. What has it stopped you doing? (try to tease out aspects around the logistics
25 of the treatment [e.g. time away from home] and side effects from drugs [side
26 effects/fatigue])

;; ii. How have these symptoms affected you family and social life?

;g 12.How is your quality of life since starting the treatment?

31 13.Does your treatment affect your family/social life?

gg i. Time away from home

34 ii. Side effects/fatigue

22 iii. Withdrawal

;73 Impact of Coronavirus

39 14.Do you feel that the coronavirus has had any impact on your treatment or recovery?

2(1) I. How has the coronavirus affected your quality of life?

fé il Has the coronavirus had an impact on your care or support?

2451 Accessing other services

46 15. Have been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?

48

49 ii. Would you know how to access it?
50

51

gg Concluding questions

54  16. | have been asking you many questions, is there anything you would like to ask me?

SCOPE 2 — interview schedule v 0.2 030717
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FOLLOW UP ARMS 1 TO 4 — TIME 2 (6 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or comment
during the interview. However, again for us to be able to use the information given
we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, how symptoms from
treatment might have changed and how you feel about taking part in the trial. The interview

should take between 30 and 45 minutes. If you need a break at any time please let me know.

Are you comfortable to carry on with the interview?

Specific questions
The trial follow up

1. What is your understanding of how long you will be in the trial and what happens next?
i. Followupat9, 12, 16, 20, 24 months
ii. 3,4, 5 years after you first joined the trial

2. How do you feel about the health care support you have been getting since you joined the
trail?

i. Is this what you expected?

Post-treatment experiences

3. What treatment were you on?
4. How long were you on your treatment?
5. How have you been feeling

i. Symptoms

ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

SCOPE 2 — interview schedule v 0.2 030717

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

* (s3gv) Inaladns juswaublaosug


http://bmjopen.bmj.com/

Page 49 of 59 BMJ Open

oNOYTULT D WN =

W WWWNNNDNNNNNNN= 2@ 2 aQaaa0
WN-—_OVONOOULDdDWN-—_OVONOOTULLD WN O

34

36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

6. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

7. Have you been getting any side effects from the treatment you received?

8. How did you feel about having a second PET scan? (avoid this question if the patient was

ineligible for pet scan — check with the RN)

Impact of treatment on quality of life

9. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs [side

effects/fatigue])
ii. How have these symptoms affected you family and social life?
10.How is your quality of life since starting the treatment?
11.Does your treatment affect your family/social life?
i. Time away from home
ii. Side effects/fatigue
iii. Withdrawal

12.How would you say that any symptoms and side effects you've experienced changed over

the course of your illness?
13.Do you feel better or worse now than you did at the time of the diagnosis
i. Physically
ii. Mentally
14.How have you learned to manage your illness?

Impact of coronavirus
15. Do you feel that the coronavirus has had any impact on your treatment or recovery?
i.How has the coronavirus affected your quality of life?
il Has the virus had an impact on your care or support?

Accessing other services

16. Have you been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?
ii. Would you know how to access it?

Concluding questions

17. | have been asking you many questions, is there anything you would like to ask me?

SCOPE 2 — interview schedule v 0.2 030717
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Table 4: lllustrative Quotations

Key Themes

Experiences of treatment

Impact of treatment

Initial treatments and support provided by
clinical teams earlier in the trial were
described as having resulted in small
improvements for some participants’ cancer
symptoms. These symptoms mainly related
to difficulties eating.

Side-effects from treatments

Side-effects from chemotherapy
Participants described common side-effects
they experienced after receiving
chemotherapy including muscular fatigue,
pain and neuropathy in their feet, while
most of which were expected some they
were unexpected.

Four patients reported that during the trial
their chemotherapy treatment had been
changed or stopped due to pre-existing
conditions, side-effects that they had
experienced or that it was not making
enough of a difference to their cancer
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|

I know when | started | had difficulty swallowing obviously with t8édésophagus tumour and it was sort of
every meal, every few mouthfuls was getting difficult and | did f(ﬁ’lm@v about two weeks into the first
cycle, | was pretty much able to swallow normally. So, someth/nggpggt/ve is happening’. Participant 4 (2-3

months) 2 8 %

oo g_

oC
I had a tube fitted in my arm yesterday, ready for the chemo on %ﬂéz& and I've got a feeding tube, so |
don’t have to worry about not getting enough nutrition in, so | ths mg lot of worries | had at the beginning
have faded. Participant 6 (Baseline) gi’) =

@- 3

> =

= 3
The side effects I’'ve | had are quite sore feet at one stage when Igvasaon the chemotherapy, which was
difficulty walking. Participant 7 (3 months) 3 E

p o

Q

Cos everybody expected when | stopped the chemo, especially mg, | thought that was it (laughs), you know
o
stop the chemo and that’s fine. And, then | stopped the chemo alﬁd / got ill (laughs). Patient 6 (6 months)

During the 1st cycle ... the pain in my feet and little bit sort of pgr’ns and needles like that, | think that’s the
worst side effect that | have experienced... Tiredness, you know, %just feel worn out... the other thing that |
get is almost like fatigue in my thighs... | think one day where 3 fe& sick which is just cleaning my teeth.
Participant 4 (Baseline)

‘salbo
2oz ‘e

| found the capecitabine taking those every day I think they were thegardest of the drugs that | was
taking... | did notice with them the nausea and the sickness and the fgtigue was massive. When, they put
me on [another chemotherapy drug] ... | felt it was much gentler... urgortunate[ly] for me... having a blood
clot... | think that was the worst thing... the blood clot was harder torrecover from than the cancer
(laughs)’. Participant 4 (3 months)

| @p anbiydeuboiqig
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outcomes. One participant described the
unforeseen development of thrombosis
after switching the types of chemotherapy
they received due the initial side-effects.
This demonstrates the complexities some
patients face when weighing up the side-

effects of different chemotherapy regimens.

Side-effects from radiotherapy

The experience of receiving radiotherapy
was reported by most patients as being
physically and psychologically arduous.
Difficulty and pain swallowing experienced
after radiotherapy were the main side-
effects described by several patients.
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Companion: The last week of September that he couldn’t eat... ard tl%t’s why they stopped the treatment

too early... and that tails off then because he has a dose of steroigs and it boosted his appetite and It

boosted everything. 2" g

Patient: There were huge difference because of steroids... that wgs b@fore all the, the pneumonia came

on... that was again the weeks following the treatment which | bglfg\% happens. Participant 1 (6 months)
=09

7.

After they took the test at the end of just one cycle and they said n’t made enough difference so it was

being changed. Participant 3 (2-3 months)

a veog #e

1 01 pagg|d
juswaybl

(0]

The first chemo | was on, they had to change... I've got... Neurop&téi/s:. So, they changed it. And, another
one was because of my kidneys. They changed that to a differenfpReright at the very beginning. | didn’t
even go on it, which was much better as well because it was less ng\%lling and stressful for me. They

definitely knew what they were doing. Participant 5 (3 months) %’*3 =

p

i
(s3g
1Yy wou

>
Because of what the radiotherapy does, it sort of burns all the incideﬁnd it’s very difficult to swallow... but
that was the worst thing to be perfectly honest with you, the thing is% would like to able to eat like | used
to, but at the moment | can’t but | am getting there... definitely tﬁns“_g'etter now. Participant 2 (2- 3
months) 3

‘D

Q

3 [o——
With the radiotherapy... | was completely and utterly flat out, ndthing mattered at all... You can’t win it at
any point... you can’t concentrate or want anything, you feel badsf there is no pain, nevertheless you feel
dreadful. Participant 1 (6 months) )

o&[Wwq ua

9] e
C uo

c

(2]
Once radiotherapy started | could feel then that the inflamed an%lr the&tumour and the oesophagus, | could
feel that it sort of was creeping back to where | was before and igjustxgot a little harder to swallow but not
to the extent that | couldn’t eat. Participant 4 (6 months)

sal
Gc0¢

It's worse right now but then we've only just finished radiotherapy, itg;;‘ very tender right now, it's burning
from inside out... the consultant did say... I've been trying to get on @Ises, semi solids... It's not how thin or
thick it is it's the texture of it, whether it’ll slide down or it won't slidedown, so every now and again |
experiment sending something down there. Sometimes | can do it blg this particular week it's been

| @p anbiydeuboi|
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Recovery after chemoradiotherapy

After the completion of chemoradiotherapy,
during the recovery period, participants
experienced symptoms which ranged from
mild to severe, having physical and
psychological outcomes. Nausea, as well as
fluctuations in appetite, weight and energy
levels were reported by participants, often
relating to pain and issues swallowing. Some
participants recalled having to adapt to the
fatigue caused by difficulty sleeping and
pneumonia. Participants’ symptoms tended
to lessen over time, and when they had
received support to reduce these symptoms
they usually recalled noticeable
improvements. It was not always possible to
differentiate between the longer-term
impact of chemotherapy or radiotherapy
treatments, as participants described their
symptoms more generally.
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difficult, but the consultant explained to me “I'm full up of chemczandI'm full up of radiotherapy and
everything’s pretty raw right now”. Participant 8 (3 months) = 2
Q@ W
S w

| just have a slight problem with swallowing sometimes but that’s th8y say that’s to do with the radiation
but it didn’t stop me eating what | want, | just have to make suregl %W it properly that’s all. Participant 9

1

wn
(6 months) ag.g
TN
it
. . , = . . .
I lost my appetite a bit, but, ... that’s come back now, and ... | amg.s&ngtmg to regain weight... | still have

problems digesting food ... some foods just get stuck in my oesoph&ggs, and that is still a little bit painful.
Participant 7 (3 months)

ep pue
maue
apeo|

o
I had pneumonia... | started with the infection as soon as | finished Ehe chemo... | was in hospital for a week.

And, | had about four different courses of antibiotics and they jué- méen’t working on the pneumonia. And,
| felt worse with that than | had been through all the treatment. éﬁﬁgj was just starting to get better
before we went away... within days | suddenly was much, much, "muc% better. Participants 6 (6 months)

- (o

= 3

g_) —_
I had trouble sleeping for quite some time and that sorted itself ait ®®w and can sleep perfectly well now
without any paracetamol at all, so night-time is good. Participan_@ 1 (§-3 months)

Q

> 3
The treatment make[s] you very tired... | have to rest a lot and W&/stgl think to myself | feel really good
today lets go out. When | have out a couple of hours | have to coBie ome, even now you know it tires me,
but that’s fine. Things improve on a daily basis and hopefully it wif{l céntinue to improve. Participant 2 (3-6
months) g ¢

uyo
aun

o
I had some constipation, | have to admit and that’s been an issuéthr@ughout... I had to listen to my body
and you know rather than fighting sleep, rather than thinking th@ ydg know | am going to battle this,
sometimes you just got to shut your eyes and think you know what | Will sleep all day, doesn’t matter.
Participant 4 (2-3 months) >

aby

>
The fatigue, the tiredness... did seem to last a little bit longer than I r&ally anticipated... you know some
days | didn’t feel like lifting my head off the pillow... | think the fatigug was a biggest one for me.
Participant 4 (6 months) 5]
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s I’m getting stronger in myself as well, so. And, the treatment has;gorfé and I’m getting taste back, so | can
6 taste things better than | did. You know cos just drinking. Just dr/nk/n'g water, it wasn’t very nice, but it’s
7 alright now. Participant 5 (2-3 months) - 9
8 822
9 I had nausea, tiredness has been the biggest one for me... it’s slowg @wroving, I’'m not dropping off to
10 sleep as I’'m talking to people type of thing now, but that was ha%o@ngng, (chuckling)... I've started to eat
11 again, tiredness is the main thing, but nothing that | can’t cope vﬁtﬁ ®nd was expected, they told me that |
12 would be, my body’s going to, gotta kind of repair itself a bit now. ”I’gw still taking the anti-nausea
1 i medications, but | have reduced them... I've still got the RIG feedérg‘léso I’'m trying to wean myself, at the
15 moment, off it. So, I’'m starting to try and take some of my medlcgt%gs orally, instead of through the tube.
16 I’m on a lot less medication than | was. Participant 6 (3 months)CL 2 o
" >33
18 | was sleeping up to 17 hours a day ... which is... I've spoke to the%g‘)oyle down there and they say that’s a
19 natural side effect, but it happens. Participant 7 (3 months) g"g
20 > =
21 Longer-term impact of treatments E 5
22 Participants reflected on their cancer At the time during the treatment ... I've felt really, really, really /IE we&se than before | started the
;i treatment journey and how their symptoms  treatment... The treatment was tough... | have [had] a lot ofsymptoms side-effects from it. But those have
25 had changed over time, including facing finished now, so obviously things are improving... when /tf/n/she&I was having problems... but each day I'm
26 adversity throughout treatment regimens getting better. Participant 5 (3 months) 9 9
27 gradual improvements. 3 3
28 I’'m just feeling better every day and my eating is improving all ti?%? tlme Participant 6 (6 months)
29 o c
30 | feel a lot better. Obviously the time | was diagnosed it was a bitg)f dDbolt out of the blue and | was left you
31 know in big, big shock. So, the fact that they’ve now said to me tgat fﬁe cancer’s gone, it’s obviously a huge
gg relief. Participant 7 (6 months) g §
34 =
35 In some instances, however, participants | was quite euphoric all the way through the treatment and it was afner the treatment ended that | sort of
36 described the reality of the unexpected thought it’s all over now. The fatigue, the tiredness [will] all be gomggnnd it did seem to last a little bit
37 longer-term side-effects of the illness and longer than | really anticipated and unfortunately the wound with thé blood clot still hasn’t healed.
38 treatment, emphasising the need for Participant 4 (6 months) g
39 (g.
40 =)
41 %;
42 2
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ongoing support and updates from
healthcare professionals.

Information and support needs after treatment

Concerns were raised by several participants
and their companions regarding what would
happen post-treatment, as they felt that
there was less information and support
available than before and during their
treatment. A need for further and more
timely information and updates from
healthcare professionals regarding potential
longer-term side-effects including rare
events such as blood clots and recovery
timescales post-treatment was also
expressed by participants.
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Patient: No interest at all in checking my general condition whichec have changed because of the
treatment ...
Companion: And you just hope that all the drugs are compatible. =
They all interact with each other and that is another hurdle. Whakndws?...

Patient: It’s thousands of, it’s thousand of trials. How can you dowtg@eract/on of drugs is a massive
problem being tackled all the time. Participant 1 (2-3 months) = 8

(%

i Buip
S €2 uogesgLo-szoz-uedOI

dd ‘vzoz 129

We actually felt we have huge information on side effects during
[treatment]. Companion of Participants 1 (2-3 months)

Q
=}
@D
3
3
e ment but virtually nothing on after
S

@

)
When it comes to this particular type of blood clot | had, there wgssething, no description there and |
suppose if | could sort of say anything about the website- that’s th&ome thing they missed because all the

symptoms | read about were symptoms that were associated th%{geeffects of the drugs as well.
Participant 4 (6 months)

ESP pue }xe3,0} parejo
pgyé0|um

1/ d11

V‘ﬁu

The fortnight before we draw the line for the end of treatment as:to Eow things are likely to move on and
likely tests and however... some sort of framework... As it is, we hmve& t got any date at all for anything
beyond next Friday, week Friday, nothing at all... We didn’t havega co_%eS/ve view on the whole thing
presented by one person anyway, it was bits and pieces. Partici%ntﬁ (2-3 months)

o 3
Companion: Its general advice be kind to yourself for few month§(co§,ghs) and then you should begin to
feel stronger or sleep more than you would have done so that yo%ir b8dy recover. So the body has had fair
hammering... It isn’t just the 10 weeks when you take the chemo?herapy challenge is it? It’s much bigger

picture. Participant 1 (2-3 months)

Bojouy

NA
w

It’s all been a bit strange because, | had to come off the initial ché'mc%‘ierapy drugs. It was sort of we will
have to take you off the trial but still keep collecting the data from thfé trial and | understood that
because... | think trials have to be very specific and if you stay outsideéthe guidelines then it does blur the
data... | don’t know whether | will be monitored a little bit extra. | dog t know whether | am assuming when
I go back to check up in six months there would be the same questlonma/res and the same sort of things.
Participant 4 (6 months)

| @p anbiydeuboiqig
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Participants described difficulties with eating
and dietary needs, and expressed the
importance of being provided with relevant
information regarding how the disease or
treatments impacted on these fundamental
needs.

Several participants described a high level of
personal support from clinical and third
sector services, which made a significant
impact on their trial experience. They
described how they had received support
relating to their quality of life and practical
needs, which they may not have accessed
from healthcare professionals.

Patient outlook and quality of life
Psycho-social impact of treatments

The psycho-social impact that some patients
experienced in the first few months
following treatment included disinterest or
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I have phone calls from the clinical nurse... sometimes just to ask%om%l am, he’s helped to make
appointments for me when I’'ve had problems making them myse_af /th he’s managed to make everything
seamless from one thing to another, which | greatly appreaated‘fbecguse I was a bit all over the place,
especially at the beginning of diagnosis... if [clinical nurse] thougfit tl%t maybe | wasn’t getting something,
that the Oncologist was saying to me... maybe sometimes | was I‘é’t@/gg a bit of understanding and he
always made sure that | left that room, understanding everythln@ P&lent 6 (3 months)

o : N
One thing that | asked all along was really about how much | cou‘fd%&i‘ we have been asking, haven’t we?
You sort of [know] it is going to get more difficult, is my throat gougqgo be smaller, will it get bigger again,
how much will | be able to eat? Will | be able to eat properly at th%%éd and | think that all out questions
have been like that. Participant 3 (2-3 months)

IE'D pue
) Inalid
papeo]

Age Connect, Age Concern one of those we have used their advice %few times. Just popped in and seen
them... has been very, very good as a system for us. Participant gmonths)
==

(0]

dn

The medical staff have really been great, and ... I've got all the /r(igormgt/on all I need to do is pick the
phone up and | know | can speak to somebody with any quest/ons: gvave been in contact and ... am on
various forums with Macmillan, ... which ... my wife and | have aares&d quite frequently ... just to view
other peoples’ experiences, Wh/ch has been good, because obv10@sly whatever side effects you’re having,
there’s always somebody else who’s had them as well... it re/nfor%es gnd puts you at ease really to see
other people have gone ... through the same thing. Patient 7 (3 raon@s)

3 3
Somebody did contact us from Macmillan right at the very, very ﬁar@ He went through all sort of social
things like... carers allowance and things like that and that’s onegf thke things that | got to say that we
were very, very grateful for... The information was fantastic and gou R 1€now lots of the sites were really really
good... | think | read along from the Macmillan website because g)at‘ﬁ/as quite sympathetic. Participant 4
(2-3 months) o

By e G20z

Things that | would have done, | am a cellist, | play cello and other thihgs and no way completely
uninterested, stopped, books and all | read stopped. Participant 1 (2% months)

| @p anbiydeuboiqig
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lack of energy to participate in hobbies and
social activities that they had previously.

Gradual improvements to quality of life
Participants explained how the treatment
had impacted on their quality of life overall.
Their physical health post-treatment had
placed restrictions and strains on their
everyday routines. At times they felt they
had relied heavily on their family for support
with daily activities. Gradual improvements
to participants’ health and well-being
related to readapting and regaining their
capacity to participate in previous routines
and social activities.

Adaptation and normality
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| suppose it has affected my social life ... | don’t really [go out]... & th& moment, I've only just started going
out perhaps socially a little bit more. Patient 7 (3 months) = 2
Q@ W
S w
In my previous life basically, | was able to do a bit... of online con@nu@/cating with people not that | felt like
chatting to them but you know, | could keep [up] with things... tow?%(rs:@one by phoning them, or writing to
them, or visiting. Participant 3 (2-3 months) 3 g.g
SERN
23R
My wife has done everything for me and is very, very protective. %Iacgthmk it would have been lot tougher

if I had been on my own. My daughter stepped in and did all the W@E she moved heaven and earth to
make sure that for the last three months she was available... Theae:v@re days when | [said] “it’s okay, let
me drive” and getting back into that was a biggish step but now gc&nmoback into driving. Participant 4 (6
months) RSN

3 W o

eV E
I’'ve seen a daily improvement, day on day something else seems(go u%prove | could eat things today that |
couldn’t eat yesterday. It’s an ongoing thing but it’s an onwards g,nd wpwards kind of feeling. Today I’'m
going to my granddaughter’s birthday and tomorrow I’m going OIIt wath friends. | couldn’t do that a couple
of months ago... starting to get back to normal now. Participant & 5 (38'nonths)

(Q 3
| say we are completely together, and | have completely dependée¥l o@(names wife)... | been thinking very
much about this, see people on a walk, people who are old, and @')_ey'g:ave nobody at home and they have
to go back to an empty house as well and that’s terrible you kno@&. atihe end of the day its absolutely awful
and | have been much aware of this and seen this kind of and the‘%e ake simply people who are by

themselves... how would | have coped that it not been for the k/ng of‘c?e/at/onsh/p Participant 1 (3 months)
:5 ('D

J

My middle daughter, the nurse, when | needed or didn’t know w@t L"t}vas doing at the very beginning, she
. . . =N . :

came with me to the, to the clinics and to the meetings... and askgd t®e questions that | didn’t know what

to ask or wasn’t aware to ask at the time. Participant 8 (3 months)

It’s been very tiring ... my wife and |, we do like to do a little bit of wa¥king and that. | obviously haven’t

been able to do anything like that. Participant 7 (3 months)

| @p anbiydeuboiqig a:n%ﬁv g
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Regaining a sense of normality was
important but complicated for several
participants when re-adapting to life after
treatment, as their daily lives had been
significantly impacted by their experiences
of cancer and treatment. Some participants
explained that they struggled to readjust to
life after treatment, due to the change in
outlook that they needed to make or the
extra support that they had been provided
with during their trial until that point but
was no longer receiving.
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| think there was a feeling of... as if you were left on your own. Y(EI ggt that initial feeling because the 12
weeks of treatment were so intense... we were in the hospital evgydgy sometimes twice a day and then
you know it’s off you go then. It been couple of months now rest, 5recgperate relax, get back to normal life
and | found that quite a strange statement and | got to admit th@ S ,Qerhaps the hardest thing to do now

was getting back to normal life. Participant 4 (6 months) 8 > g
3a€
The days and the nights are not the same at all and you don’t se%;%%vle and you miss all your normal,

normal things that you do certain days and certain, lose all your ﬁp%&pomts (laughs). Participant 1 (6
months) 9
é

1x91 )
ns i

I have found that because we actually went in on Saturday n/ghtgarghe first time it was to a function, a
dinner and | said “I am coming but | don’t know how long | can stgwﬁ’ @ind we stayed until 12’oclock, had a
really nice time and then the next day | went out again to a food % 3Had a fabulous weekend it was really
nice, to break the mould to being ill.... | probably paid for that begagﬁ I had couple days where | have
needed to rest a lot, you know, that’s fine. Participant 2 (3-6 mo@tﬁs}r

> \
I do think back fondly because you sort of make acquaintances wq*th @eople | saw the same people 5
weeks, every day of the week. We got to know each other, we go'f toghat, we got to talk about our cancer,
we got to talk about our treatments and how tired we were. You.amo:w we got to sympathise and carers got
a chance to talk to carers and have laugh and have a little fun an%i ha-Ve a giggle and what you have been
doing today, bit of gardening you know those sort of things and mar@g with laughter sometimes so that’s,
that’s how | have handled it. Participant 4 (6 months)

\

o
>

Well you got to keep cheerful. It’s not... been easy. It’s been bit oga sguggle getting back to normality but...
we getting there.... It been couple of months now rest, recuperatg re'@x, get back to normal life and | found
that quite a strange statement and | got to admit that’s perhaps@heHardest to do now was getting back to
normal life... | am sort of getting to the point where | am starting®o f@el better my wife is noticing that | am
feeling better ... | do a little bit of help around the house and do little ghings... So that’s the thing now

getting back to normality. Participant 4 (6 months)

1 JejiwI

I am getting back to normality then. Participant 7 (3 months)
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Positive outlook after treatment

Several participants described how they
attempted to sustain a positive outlook
about their survival prospects and their
circumstances overall, as a coping
mechanism. Thus, being provided with
adequate support and information aided
their positive outlook.

Impact of COVID-19 pandemic
Vulnerability and isolation
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I’ll tell you one thing that | don’t know whether you come across ynsg lot, but when | went to see the
consultant he told me that the cancer had gone | expected to feeg'quﬁ‘e elated, but | didn’t... if anything |
felt sort of a bit down and | don’t know why... And, my wife felt t‘Ee s@ine as well. Participant 7 (6 months)

Physically, | probably feel better, | feel good, no problems... | am §£¥§1g back to normal, | am really where |
was before the treatment. My social life and my family life, yes, is l&?:@( to where it was, it’s normal, quite
happy it didn’t make any different after the treatment. Partwmaﬁtig)@ months)

Q_ N

53 E
Things improve on a daily basis and hopefully it will continue to /mprgve I don’t like it (laughs)... yeah a lot
(laughs), yeah but that’s fine you know, there will come a day wlié.g /§ will be fine and | will be able to go

[out] again, so I will just wait for that day. Participant 2 (3-6 morgt x

e

p
INapPd

t I didn’t have any difficulties that
ut just waiting for the outcome.

ale
ay)
of pep

‘[?uuﬁu
¥

v
q//2d11

Mentally... | have got no problems at all, never had, also with tregtm
way, | knew what was happening, | was aware of it, and all it wi

Participant 9 (6 months)

(
y

We are not doom mongers... | don’t particularly think it will [be] gooy it will [be] bad. It will be as it is. |
really don’t think | am bothered in that sort of sense at all what gqo@g to happen. It’s just a treatment.
Participant 1 (2-3 months)

pue ‘Bu
wqu

I... try to keep healthy, try to keep active you know and I also try fo h@ve a very positive outlook ... | think
that’s the huge thing during the situation is to be positive, to be Bopétul. | constantly say to people | have
not got the time to worry, | haven’t got the energy to worry. | ne@’d a8l my energy now to look after myself
to get better. Its pointless panicking, its pointless crying, its pomtfr’ess%reak/ng down and saying what if and
why and | think a big part was accepting that, yes | got cancer, y@s / @omg to have to go through the
treatment... | think a lot of the stories about the treatment Weregorrfé’ndous | haven’t felt that as yet.
Participant 4 (2-3 months) o

e G20¢

| feel a lot better. Obviously the time | was diagnosed it was a bit of ax>bolt out of the blue and | was left you
know in big, big shock. So, the fact that they’ve now said to me that @e cancer’s gone, it’s obviously a huge
relief. Participant 7 (6 months)
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Some participants reflected on how the
pandemic may have intensified the sense of
isolation and stress that other patients felt
during their treatment process, although
these participants did not feel personally
affected in this way.

The pandemic caused an increased sense of
vulnerability and cautiousness amongst
cancer patients. However, the
comprehensive social restrictions put into
place for infection control, and the
vaccination programme at times, eased the
sense that some of these participants missed
out on their usual social activities.

Potential Improvements

Sharing information among peers
Opportunities for participants and their
caregivers to share information regarding

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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When you were sat in radiotherapy and chemo, some people progabg needed somebody with them in
chemo, | didn’t... but there were people that were a lot sicker thag | was | suppose pre- Covid you could
have a friend with you to keep you company through the day. Pa?tlugant 8 (3 months)

It’s not nice sometimes when you’ve got to go through things on g%'@own, where you like having your
partner sitting outside the door, but | don’t think it’s affected my;gr@zﬁment. Participant 6 (3 months)

o : N
When we were filling in the clinic surveys... isolation wouldn th(ﬁ%ﬂﬁen isolation if it hadn’t have been for
Covid... Covid had an influence on everything... From times of c/lmcs @ staff levels to... it was an influence
on everything. Participant 8 (3 months) 222

1xa

‘pue
aladns
eo|u

I haven’t been out since the beginning of Covid... it’s been /so/atlcggn‘:'aﬁL the way... if everybody else wouldn’t
have been in isolation as well, | suppose it would’ve affected me mare:but because everybody else was in
isolation... | don’t suppose it bothered me that much, no, | was g tg Eomfy that everybody else was stuck in
as well. Participant 8 (3 months)

p

v‘ﬁuumu

//2d11

Everybody’s been really cautious around me; you know any famllg members that were coming here were
doing lateral flow tests before. And, I still wear a mask whereverZgoS. we went away on holiday other
people weren’t wearing masks, when they were going to the baﬂmr tge restaurants, but | was. There is a bit
of anxiety, but I’'m double vaccinated. | still go to shops and stuff,%but%l do get a bit of a rumbly tummy if I'm

around people and they’ve not got masks on. Participant 6 (6 monthg)
3 3

S

I’'ve read ... which could have made me more vulnerable to Cov1d°’ toounter that ... | had my two vaccines
.. quite quickly because... of the cancer I’'ve had, so that most prc%ab;/ countered that bit ... the stress of

that against catching the Covid. Participant 7 (3 months) A
w

Bojouy

. . . =) .
You’ve gotta wear masks and things like that... So, obviously youZougn’t go out as much... Whilst you’re
going through treatment | didn’t wanna go anywhere anyway, so the.,... Coronavirus didn’t affect me, very,
very little. Participant 7 (6 months)

aouaby 1¥%

I think there should be opportunities where people that have been th%'bugh [cancer treatment]... share
maybe positive experiences, can also point people in the direction yo& know? ... | think there is an

10

| @p anbiyde.b


http://bmjopen.bmj.com/

oNOYTULT D WN =

their experiences of cancer and their
treatment pathway through peer support
networks were suggested as a means of
improving patient knolwedge.

Follow up information

Follow up information regarding the
participants’ current cancer status, as well as
results from the trial, were desired by a
participant, who felt that they were unsure
about their personal outcomes or how this
related to the wider trial.
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opportunity there maybe a support network of people’s needs, nged fo be arranged. Participant 4 (6
months) =

«

S
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@ m

@D >

nn

- @

Da

Did they tell me it was a 70/60 chance... they said to me they cargb@g it away... if it’s not burnt away why
not, you know what | mean? | think it should be followed up anaﬂ-@:ﬁpose my question to follow onto that
would be, would we, the participants be able to see the outcome?oﬁlgur survey? Participant 8 (3 months)

" (S39Yv) Jnauadn
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Abstract

Objectives

This qualitative study explored patients’ experiences and perceptions of the SCOPE2 trial.
SCOPE2 studied radiotherapy dose escalation in patients with inoperable oesophageal

cancer treated with dCRT definitive chemotherapy.

Setting

Recruitment at five clinical sites in England and Wales, UK.

Participants

SCOPE2 trial participants, were invited to take part in interviews from across five clinical
sites. Participants self-selected to take part in up to three interviews across four different
time points: baseline (before treatment) and at 2-3 months, 3-6 months or 6 months+ after

baseline. There were five female and five male interview participants.

Interventions

Participants were randomised to standard dose dCRT prescribed carboplatin/paclitaxel or
cisplatin/capecitabine, or an escalated dose dCRT prescribed carboplatin /paclitaxel or

cisplatin/capecitabine.

Methods

This qualitative study used semi-structured longitudinal interviews to explore the impact of
treatment, patient outlook and quality of life and the impact of the COVID-19 pandemic.

Interview data were thematically analysed.
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Results

Ten patients participated in 16 longitudinal interviews. Three participants were
accompanied by companions. Participants experienced side-effects from radiotherapy and
chemotherapy including nausea, throat pain, difficulties eating and regaining appetite,
thrombosis and fatigue, although most of these symptoms gradually improved. Participants
required more ongoing information and support regarding treatment side-effects, and
cancer status in order to improve their overall quality of life. Best practice examples

involved key contacts providing practical advice and signposting support.

Conclusion

Participants of the SCOPE?2 trial reported short and longer-term side-effects from
chemoradiotherapy, but these usually lessened over time. Participants attempted to be
positive about their survival prospects by readjusting their expectations, priorities and
lifestyles. Providing patients with ongoing opportunities to discuss detailed and timely
information regarding treatment side-effects, aftercare and cancer status could improve the

overall health and wellbeing of patients during oesophageal cancer trials and pathways.
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Article Summary

Strengths and limitations of this study

This study highlighted patients’ ongoing trial and treatment experiences and the
opportunity to inform trial conduct through longitudinal interviews.
Semi-structured interviews provided rich data regarding patient experience before
and during the Covid-19 pandemic, across different time points from participants
across a range of age groups and genders.

Recruitment to this qualitative study was slow and the small numbers of participants
recruited restricted the breadth of experiences explored across different trial arms
and the additional impact of higher dose of radiotherapy on patients.

Lack of integration of qualitative study into the main trial recruitment limited
opportunities for participant recruitment.

Participants were self-selecting for interview, and needed to be well enough to be

interviewed, thereby introducing a level of participant bias.
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The experiences of patients with oesophageal cancer receiving chemoradiotherapy
treatment: a qualitative study embedded in the SCOPE2 trial.

BACKGROUND

Oesophageal cancer (OC) has a relatively poor prognosis, as curative surgery is appropriate
for only around 20% of the patient population (1) (2). Definitive chemoradiotherapy dCRT is
offered as an alternative for patients who are unsuitable for surgery and is considered more
effective than radiotherapy or chemotherapy alone(3). However, despite improved survival
outcomes anticancer treatments may cause toxicities (4) and thus further diminish the

patient’s quality of life. (5)

The SCOPE2 trial builds on the SCOPE1 phase 2/3 trial (2013) which highlighted the survival
and long-term toxicity benefits of standard dCRT, as well as improved quality of life (6).
However, SCOPE1 did not capture the experiences of the trial or treatments from the
patients’ perspectives. Subsequently, the SCOPE2 trial embedded a qualitative component

which examined real-time experiences of a subgroup of trial participants.

SCOPE2 is a randomised Phase 2/3 trial for locally advanced non-metastatic oesophageal
cancer patients. It examines radiotherapy dose escalation (standard dose of 50GY versus
high dose of 60GY) and the effects of standard chemotherapy drugs (cisplatin and
capecitabine, or carboplatin and paclitaxel). All patients were randomised in to one of four
arms. Additionally, it embedded a Phase 2 trial whereby patients who had not responded to
the first two weeks of chemotherapy (as assessed by a second a positron emission
tomography (PET) scan) could be randomised to either continue this chemotherapy regimen

or switch to alternative one (7).
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Previous qualitative studies embedded into cancer trials have provided in-depth insights into
the experiences of patients with cancer relating to trial processes, their treatments, and their
recovery (8) (9). In an OC trial (ROCS), real-time reporting of patient perspectives prompted
trial amendments to increase recruitment and highlighted existential concerns around the
issues of physical and social eating, along with the burden of side-effects of radiotherapy and
hospital appointments (9). In ROCS, patients were randomised to receive a stent or a stent
plus radiotherapy. Those who received chemoradiotherapy treatment experienced longer-
term toxicity and a high symptom burden including dysphagia, lack of appetite, fatigue,
dyspnoea (difficulty breathing) and pain, having a significant impact on physical functioning

and quality of life.

This qualitative study was integrated within the SCOPE2 trial to provide an in-depth
understanding of a sub-set of patients’ and their companions’ first-hand experiences of the
demands of the trial and treatments, which are not captured through other trial data. The
ongoing needs of participants were reported to the trial team with the aim of informing

practice.

Aims

The aim of the qualitative component of the SCOPE2 trial was to explore patients’
experiences of chemoradiotherapy and perceptions of participating in the trial. SCOPE2
escalated definitive chemoradiotherapy dCRT compared with standard dose, and of the two

drug regimens based on the outcomes of PET scans.
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Objectives:

1. To assess patient experience and perceptions of each dCRT arm of the trial.
2. To consider how participants’ views change over time spent on treatment.
3. To examine the personal impact of treatment on participants’ health and

wellbeing.

Qualitative findings discussing the trial conduct, recruitment, and reasons for declining the

trial are available in a full qualitative report, available on request.

METHODOLOGY

Study Design

This was a multicentre, longitudinal qualitative study of a sample of clinical trial self-
selecting participants with potentially curable OC. Qualitative methods were chosen to

explore the nuanced and individual experiences of participants.

Public and Patient Involvement

The trial was overseen by a Trial Management Group which included two patient
representatives known as Research Partners recruited through the Involving People
Network (10) The research partners provided review and input into assessments of trial
documentation, in particular patient facing documents, assisted with Scientific Milestone
Reports, and contributed to TMG meetings. A PPl representative also reviewed final

qualitative summary findings.

Ethics approval statement
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SCOPE2 has full ethical approval from Wales Research Ethics Committee 3 (dated 22nd

January 2016, with subsequent approval of each amendment; REC reference 15/WA/0395)
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and is conducted in accordance with The Medicines for Human Use (Clinical Trials)
1 Regulations 2004 (S12004/1031) and subsequent amendments, and the Declaration of
13 Helsinki 1996. Written informed consent has been obtained from all study participants, with ‘

separate consent obtained for participants in the Qualitative interview study.
19 Recruitment

22 The qualitative study took place between July 2017 and December 2021. Due to the Covid-
24 19 pandemic the trial was closed to recruitment between March and August 2020 and the
57 gualitative study between March and October 2020. The main trial began in 2016

29 completed recruitment December 2023 and closed in February 2024.

32 SCOPE2 trial participants were invited to take part in interviews from across five clinical sites

35 (hospitals) in England and Wales, which had signed up to the qualitative study. Potential

37 participants were informed of the optional qualitative interview study at the point of

* (s3gv) Inaladns juswaublaosug

consent into the main trial or at any point during the following 24 months after recruitment
42 to the main trial. Initially, patients were invited for interviews up to six months after
baseline, but due to slow recruitment ethical approval was obtained to expand the

47 timescale for recruitment to interviews up to 24 months after baseline. This coincides with
trial follow up periods. Patients were provided with a qualitative study patient information

52 sheet (PIS) and consent was obtained once the patient had sufficient time to review the PIS.

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

54 The qualitative study team were informed of the patient’s contact details via secure email if
57 patients provided written consent. Otherwise, patients provided their contact details to the

59 gualitative team using a reply slip and a stamped addressed envelope. The qualitative
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researchers contacted trial participants directly to arrange an interview and requested
signed consent at the time of interview (face to face or via post). Participants were offered
the opportunity to ask any questions before consenting. Companions who accompanied
patients during interviews provided written consent, in order to capture additional
information that they discussed. All consent forms were held securely by the qualitative
research team. Each participant was invited to participate in a maximum of three interviews

and were not offered payment.

Patients eligible for the trial who chose not to consent, were also invited to participate as
non-consenters in the qualitative study, to explore their experiences of being invited to take
to the SCOPE2 trial. The results of these interviews are not discussed in this paper, as they

focus on trial conduct but are available in the qualitative report.

An initial sample size of 24-40 participants (6-10 per arm) was based on researcher
judgement and theoretical saturation (11). However, due to time and financial limitations,
the qualitative study finalised data collection in 2021. Barriers to recruitment are discussed

in the limitations section and are more fully discussed in the qualitative report.

Data collection

The qualitative researchers conducted semi-structured interviews. These researchers have
experience in thematic analysis, as well as interviewing participants concerning sensitive
subjects including cancer. They collected and analysed the data through a critical lens of
researchers working outside the main trial team and focused on understanding the lived

experience of participants.
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Interviews were conducted face to face at participant’s homes or at the hospital before
social restrictions were imposed in March 2020 due to the Covid pandemic, and by
telephone thereafter. Participants were invited to be interviewed up to three times across
four different time points: baseline (consent to the trial before treatment), 2-3 months, 3-6
months, or 6 months+ after baseline. This reflected the key time points in the trial before,
during and after treatment. Demographic information was collected and is reported

descriptively but was not used as sampling criteria.

Before contacting participants for initial or follow up interviews, the qualitative researcher
consulted the site’s nurse to confirm that the patients remained in the trial and were well
enough to be interviewed. Due to the short timeframe between recruitment and treatment,
or consent processes, it was not always possible to interview all participants at baseline, in
these instances participants were asked to recall their experiences of trial recruitment in

later interviews.

A semi-structured interview schedule was used to ensure a degree of consistency across the
interviews, whilst still allowing for information to be elicited iteratively as interviews
progressed (Supplement 1). A revised version of the interview schedule (v.30, Protocol 7.0)
was used after February 2021, which included questions regarding the impact of Covid-19
on the participants’ experiences (Supplement 2). These schedules include questions for
participants at baseline and another set for those after treatment. Guide questions were
tailored appropriately to each timepoint. Questions relating to this article are highlighted in
interview schedule supplements. Topics covered in the interviews, in line with the aims

above included:

10
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e Impact of treatment on physical function, health and wellbeing.

e Personal needs and expectations.

e Patients’ and their companions’ perceptions of the trial and their future aspirations.
Interviews were audio recorded and transcribed verbatim by members of the team or an

external transcription company.

Data Analysis

Longitudinal interviews were used to provide opportunities to gain an understanding of the
patient’s experience over time and draw attention to the processes and factors that
influence change for the patient at different time points (12). This qualitative study does not
aim to be fully generalisable but to provide in-depth insights into patient experiences of
chemoradiotherapy. Data were analysed thematically (13)(Braun & Clarke, 2012). This analysis
was an iterative process, involving inductive coding and interpretating data separately, then
jointly identifying concepts and developing codes. The main researcher coded all data using
the NVivo 12 software program, with 20% double-coded transcripts by the other researcher
to ensure rigour. The researchers jointly developed a framework for analysis, through a
process of cross-checking and deliberation of themes. Themes were generated, reviewed

and categorised into key themes and sub-themes.

Additional details about how this study was conducted are available in the COREQ checklist

supplement 3.

RESULTS

Participants characteristics

11
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Ten participants took part in a total of sixteen longitudinal interviews (Table 1). There were
five female and five male interview participants, and three participants were accompanied
by companions. The age range was 57-82 years and mean age was 70 years old. Five
participants received the second PET scan (as part of the PET sub-study) while five did not

receive this second scan (Table 1).

Participants were interviewed from across all four treatment arms of the trial: standard
dose dCRT prescribed carboplatin/paclitaxel (Arm 1); standard dose dCRT prescribed
cisplatin/capecitabine (Arm 2); escalated dose dCRT prescribed carboplatin /paclitaxel (Arm
3); and escalated dose dCRT prescribed cisplatin/capecitabine (Arm 4) (Table 2). All
interviews were conducted within seven months after baseline. Chemoradiotherapy was

completed within twelve weeks.

Table 1: Number of participants interviewed pre and post pandemic.

Data collection period Number of Number of
participants Interviews
interviewed

Pre-March 2020 4 7
(In-person interviews prior to Covid-19

pandemic)

Post-October 2020 6 9

(Telephone interviews after qualitative
study suspension from March 2020 to
October 2020 due to Covid-19 pandemic)

Total 10 16

Table 2: Participants’ information and interviews

12
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Participant | Arm | Companion Second PET | Baseline Between | 3-6 6
accompanied | scan atday | interview | 2-3 months months+
14 months after after

after baseline baseline
baseline

P1 2 X v N4

P2 2 X v

P3 1 X X N4

P4 1 v v v

P5 1 v

P6 4 v 4 v

P7 2 X N4 v

P8 3 X v

P9 2 X v

P10 4 X N4

Qualitative findings

The experiences of participants were captured throughout the trial, which highlighted

changes at different time points in participants’ perspectives, and the impact of treatment

regimens on quality of life, including daily, family and social life (14) (15). The following

results highlight the findings from the interviews, relating to the following key themes:

impact of treatments; treatment impact over time, patient outlook and quality of life, and

impact of Covid-19. A hierarchy of themes and subthemes are presented in Table 3. A

discussion of these findings is outlined below, with illustrative quotations. A comprehensive

outline of all relevant quotations is available in Supplement 4.

Table 3: Themes

‘salfojouyaal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

Themes

Subthemes

Secondary subtheme

Experiences of treatment

Impact of treatment

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Side-effects from treatments Side-effects from chemotherapy

Side-effects from radiotherapy

Recovery after chemoradiotherapy

Treatment impact over Information and support needs after
time treatment

Patient outlook and Psycho-social impact

quality of life after

treatments Gradual improvements to quality of life

Adaptation and normality

Positive outlook after treatment

Impact of Covid-19 Vulnerability and isolation

Experiences of treatment

Participants described the impact of receiving the treatment (radiotherapy and
chemotherapy) including side-effects, and improvements to health. They emphasised how
information provision and support from clinical trial and NHS staff before, during and after

their treatments impacted on their overall psychological, as well as physical wellbeing.

Impact of treatment
Initial chemoradiotherapy and support provided by clinical teams earlier in the trial were
described as having resulted in small improvements for some participants’ cancer symptoms.

These cancer symptoms mainly related to difficulties eating.

When | started, | had difficulty swallowing obviously with the oesophagus tumour
and it was sort of every meal, every few mouthfuls were getting difficult and | found
in about two weeks into the first cycle, | was pretty much able to swallow normally.

So, something positive is happening’. Participant 4 (2-3 months)

14
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| had a tube fitted in my arm yesterday, ready for the chemo on Friday, and I've got a

feeding tube, so | don’t have to worry about not getting enough nutrition in, so |

think a lot of worries | had at the beginning have faded. Participant 6 (Baseline)

Side-effects from treatments

Participants experienced short and longer-term side-effects from the trial treatments
including pain, dysphagia, tiredness, and thrombosis. Several participants experienced
multiple side-effects including pain and fatigue, or general degradation in their health,

although most participants felt that these subsided over time.

During the 1st cycle ... the pain in my feet and little bit sort of pins and needles like
that, | think that’s the worst side effect that | have experienced... Tiredness, you
know, | just feel worn out... the other thing that | get is almost like fatigue in my
thighs... | think one day where | felt sick which is [from] just cleaning my teeth.

Participant 4 (Baseline)

Side-effects from chemotherapy

Participants described common side-effects they experienced after receiving chemotherapy

including muscular fatigue, pain, and neuropathy in their feet. While most of these were

expected, they were at times unprepared for certain symptoms.

The side effects I've | had are quite sore feet at one stage when | was on the

chemotherapy, which was difficulty walking. Participant 7 (3 months)

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Cos everybody expected when | stopped the chemo, especially me. | thought that
was it (laughs), you know stop the chemo and that’s fine. And, then | stopped the

chemo, and | got ill (laughs). Patient 6 (6 month)

Four patients reported that during the trial their chemotherapy treatment had been
changed or stopped due to pre-existing conditions, side-effects that they had experienced
or that the treatment was not positively affecting their cancer outcomes. Two patients’
experiences of these chemotherapy switches are described below. This demonstrates the
complexities patients and clinicians may face when weighing up the side-effects of different

chemotherapy regimens.

| found the capecitabine taking those every day | think they were the hardest of the
drugs that | was taking... | did notice with them the nausea and the sickness, and the
fatigue was massive. When, they put me on [another chemotherapy drug] ... | felt it
was much gentler... unfortunate[ly] for me... having a blood clot... | think that was
the worst thing... the blood clot was harder to recover from than the cancer

(laughs)’. Participant 4 (3 months)

The first chemo | was on, they had to change... I've got... Neuropathy... So, they
changed it. And another one was because of my kidneys. They changed that to a

different one right at the very beginning. Participant 5 (3 months)

Side-effects from radiotherapy

16
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The experience of receiving radiotherapy was reported by most participants as being
physically and psychologically arduous. Difficulty and pain swallowing experienced after

radiotherapy were the main side-effects described by several participants.

Because of what the radiotherapy does, it sort of burns all the inside and it’s very
difficult to swallow... but that was the worst thing to be perfectly honest with you,
the thing is | would like to able to eat like | used to, but at the moment | can’t but |

am getting there... definitely tons better now. Participant 2 (2- 3 months)

With the radiotherapy... | was completely and utterly flat out, nothing mattered at
all... You can’t win it at any point... you can’t concentrate or want anything, you feel

bad if there is no pain, nevertheless you feel dreadful. Participant 1 (6 months)

Recovery after chemoradiotherapy

After the completion of chemoradiotherapy, during the recovery period, participants
experienced symptoms which ranged from mild to severe, having physical and psychological
outcomes. Nausea, as well as fluctuations in appetite, weight and energy levels were reported

by participants, often relating to pain and issues swallowing.

| lost my appetite a bit, but ... that’s come back now, and ... | am starting to regain weight...
| still have problems digesting food ... some foods just get stuck in my oesophagus, and that

is still a little bit painful. Participant 7 (3 months)

17
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Some participants recalled having to adapt to the fatigue caused by difficulty sleeping and
pneumonia. Participants’ symptoms tended to lessen over time, and when they had received
support to reduce these symptoms from clinical services, they usually recalled noticeable
improvements. Post-chemotherapy issues relating to bowel function included constipation

and diarrhoea. Other symptoms were also reported including low immunity and hair loss.

| had pneumonia... | started with the infection as soon as | finished the chemo... | was in
hospital for a week. And, | had about four different courses of antibiotics and they just
weren’t working on the pneumonia. And | felt worse with that than | had been through all
the treatment. And | was just starting to get better before we went away... within days |

suddenly was much, much, much better. Participants 6 (6 months)

| had trouble sleeping for quite some time and that has sorted itself out now and can sleep
perfectly well now without any paracetamol at all, so night-time is good. Participant 1 (2-

3 months)

It was not always possible to differentiate between the impact of chemotherapy or
radiotherapy treatments, as participants described their symptoms more generally and did

not necessarily attribute them to individual treatments.

Treatment impact over time
Participants reflected on their cancer treatment journey and how their symptoms had
changed over time, including facing adversity throughout treatment regimens and gradual

improvements.

18
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At the time during the treatment ... I've felt really, really, really ill, worse than before
| started the treatment... The treatment was tough... | have [had] a lot of symptoms,

side-effects from it. But those have finished now, so obviously things are improving...
when it finished, | was having problems... but each day I’'m getting better. Participant

5 (3 months)

I’m just feeling better every day and my eating is improving all the time. Participant

6 (6 months)

Information and support needs after treatment

Concerns were raised by several participants and their companions regarding what would
happen post-treatment, as they felt that there was less information and support available
than before and during their treatment. Participants expressed a need for further and more
timely information and updates from healthcare professionals regarding potential side-

effects, including recovery timescales post-treatment.

We actually felt that we have huge information on side effects during treatment but

virtually nothing on after [treatment]. Companion of Participants 1 (2-3 months)

Patient: No interest at all in checking my general condition which could have
changed because of the treatment ...
Companion: And you just hope that all the drugs are compatible...

They all interact with each other and that is another hurdle. Who knows?...

19
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Patient: It’s thousands of, it’s thousands of trials. How can you do it, interaction of

drugs is a massive problem being tackled all the time. Participant 1 (2-3 months).

Participants described difficulties with eating and dietary needs and expressed the
importance of being provided with relevant information from clinicians regarding how the

disease or treatments impacted on these fundamental needs.

One thing that | asked all along was really about how much | could eat, we have been
asking, haven’t we? You sort of [know] it is going to get more difficult, is my throat
going to be smaller, will it get bigger again, how much will | be able to eat? Will | be
able to eat properly at the end and | think that all out questions have been like that.

Participant 3 (2-3 months)

Several participants described the high level of personal support from clinical and third
sector services, including key workers, which made a significant impact on their trial and
treatment experience. They described the support and information they received relating

to their quality of life and practical needs.

| have phone calls from the clinical nurse [key worker] ... sometimes just to ask how |
am, he’s helped to make appointments for me when I’'ve had problems making them
myself. And he’s managed to make everything seamless from one thing to another,
which | greatly appreciated, because | was a bit all over the place, especially at the
beginning of diagnosis... if [clinical nurse] thought that maybe | wasn’t getting

something, that the Oncologist was saying to me... maybe sometimes | was lacking a

20
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bit of understanding and he always made sure that | left that room, understanding

everything. Patient 6 (3 months)

The medical staff have really been great, and ... I've got all the information ... all |
need to do is pick the phone up and | know | can speak to somebody with any
guestions ... | have been in contact and ... am on various forums with Macmillan, ...
which ... my wife and | have accessed quite frequently ... just to view other peoples’
experiences, which has been good, because obviously whatever side effects you're
having, there’s always somebody else who’s had them as well... it reinforces and
puts you at ease really to see other people have gone ... through the same thing.

Patient 7 (3 months)

Patient outlook and quality of life after treatments

Psycho-social impact of treatments

In the first few months during and post-chemoradiotherapy patients described the psycho-
social impact of treatment. This included disinterest or lack of energy to participate in

previously enjoyed hobbies and social activities.

Things that | would have done, | am a cellist, | play cello and other things and no way
completely uninterested, stopped, books and all | read stopped. Participant 1 (2-3

months)

Gradual improvements to quality of life

21

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 22 of 67

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

* (s3gv) Inaladns juswaublaosug

e


http://bmjopen.bmj.com/

Page 23 of 67

oNOYTULT D WN =

BMJ Open

Participants explained how the treatment had impacted on their quality of life. Most
participants experienced gradual improvements to their health and well-being. This related
to regaining their capacity to participate in previous routines and social activities. However,
they also felt that their physical health post-treatment had placed restrictions and strains on
their everyday routines. Some felt they had relied heavily on their family for support with

daily activities.

My wife has done everything for me and is very, very protective... | do think it would
have been lot tougher if | had been on my own. My daughter stepped in and did all
the work... she moved heaven and earth to make sure that for the last three months
she was available... There were days when | [said] “it’s okay, let me drive” and
getting back into that was a biggish step but now | am back into driving. Participant

4 (6 months)

Adaptation and normality
Regaining a sense of normality was important but complicated for some participants when
re-adapting to life after treatment, as their daily lives had been significantly impacted by
their experiences of cancer and treatment. Several participants explained that they
struggled to readjust to life after treatment, due to the change in outlook that they needed
to make, or the extra support that they had received on the trial, which was no longer
available.
I think there was a feeling of... as if you were left on your own. You get that initial
feeling because the 12 weeks of treatment were so intense... we were in the hospital

everyday, sometimes twice a day and then you know it’s off you go then. It been

22
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couple of months now rest, recuperate relax, get back to normal life and | found that
quite a strange statement and | got to admit that’s perhaps the hardest thing to do

now was getting back to normal life. Participant 4 (6 months)

Positive outlook after treatment
Several participants described how they attempted to sustain a positive outlook about their
survival prospects and their circumstances overall. Thus, being provided with adequate

support and updated information aided their positive outlook.

Things improve on a daily basis and hopefully it will continue to improve. | don’t like
it (laughs)... alot (laughs), yeah but that’s fine you know, there will come a day
when it will be fine and | will be able to go [out] again, so | will just wait for that day.

Participant 2 (3-6 months)

| feel a lot better. Obviously, the time | was diagnosed it was a bit of a bolt out of the
blue and | was left you know in big, big shock. So, the fact that they’ve now said to

me that the cancer’s gone, it’s obviously a huge relief. Participant 7 (6 months)

Impact of the Covid-19 pandemic

Vulnerability and isolation

Some participants reflected on how the pandemic may have intensified the sense of
isolation and stress that other patients felt during their treatment process, although these

participants did not feel personally affected in this way.

23
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When you were sat in radiotherapy and chemo, some people probably needed
somebody with them in chemo, | didn’t... but there were people that were a lot
sicker than | was | suppose. Pre- Covid you could have a friend with you to keep you

company through the day. Participant 8 (3 months)

When we were filling in the clinic surveys... isolation wouldn't have been isolation if
it hadn’t had been for Covid... Covid had an influence on everything... From times of

clinics to staff levels... it was an influence on everything. Participant 8 (3 months)

The pandemic caused an increased sense of vulnerability and cautiousness amongst these
patients. However, the comprehensive social restrictions put into place for infection control,
and the vaccination programme at times allayed some of their fears and eased the sense

that these participants missed out on their usual social activities.

| haven’t been out since the beginning of Covid... it’s been isolation all the way... if
everybody else wouldn’t have been in isolation as well, | suppose it would’ve
affected me more but because everybody else was in isolation. Participant 8 (3

months)

I’'ve read ... which could have made me more vulnerable to Covid... to counter that ...
| had my two vaccines ... quite quickly because... of the cancer I've had, so that most
probably countered that bit ... the stress of that ... against catching the Covid.

Participant 7 (3 months)

DISCUSSION
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Main Findings

This qualitative study captured the experiences and perceptions of SCOPE?2 trial participants,
using longitudinal interviews. These interviews highlighted participants’ practical, physical,
and psychosocial needs at different time points. Participants described expected and
unexpected side-effects from the radiotherapy and the chemotherapy schedules at different
time points, although most of these symptoms lessened over time. Participants attempted
to be positive about their survival prospects and applied coping strategies by readjusting
their expectations and priorities, focusing on regaining a sense of ‘normality’. The need for
improved information and communication regarding the longer-term side-effects of
chemoradiotherapy, aftercare, and cancer status was highlighted as necessary to improve

overall patient experience and quality of life. (16)(17)

Comparison with the existing literature

Consistent with earlier qualitative studies, participants in this qualitative study experienced
varying side-effects from the chemoradiotherapy treatments across the trial arms, which
ranged from mild to severe. Shorter-term symptoms included pneumonia, fatigue, difficulty
sleeping and pain swallowing, reflect symptoms reported more generally among
oesophageal cancer patients (16). Gastrointestinal effects were also reported, including
nausea, satiety and diarrhoea, poor appetite, and weight loss, reflecting side-effects after
surgery reported in other studies (17)(18). Due to the low number of participants in this
gualitative study, it was not possible to differentiate the impact that each treatment arm or
PET scan had on the participants. However, the side-effects reported do reflect those

expected for this group of participants, the number of cases relating to chemoradiotherapy
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are reported in more detail in the SCOPE2 PET paper and will be available in the SCOPE2 trial

findings. (19)

Participants’ perceptions of their treatment and side-effects changed over time and they
attempted to be positive about their survival prospects by readjusting their expectations
and priorities, as reported in previous studies (20). Similar coping strategies and approaches
to resilience and adaptation have been identified in studies that highlight the changing
emotions that patients deal with when facing the uncertainties of life-threatening illnesses
(21)(22). As reported in prior research findings, participants reflected on the importance of
regaining a sense of ‘normality’, as their daily lives had been significantly disrupted by the
cancer and its treatment, but for the most part were improving over a period of months.

(23) (24).

Participants described varying levels of uncertainty and a lack of knowledge regarding
potential longer-term side-effects from treatment. This reflects previous research findings
illustrating the need to provide timely and appropriate patient communication and
information, particularly relating to treatment aftercare, which can reduce anxiety and
increase patients’ well-being and their sense of agency (16,17,25). In contrast, best practice
examples were described as key contacts organising appointments and providing
signposting to appropriate information, (26) which reduced psychological and physical

burdens on the participants during a time when they were acutely ill.

These findings illustrate how the Covid-19 pandemic had varying effects on participants
when receiving cancer treatment. Some participants felt that due to social restrictions the
impact on their social activities was less than it usually would have been pre-pandemic.

Conversely, others felt a heightened sense of social isolation and reduced opportunities for
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peer support, as previously reported in studies of patients with cancer during the pandemic

(27,28).

Strengths and limitations compared with other studies.

This longitudinal qualitative research provided nuanced in-depth insights into participants’
perceptions and experiences of the trial and impact of chemoradiotherapy before and
during the Covid-19 pandemic. These insights are not comprehensively captured through
other types of data collection (quantitative and clinical data) (29). Using longitudinal
interviews has also informed the trial team of patients’ ongoing information and support
needs. However, recruitment to this qualitative study was slow and the relatively small
numbers of participants recruited restricted data saturation. This particularly impacted the
breadth of experiences explored across different trial arms and the ability to understand the
additional impact of higher dose of radiotherapy on patients. These low numbers meant it
was not possible to fully assess patient experience and perceptions of each dCRT arm of the
trial. Recruitment to the qualitative study was delayed pre and post pandemic, as

permissions to recruit to the qualitative element were granted separately to the main trial.

Although, the qualitative study was considered embedded in the overall trial, recruitment
was not fully integrated, as trial and qualitative study participants were consented at
different times. This increased the time, and resources required for qualitative recruitment.
Additional barriers limiting recruitment included lack of available staff for recruitment, the
health of participants and delays due to the Covid-19 pandemic. In contrast some
guantitative (30)or combined qualitative and quantitative studies (31) which examined

patients’ experiences or quality of life after oesophageal cancer treatment recruited higher
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numbers of participants. These were able to compare the broader range of patients’
experiences of chemoradiotherapy. Nonetheless, these studies did not explore the depth

and range of trial and treatment experiences through qualitative data collection.

Implications for policy makers and future research

OC clinical pathways need to provide opportunities for patients to discuss, revisit
information and ask questions before, during and after their treatments, in order to
enhance patient satisfaction with their trial, treatment and recovery experiences. Consistent
signposting to charities and peer support could also enable patients to access relevant and
timely support. Future trials and pathways should ensure ongoing access to support
through the provision of a key contact for the patient. Sharing updates regarding the
progress of the trial where possible, would also be useful for participants. A more integrated
approach to qualitative studies embedded in trials including incorporating real-time
reporting in future trials could provide improved opportunities for recruitment and patient

experience.

CONCLUSION

Qualitative study participants of the SCOPE2 trial were generally positive about the impact
of their treatments and recovery experiences, despite experiencing a range of side-effects,
some of which were unexpected. Future trials and cancer services should consider patients’
needs for ongoing information and support regarding treatment aftercare, longer-term side-

effects, and cancer status to improve their overall health and wellbeing.
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Supplement 1

Consolidated criteria for reporting qualitative studies (COREQ): 32-item checklist

No Item

Domain 1:
Research team
and reflexivity

Personal

Characteristics

1. Interviewer/facilitator
2. Credentials

3. Occupation

4, Gender

5. Experience and training
Relationship with

participants

6. Relationship established

Guide questions/description

Which author/s conducted the interview
or focus group?

Dr Daniella Holland-Hart

Dr Mirella Longo

What were the researcher's credentials?
E.g. PhD, MD
PhD

What was their occupation at the time of
the study?
Research Associate, Cardiff University

Was the researcher male or female?
Female

What experience or training did the
researcher have?

All researchers hold extensive expertise in
doing interviews. They all hold an updated

GCP certificate and NVivo training and
hold PhD’s.

Was a relationship established prior to
study commencement?

No relationship but the researchers used
their research experience and training to
introduce the research study and mitigate

the asymmetry of information between the

two parties.
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No Item

Participant knowledge of

7. the interviewer
Interviewer
8. characteristics

Domain 2: study

design
Theoretical
framework
Methodological
9. orientation and Theory
Participant
selection
10. Sampling
11. Method of approach
12. Sample size
13. Non-participation

Guide questions/description

What did the participants know about the
researcher? e.g. personal goals, reasons for
doing the research

Reasons for doing the research

What characteristics were reported about
the interviewer/facilitator? e.g. Bias,
assumptions, reasons and interests in the
research topic

Research expertise

What methodological orientation was
stated to underpin the study? e.g. grounded
theory, discourse analysis, ethnography,
phenomenology, content analysis

Thematic analysis, the conceptual thematic
framework used in the study is described
in the methodology section.

How were participants selected? e.g.
purposive, convenience, consecutive,
snowball

The sample were self-selecting.

How were participants approached? e.g.
face-to-face, telephone, mail, email

Face to face through the research nurse.
Then via phone from the researchers.

How many participants were in the study?
10

How many people refused to participate or
dropped out? Reasons?

One patient was too unwell to participate
in interviews after consenting.
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No

Setting

14.

15.

16.

Data collection

17.

18.

19.

20.

21.

22.

BMJ Open

Item

Setting of data collection

Presence of non-
participants

Description of sample

Interview guide

Repeat interviews

Audio/visual recording

Field notes

Duration

Data saturation

Guide questions/description

Where was the data collected? e.g. home,
clinic, workplace
At home or via telephone.

Was anyone else present besides the
participants and researchers?
Companions were present in some
interviews.

What are the important characteristics of
the sample? e.g. demographic data, date
Gender, age.

Were questions, prompts, guides provided
by the authors? Was it pilot tested?
Interview schedules included prompts,
which were tested by a senior qualitative
researcher (AN).

Were repeat interviews carried out? If yes,
how many?

No repeat interviews were carried out but
follow up interviews were carried out.

Did the research use audio or visual
recording to collect the data?
All interviews were audio recorded.

Were field notes made during and/or after
the interview or focus group?

Field notes were not made during the
interviews.

What was the duration of the interviews or
focus group?
Mean average 44 minutes

Was data saturation discussed?
Yes, this was discussed within the team.
However, we were unable to reach
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No Item

23. Transcripts returned
Domain 3:

analysis and

findings

Data analysis

24. Number of data coders

Description of the coding

25. tree

26. Derivation of themes
27. Software

28. Participant checking
Reporting

29. Quotations presented

Guide questions/description

saturation due to the limited number of
interviews.

Were transcripts returned to participants
for comment and/or correction?
No this was not done.

How many data coders coded the data?
2 data coders (DHH) and (ML)

Did authors provide a description of the
coding tree?

A coding tree is available but not described
in the paper. However, the main themes
and sub-themes are outlined in Table 4.

Were themes identified in advance or
derived from the data?
Derived from the data itself.

What software, if applicable, was used to
manage the data?
NVivo 12

Did participants provide feedback on the
findings?

The patients did not comment but were
offered a summary of findings.

Were participant quotations presented to
illustrate the themes / findings? Was each
quotation identified? e.g. participant
number

All main themes were illustrated by
quotes. The patients are identified by a
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No Item

Data and findings

30. consistent
31. Clarity of major themes
32. Clarity of minor themes

Guide questions/description

number and at what stage the interview
took place.

Was there consistency between the data
presented and the findings?

All main themes were illustrated by
quotes, supplementary materials provide
further evidence of these points and
consistency.

Were major themes clearly presented in
the findings?

Major themes formed the basis of the
presentation of the qualitative analysis,
reflecting the purpose of the overall study
(i.e. patient experience of the trial and
treatments) and derived from the data
itself.

[s there a description of diverse cases or
discussion of minor themes?

Sub themes are also discussed, and
examples of divergence between
participants are outlined in the main text
and additional quotations.
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Supplement 2
Interview Guide
16.0 Embedded Qualitative Study Design

16.1 Rationale

The qualitative component of the SCOPE 2 trial will explore patient experiences and perceptions of participating in a
trial of escalated definitive chemoradiotherapy (dCRT) compared with standard dose, and of the two PET driven drug

regimes.

16.2 Embedded qualitative study aims [AS PER PROTOCOL]

To assess patient experience and perceptions of each dCRT arm of the trial

To compare patient views across the dCRT arms of the trial

To consider how participants’ views change over time spent on treatment

To examine the personal impact of treatment on patients’ health and wellbeing
To understand patients’ reasons for declining the trial

Rk wnN R

Qualitative interviews flowchart

Consent to qualitative interview?
Enrolment .
—> Trial non (Patients-PIS/Consent Form 3)
(PIS/Consent Form 1) consenter
(Companions-PIS/Consent Form 5)
Baseline interviews Non-consenters T T
n=6-10 n=6-10
Yes No
Cycle 1 = cycle cisplatin + capecitabine/5FU
with PET scan at day 14 \ \
Qualitative Interview No further data
Randomise
Consent to Qualitative Interview?
(Patient-PIS/Consent Form 2)
Arm 1 Arm 2 Arm 3 Arm 4 (Companions-PIS/Consent Form 4)
1 cycle
. 3 cycles 1 cycle 3 cycles
carboplatin and . . ) . -
litaxel (q 3 cisplatin and carboplatin and cisplatin and
pact ax: (4 capecitabine/5 paclitaxel (q 3 capecitabine/SF Yes No
weeks) FU (q 3 weeks) weeks) U (q 3 weeks)
then + then +
Qualitative Interview No further data
El:i‘::ﬁ i?: RT 50Gy/254% RT 60Gy/25% RT60Gy/25% O
) concomitant concomitant with concomitant (Months 3 & 6)
with weekly . .
i with last 2 weekly carho/ with last 2
carbo/paclitaxel :
cycles paclitaxel cycles

Qualitative Interview Schedule, V2.0 03.07.2017
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End-of-treatment interviews (3 months)
n = 6-10 for each study arm

BEFORE THE INTERVIEW

Rapport building
» Thank you for inviting me into your house
Introduction

» Thank you for agreeing to help me with this project — give a few details about the trial (e.g.
name, centres, etc)

> | would also like to emphasise that only the study research team will see the information
you give me.

» Your name will never be attached to any of them.

» As | mentioned | record the conversation to ease the analysis.

» However, in order for me to do this | need you to have your written consent

» Consenting the companion. As explained your ...... can make any point or comment during
the interview. However, again for us to be able to use the information given we need to
consent ....... as well.

Last but not least, if anything is not clear, please stop me at any time
» State the purpose of the interview

Qualitative Interview Schedule, V2.0 03.07.2017
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NON-CONSENTERS INTERVIEW GUIDE

Today we are going to talk about your experience of being invited to take to the SCOPE
trial. The interview should take between 30 and 45 minutes. If you need a break at any time
please let me know. Are you comfortable to carry on with the interview?

oNOYTULT D WN =

Specific questions
1. When did you first hear about the trial?

i. Who explained it to you?

. What information were given to you?

i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?
iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

. Can you tell me why you preferred not to participate in the trial?

i. Did you feel that the trial was not what you expected?
ii. Did you feel supported when making this decision?
iii. Did you have any concern about turning the trial down?

Do you (or someone close to you) have any previous experience of being in a trial?

Do you (or someone close to you) have any experience of radiotherapy?
i. Experience of chemotherapy?

Is there anything we could do to make it easier for patients to take part to a similar trial in
future?

Concluding questions
| have been asking you many questions, is there anything you would like to ask me?
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CONSENTERS BASELINE: INTERVIEW GUIDE

Today we are going to talk about how you have been feeling lately and how you feel about
taking part in the trial. The interview should take between 30 and 45 minutes. If you need a
break at any time please let me know. Are you comfortable to carry on with the interview?

Specific questions
1. When did you first hear about the trial?
i. Who explained it to you?

2. What information did you receive?
i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?

iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

3. Can you tell me why you decided to participate in the trial?
i. What were your main motives for joining
ii. Did you feel supported when making this decision?

4. How are you feeling?

* (s3gv) Jnauadns juswaublasug

Concluding questions
5. I have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 —TIME 1 (2-3 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or
comment during the interview. However, again for us to be able to use the
information given we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, your experience about
the treatment you received and how you feel about taking part in the trial. The interview
should take between 30 and 45 minutes. If you need a break at any time please let me
know. Are you comfortable to carry on with the interview?

Specific questions
Joining the trial
1. How have you found being part of a clinical trial so far?
i. Is what you expected?
ii. Anything particularly positive?
iii. Anything negative or that could be improved?
2. Have you had any questions or concerns since you have been on the trial?
i. Did you speak to somebody about these concerns?

Treatment allocation
3. Have you had all your treatment?
4. What treatment were you on?

5. Have you been given information on how the treatment is working for you on the current
state of your illness?

i. What was your reaction to this information?
ii. What did you think of the way the information was given to you?
6. How long have you been on your treatment?

7. s this the treatment that you preferred?

i.  With hindsight, would you have preferred a different treatment?
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ii. How did you feel after your PET scan (avoid this question if the patient was
ineligible for pet scan — check with the RN)

Treatment experiences
8. How have you been feeling
I. Symptoms
ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

9. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

10. Have you been getting any side effects from the treatment you received?

Impact of treatment on quality of life
11. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs
[side effects/fatigue])

ii. How have these symptoms affected you family and social life?
12. How is your quality of life since starting the treatment?
13. Does your treatment affect your family/social life?
i. Time away from home
ii. Side effects/fatigue
Accessing other services
16. Have been accessing other services? (eg Macmillan or Marie Curie)
iii. s there any other kinds of support you feel would benefit you?
iv. Would you know how to access it?

Concluding questions
17. 1 have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 —TIME 2 (6 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or
comment during the interview. However, again for us to be able to use the
information given we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, how symptoms from
treatment might have changed and how you feel about taking part in the trial. The
interview should take between 30 and 45 minutes. If you need a break at any time please
let me know. Are you comfortable to carry on with the interview?

Specific questions
The trial follow up
1. What is your understanding of how long you will be in the trial and what happens next?
i. Followupat?9, 12, 16, 20, 24 months
ii. 3, 4,5 years after you first joined the trial

2. How do you feel about the health care support you have been getting since you joined the
trail?

I. Is this what you expected?

Post-treatment experiences
3. What treatment were you on?
4. How long were you on your treatment?
5. How have you been feeling
i. Symptoms
ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

6. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

7. Have you been getting any side effects from the treatment you received?
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8. How did you feel about having a second PET scan? (avoid this question if the patient was
ineligible for pet scan — check with the RN)

Impact of treatment on quality of life
9. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs
[side effects/fatigue])

ii. How have these symptoms affected you family and social life?
10.How is your quality of life since starting the treatment?
11.Does your treatment affect your family/social life?
i. Time away from home
ii. Side effects/fatigue
iii. Withdrawal

12.How would you say that any symptoms and side effects you’ve experienced changed over
the course of your illness?

13.Do you feel better or worse now than you did at the time of the diagnosis
i. Physically
ii. Mentally

14.How have you learned to manage your illness?

Accessing other services
16. Have you been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?
ii. Would you know how to access it?

Concluding questions
17. | have been asking you many questions, is there anything you would like to ask me?
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Supplement 3

Interview Schedule 2

16.0 Embedded Qualitative Study Design

16.1 Rationale
The qualitative component of the SCOPE 2 trial will explore patient experiences and perceptions of participating in a
trial of escalated definitive chemoradiotherapy (dCRT) compared with standard dose, and of the two PET driven drug

regimes.

BMJ Open

16.2 Embedded qualitative study aims [AS PER PROTOCOL]

Rk wnN e

Qualitative interviews flowchart

Baseline interviews
n=6-10

Enrolment

(PIS/Consent Form 1)

To assess patient experience and perceptions of each dCRT arm of the trial
To compare patient views across the dCRT arms of the trial

To consider how participants’ views change over time spent on treatment
To examine the personal impact of treatment on patients’ health and wellbeing
To understand patients’ reasons for declining the trial

Trial non-
% _‘/\,
consenter

ciopidtin + capecitabine/5FU
with PET scan at day 14

Consent to qualitative interview?

(Patients-PIS/Consent Form 3)

panions-PIS/Consent Form 5)

Non-consenters v
n=6-10 No
v
Qualitative Interview No further data

Arm 1

1 cycle
carboplatin and
paclitaxel (q 3
weeks)

then

RT 50Gy/25#

concomitant

with weekly
carbo/paclitaxel

Arm 2

3 cycles
cisplatin and
capecitabine/5
FU (q 3 weeks)

+

RT 50Gy/25#
concomitant
with last 2
cycles

Arm 3

1 cycle
carboplatin and
paclitaxel (q 3
weeks)

then

RT 60Gy/25#
concomitant with
weekly carbo/
paclitaxel

Arm 4

3 cycles
cisplatin and
capecitabine/5F
U (q 3 weeks)

+

RT60Gy/25#
concomitant
with last 2
cycles

Consent to Qualitative Interview?
(Patient-PIS/Consent Form 2)
(Companions-PIS/Consent Form 4)

!

Yes No
Qualitative Interview No further data
X2
(Months 3 & 6)
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End-of-treatment interviews (3 months)
n = 6-10 for each study arm
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9

10

11

12 |

I BEFORE THE INTERVIEW ;

15 |

16 o |

17 Rapport building

B » Thank you for inviting me into your house

20 Introduction :

21 |

22 » Thank you for agreeing to help me with this project — give a few details about the trial (e.g.

23 name, centres, etc)

24 . \ . . .

25 > 1 would also like to emphasise that only the study research team will see the information |

2% you give me. |

;Z; > Your name will never be attached to any of them.

29 » As | mentioned | record the conversation to ease the analysis.

30 _ . .

31 » However, in order for me to do this | need you to have your written consent |
\

gg » Consenting the companion. As explained your ...... can make any point or comment during |

32 the interview. However, again for us to be able to use the information given we need to

35 consent ....... as well.

w
(o))
A4

Last but not least, if anything is not clear, please stop me at any time
38 » State the purpose of the interview
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NON-CONSENTERS INTERVIEW GUIDE

Today we are going to talk about your experience of being invited to take to the SCOPE
trial. The interview should take between 30 and 45 minutes. If you need a break at any time
please let me know. Are you comfortable to carry on with the interview?

oNOYTULT D WN =

Specific questions
1. When did you first hear about the trial?

I. Who explained it to you?

. What information were given to you?

i. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?
iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

. Can you tell me why you preferred not to participate in the trial?

i. Did you feel that the trial was not what you expected?
ii. Did you feel supported when making this decision?
iii. Did you have any concern about turning the trial down?

Do you (or someone close to you) have any previous experience of being in a trial?

Do you (or someone close to you) have any experience of radiotherapy?
I. Experience of chemotherapy?

Is there anything we could do to make it easier for patients to take part to a similar trial in
future?

7. Concluding questions

| have been asking you many questions, is there anything you would like to ask me?

SCOPE 2 —interview schedule v3 29.06.2020
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CONSENTERS BASELINE: INTERVIEW GUIDE

Today we are going to talk about how you have been feeling lately and how you feel about
taking part in the trial. The interview should take between 30 and 45 minutes. If you need a
break at any time please let me know. Are you comfortable to carry on with the interview?

Specific questions
1. When did you first hear about the trial?
i. Who explained it to you?

2. What information did you receive?
I. What did you think the aim of the trial was?
ii. What was your understanding of the randomisation process?

iii. Did you discuss the information given with others?
iv. Did you feel you had enough time to think about the information given?

3. Can you tell me why you decided to participate in the trial?
i. What were your main motives for joining?
ii. Did you feel supported when making this decision?

* (s3gv) Jnauadns juswaublasug

4. How are you feeling?

Concluding questions
5. | have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 —TIME 1 (3 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or comment

during the interview. However, again for us to be able to use the information given
we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, your experience about

the treatment you received and how you feel about taking part in the trial. The interview

should take between 30 and 45 minutes. If you need a break at any time please let me know.

Are you comfortable to carry on with the interview?

Specific questions
Joining the trial

1. How have you found being part of a clinical trial so far?
i. Is what you expected?
ii. Anything particularly positive?
iii. Anything negative or that could be improved?
2. Have you had any questions or concerns since you have been on the trial?
i. Did you speak to somebody about these concerns?
Treatment allocation

3. Have you had all your treatment?
4. What treatment were you on?

5. Have you been given information on how the treatment is working for you on the current
state of your illness?

i. What was your reaction to this information?

ii. What did you think of the way the information was given to you?
How long have you been on your treatment?
Is this the treatment that you preferred?

I. With hindsight, would you have preferred a different treatment?

SCOPE 2 —interview schedule v3 29.06.2020
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ii. How did you feel after your PET scan (avoid this question if the patient was
ineligible for pet scan — check with the RN)

Treatment experiences

8. How have you been feeling
i. Symptoms
ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

9. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

10.Have you been getting any side effects from the treatment you received?

Impact of treatment on quality of life

11.How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs [side
effects/fatigue])

ii. How have these symptoms affected you family and social life?
12.How is your quality of life since starting the treatment?
13.Does your treatment affect your family/social life?
i. Time away from home
ii. Side effects/fatigue
iii. Withdrawal
Impact of Coronavirus
14.Do you feel that the coronavirus has had any impact on your treatment or recovery?
i. How has the coronavirus affected your quality of life?
il. Has the coronavirus had an impact on your care or support?
Accessing other services

15. Have been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?
ii. Would you know how to access it?

Concluding questions

16. | have been asking you many questions, is there anything you would like to ask me?
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FOLLOW UP ARMS 1 TO 4 — TIME 2 (6 months): INTERVIEW GUIDE
Rapport building

o Thank you for inviting me again into your house
Introduction
o Thank you for wanting to help me again with the project.
o Similarly to last time | record the conversation to ease the analysis.
o However, | need you to give your written consent

o Consenting the companion. as explained your ...... can make any point or comment
during the interview. However, again for us to be able to use the information given
we need to consent ....... as well.

o Last but not least, if anything is not clear, please stop me at any time

Today we are going to talk about how you have been feeling lately, how symptoms from
treatment might have changed and how you feel about taking part in the trial. The interview

should take between 30 and 45 minutes. If you need a break at any time please let me know.

Are you comfortable to carry on with the interview?

Specific questions
The trial follow up

1. What is your understanding of how long you will be in the trial and what happens next?
I. Followup at9, 12, 16, 20, 24 months
ii. 3, 4,5 years after you first joined the trial

2. How do you feel about the health care support you have been getting since you joined the
trail?

I. Is this what you expected?

Post-treatment experiences

3. What treatment were you on?
4. How long were you on your treatment?
5. How have you been feeling

I. Symptoms

ii. Psychologically

iii. Coping (If there are psychological difficulties or coping difficulties, how have
they been addressed? Has the participant talked to anyone? Who supports
them?)

6. Are you experiencing any symptoms at the moment? How do you manage them
(medications, complementary therapies)?

7. Have you been getting any side effects from the treatment you received?
SCOPE 2 —interview schedule v3 29.06.2020
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8. How did you feel about having a second PET scan? (avoid this question if the patient was

ineligible for pet scan — check with the RN)

Impact of treatment on quality of life

9. How has your treatment affected your daily life?

i. What has it stopped you doing? (try to tease out aspects around the logistics
of the treatment [e.g. time away from home] and side effects from drugs [side

effects/fatigue])
ii. How have these symptoms affected you family and social life?
10.How is your quality of life since starting the treatment?
11.Does your treatment affect your family/social life?
I. Time away from home
ii. Side effects/fatigue
iii. Withdrawal

12.How would you say that any symptoms and side effects you’ve experienced changed over

the course of your illness?
13.Do you feel better or worse now than you did at the time of the diagnosis
I. Physically
ii. Mentally
14.How have you learned to manage your illness?

Impact of coronavirus
15. Do you feel that the coronavirus has had any impact on your treatment or recovery?
i.How has the coronavirus affected your quality of life?
il. Has the virus had an impact on your care or support?

Accessing other services

16. Have you been accessing other services? (eg Macmillan or Marie Curie)
i. Is there any other kinds of support you feel would benefit you?
ii. Would you know how to access it?

Concluding questions

17. 1 have been asking you many questions, is there anything you would like to ask me?

SCOPE 2 —interview schedule v3 29.06.2020
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Supplement 4: lllustrative Quotations

Key Themes

Experiences of treatment

Impact of treatment

Initial treatments and support provided by
clinical teams earlier in the trial were
described as having resulted in small
improvements for some participants’ cancer
symptoms. These symptoms mainly related
to difficulties eating.

Side-effects from treatments

Side-effects from chemotherapy
Participants described common side-effects
they experienced after receiving
chemotherapy including muscular fatigue,
pain and neuropathy in their feet, while
most of which were expected some they
were unexpected.

Four patients reported that during the trial
their chemotherapy treatment had been
changed or stopped due to pre-existing
conditions, side-effects that they had
experienced or that it was not making
enough of a difference to their cancer
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Illustrative Quotations
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I know when | started, | had difficulty swallowing obviously with g@ &esophagus tumour and it was sort of
every meal, every few mouthfuls was getting difficult and | did fdi{u:m‘b about two weeks into the first
cycle, | was pretty much able to swallow normally. So, somethmggdggtlve is happening’. Participant 4 (2-3

months) o 23 =

o E;- g_

o Cc
I had a tube fitted in my arm yesterday, ready for the chemo on lgjkigd%, and I've got a feeding tube, so |
don’t have to worry about not getting enough nutrition in, so | t@ﬁg ot of worries | had at the beginning
have faded. Participant 6 (Baseline) =85

@- 3

> =

= 3
The side effects I’ve | had are quite sore feet at one stage when | waspn the chemotherapy, which was
difficulty walking. Participant 7 (3 months) = E

p o

Q

Cos everybody expected when | stopped the chemo, especially mg. | thought that was it (laughs), you know
(@]
stop the chemo and that’s fine. And, then | stopped the chemo a%d / got ill (laughs). Patient 6 (6 months)

During the 1st cycle ... the pain in my feet and little bit sort of ﬁ“v*ns and needles like that, | think that’s the
worst side effect that | have experienced... Tiredness, you know, %just feel worn out... the other thing that |
get is almost like fatigue in my thighs... | think one day where afe& sick which is just cleaning my teeth.
Participant 4 (Baseline)

‘salbo
zog ‘e

| found the capecitabine taking those every day | think they were the%ardest of the drugs that | was
taking... | did notice with them the nausea and the sickness and the fgtigue was massive. When, they put
me on [another chemotherapy drug] ... | felt it was much gentler... uri.fortunate[/y] for me... having a blood
clot... I think that was the worst thing... the blood clot was harder tor:fecover from than the cancer
(laughs)’. Participant 4 (3 months)
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outcomes. One participant described the
unforeseen development of thrombosis
after switching the types of chemotherapy
they received due the initial side-effects.
This demonstrates the complexities some
patients face when weighing up the side-

effects of different chemotherapy regimens.

Side-effects from radiotherapy

The experience of receiving radiotherapy
was reported by most patients as being
physically and psychologically arduous.
Difficulty and pain swallowing experienced
after radiotherapy were the main side-
effects described by several patients.
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Companion: The last week of September that he couldn’t eat... afd tHht s why they stopped the treatment
too early... and that tails off then because he has a dose of stero@s aﬂd it boosted his appetite and It
boosted everything.

Patient: There were huge difference because of steroids... that W@S b8fore all the, the pneumonia came
on... that was again the weeks following the treatment which Ibgll@\% happens. Participant 1 (6 months)

— m
oo R
After they took the test at the end of just one cycle and they sa:d%t'gzagin’t made enough difference so it was
being changed. Participant 3 (2-3 months) E?D R
o>
- o
o

R

thy=. So, they changed it. And, another
ight at the very beginning.

The first chemo | was on, they had to change... I've got... Neurop
one was because of my kidneys. They changed that to a differen
Participant 5 (3 months)
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Because of what the radiotherapy does, it sort of burns all the /nsé@ Hnd it’s very difficult to swallow... but
that was the worst thing to be perfectly honest with you, the thing /5'7 would like to able to eat like | used
to, but at the moment | can’t but | am getting there... definitely tans getter now. Participant 2 (2- 3
months)

‘Bulurel
‘uado

With the radiotherapy... | was completely and utterly flat out, na:thi@ mattered at all... You can’t win it at
any point... you can’t concentrate or want anything, you feel bacfjj thTere is no pain, nevertheless you feel
dreadful. Participant 1 (6 months) 3

-~

o

Once radiotherapy started | could feel then that the inflamed an@' théstumour and the oesophagus, | could
feel that it sort of was creeping back to where | was before and /Ejusggot a little harder to swallow but not
to the extent that | couldn’t eat. Participant 4 (6 months)

rejiwi

salbojogt
202 ‘€1

It's worse right now but then we've only just finished radiotherapy, it® very tender right now, it's burning
from inside out... the consultant did say... I've been trying to get on pQlses, semi solids... It's not how thin or
thick it is it's the texture of it, whether it’ll slide down or it won't indéE;down, so every now and again |
experiment sending something down there. Sometimes | can do it bug this particular week it's been
difficult, but the consultant expla/ned to me “I'm full up of chemo an&’l 'm full up of radiotherapy and
everything’s pretty raw right now”. Participant 8 (3 months)
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Recovery after chemoradiotherapy

After the completion of chemoradiotherapy,
during the recovery period, participants
experienced symptoms which ranged from
mild to severe, having physical and
psychological outcomes. Nausea, as well as
fluctuations in appetite, weight and energy
levels were reported by participants, often
relating to pain and issues swallowing. Some
participants recalled having to adapt to the
fatigue caused by difficulty sleeping and
pneumonia. Participants’ symptoms tended
to lessen over time, and when they had
received support to reduce these symptoms
they usually recalled noticeable
improvements. It was not always possible to
differentiate between the longer-term
impact of chemotherapy or radiotherapy
treatments, as participants described their
symptoms more generally.
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| just have a slight problem with swallowing sometimes but that§ they say that’s to do with the radiation
but it didn’t stop me eating what | want, | just have to make sure..l cffgw it properly that’s all. Participant 9
(6 months)

|24 sasn o
Blasu3g
Jlaquwaida

»

I lost my appetite a bit, but, ... that’s come back now, and ... | a
problems digesting food ... some foods just get stuck in my oeso
Participant 7 (3 months)

sgading to regain weight... | still have
@jils, and that is still a little bit painful.

e 1x9) 01o

dns wu
jumoq

I had pneumonia... | started with the infection as soon as | flmsheg %1'@ chemo... | was in hospital for a week.
And, | had about four different courses of antibiotics and they ju% E/@ren t working on the pneumonia. And,
| felt worse with that than | had been through all the treatment. ﬁrgl—'l was just starting to get better
before we went away... within days | suddenly was much, much, §1 better. Participants 6 (6 months)

=~

2. =
I had trouble sleeping for quite some time and that sorted itself é_ut rZW and can sleep perfectly well now
without any paracetamol at all, so night-time is good. Participangl @-3 months)

= 0o

3. o
The treatment make[s] you very tired... | have to rest a lot and nglstgl think to myself | feel really good
today lets go out. When | have out a couple of hours | have to coge lﬂ)me even now you know it tires me,
but that’s fine. Things improve on a daily basis and hopefully it mﬁ]l c@nt/nue to improve. Participant 2 (3-6
months)

\

o
>

I had some constipation, | have to admit and that’s been an /ssué%thraughout I had to listen to my body
and you know rather than fighting sleep, rather than thinking th@t ydu know | am going to battle this,
sometimes you just got to shut your eyes and think you know wi@t / W/// sleep all day, doesn’t matter.
Participant 4 (2-3 months) o

1 Jeqiw

Te G20¢

The fatigue, the tiredness... did seem to last a little bit longer than | rgally anticipated... you know some
days I didn’t feel like lifting my head off the pillow... | think the fatigu@ was a biggest one for me.
Participant 4 (6 months)

| @p anbiydeuboiqig a2
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Treatment impact over time

Participants reflected on their cancer
treatment journey and how their symptoms
had changed over time, including facing
adversity throughout treatment regimens
gradual improvements.

In some instances, however, participants
described the reality of the unexpected
longer-term side-effects of the illness and
treatment, emphasising the need for
ongoing support and updates from
healthcare professionals.
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I’'m getting stronger in myself as well, so. And, the treatment hasaoﬁé and I’m getting taste back, so | can
taste things better than | did. You know cos just drinking. Just dngkm@ water, it wasn’t very nice, but it’s
alright now. Participant 5 (2-3 months)

n oy 6

1des ¢

I had nausea, tiredness has been the biggest one for me... it’s slogv/é? Enproving, I'm not dropping off to
sleep as I’'m talking to people type of thing now, but that was hamﬁrﬁng, (chuckling)... I've started to eat
again, tiredness is the main thing, but nothing that | can’t cope v&Itﬁ gnd was expected, they told me that |
would be, my body’s going to, gotta kind of repair itself a bit novP‘ d‘.kb still taking the anti-nausea
medications, but | have reduced them... I've still got the RIG feeder"erso I’'m trying to wean myself, at the
moment, off it. So, I’'m starting to try and take some of my med:c‘é@?s orally, instead of through the tube.
I’m on a lot less medication than | was. Participant 6 (3 months)

maue
papeo

| was sleeping up to 17 hours a day ... which is... I've spoke to the le down there and they say that’s a

natural side effect, but it happens. Participant 7 (3 months)

(‘El)g)
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At the time during the treatment ... I've felt really, really, really /Ikwagse than before | started the

treatment... The treatment was tough... | have [had] a lot of symp:torgs, side-effects from it. But those have
finished now, so obviously things are improving... when it f/n/sheal M&s having problems... but each day I'm
getting better. Participant 5 (3 months)

pue ‘Bu
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I’'m just feeling better every day and my eating is improving all th£ ti@e. Participant 6 (6 months)

T
o /W

| feel a lot better. Obviously the time | was diagnosed it was a b/ta’of ®bolt out of the blue and | was left you
know in big, big shock. So, the fact that they’ve now said to me tRat E)e cancer’s gone, it’s obviously a huge
relief. Participant 7 (6 months)

ojouy
¢ ‘T au

«Q
I was quite euphoric all the way through the treatment and it wag afger the treatment ended that | sort of
thought it’s all over now. The fatigue, the tiredness [will] all be goingsand it did seem to last a little bit
longer than I really anticipated and unfortunately the wound with the-blood clot still hasn’t healed.
Participant 4 (6 months)

9ouab

Patient: No interest at all in checking my general condition which co@’d have changed because of the
treatment ..
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Information and support needs after treatment

Concerns were raised by several participants
and their companions regarding what would
happen post-treatment, as they felt that
there was less information and support
available than before and during their
treatment. A need for further and more
timely information and updates from
healthcare professionals regarding potential
longer-term side-effects including rare
events such as blood clots and recovery
timescales post-treatment was also
expressed by participants.

Participants described difficulties with eating
and dietary needs, and expressed the
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Companion: And you just hope that all the drugs are compatible.
They all interact with each other and that is another hurdle. Who?—,kna/vs?

Patient: It’s thousands of, it’s thousand of trials. How can you dO-II /meractlon of drugs is a massive
problem being tackled all the time. Participant 1 (2-3 months) _ S

We actually felt we have huge information on side effects durin
[treatment]. Companion of Participants 1 (2-3 months)

ment but virtually nothing on after

9] 0} pa%m sasn
S 1uawagiBlasug
od vzoR Jaqwa1da

When it comes to this particular type of blood clot | had, there w&s38thing, no description there and |
suppose if | could sort of say anything about the website- that’s t%ecgre thing they missed because all the
symptoms | read about were symptoms that were associated thersEi@ effects of the drugs as well.
Participant 4 (6 months) S’J; =
2mS
The fortnight before we draw the line for the end of treatment agto %&W things are likely to move on and
likely tests and however... some sort of framework... As it is, we hgve&t got any date at all for anything
beyond next Friday, week Friday, nothing at all... We didn’t have%‘l co%eswe view on the whole thing
presented by one person anyway, it was bits and pieces. Partmpant% (2-3 months)
(Q :5
Companion: Its general advice be kind to yourself for few month%(cogghs) and then you should begin to
feel stronger or sleep more than you would have done so that yoﬁr b@dy recover. So the body has had fair
hammering... It isn’t just the 10 weeks when you take the chemoﬁwrﬁpy challenge is it? It’s much bigger
picture. Participant 1 (2-3 months)

1

Yooy Je
ne uo

It’s all been a bit strange because, | had to come off the initial chgmdiherapy drugs. It was sort of we will
have to take you off the trial but still keep collecting the data frog) th‘N@ trial and | understood that
because... | think trials have to be very specific and if you stay oufsidehe guidelines then it does blur the
data... | don’t know whether | will be monitored a little bit extra. | do&'t know whether | am assuming when
I go back to check up in six months there would be the same questior;mires and the same sort of things.
Participant 4 (6 months)

9ouab

One thing that | asked all along was really about how much | could e%’t, we have been asking, haven’t we?
You sort of [know] it is going to get more difficult, is my throat goingdo be smaller, will it get bigger again,

| @p anbiyde.b
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3 importance of being provided with relevant  how much will I be able to eat? Will | be able to eat properly at the effid and | think that all out questions
g information regarding how the disease or have been like that. Participant 3 (2-3 months) < 2
6 treatments impacted on these fundamental ‘; a
7 needs. c B

»w Mo
8 73
9 Several participants described a high level of I have phone calls from the clinical nurse... sometimes just to ask@g@l am, he’s helped to make
10 personal support from clinical and third appointments for me when I’'ve had problems making them mys%fgl\gd he’s managed to make everything
11 sector services, which made a significant seamless from one thing to another, which | greatly appreciated,?pgdﬁuse | was a bit all over the place,
12 impact on their trial experience. They especially at the beginning of diagnosis... if [clinical nurse] thougg.ta@t maybe | wasn’t getting something,
1 i described how they had received support that the Oncologist was saying to me... maybe sometimes | was Igcg'@g a bit of understanding and he
15 relating to their quality of life and practical always made sure that | left that room, understanding everything %@ient 6 (3 months)
16 needs, which they may not have accessed oSa
17 from healthcare professionals. Age Connect, Age Concern one of those we have used their advice %W times. Just popped in and seen
18 them... has been very, very good as a system for us. Participant é(gmonths)
19 3T 2
20 The medical staff have really been great, and ... I've got all the iri?orr-scgation ... all I need to do is pick the
21 phone up and | know | can speak to somebody with any questiong... Emve been in contact and ... am on
22 various forums with Macmillan, ... which ... my wife and | have aées&d quite frequently ... just to view
;i other peoples’ experiences, which has been good, because obvio;és/y %hatever side effects you’re having,
25 there’s always somebody else who’s had them as well... it reinfor%es _gnd puts you at ease really to see
26 other people have gone ... through the same thing. Patient 7 (3 months)
27 3 2
28 Somebody did contact us from Macmillan right at the very, very %arg He went through all sort of social
29 things like... carers allowance and things like that and that’s one@ft/ja‘e things that | got to say that we
30 were very, very grateful for... The information was fantastic and gou &now lots of the sites were really really
31 good... | think I read along from the Macmillan website because ghat$as quite sympathetic. Participant 4
gg (2-3 months) ﬁ §
32 Patient outlook and quality of life g
35 Psycho-social impact of treatments Z
36 The psycho-social impact that some patients  Things that | would have done, | am a cellist, | play cello and other thfhgs and no way completely
37 experienced in the first few months uninterested, stopped, books and all | read stopped. Participant 1 (23 months)
38 following treatment included disinterest or 5
39 g'
40 =)
41 %;
42 2
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lack of energy to participate in hobbies and
social activities that they had previously.

Gradual improvements to quality of life
Participants explained how the treatment
had impacted on their quality of life overall.
Their physical health post-treatment had
placed restrictions and strains on their
everyday routines. At times they felt they
had relied heavily on their family for support
with daily activities. Gradual improvements
to participants’ health and well-being
related to readapting and regaining their
capacity to participate in previous routines
and social activities.

Adaptation and normality
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I suppose it has affected my social life ... | don’t really [go out]... & th& moment, I've only just started going
out perhaps socially a little bit more. Patient 7 (3 months) < 2
Q W
S o
In my previous life basically, | was able to do a bit... of online corrynu@/cating with people not that | felt like
chatting to them but you know, | could keep [up] with things... tomﬁ%ggone by phoning them, or writing to
them, or visiting. Participant 3 (2-3 months) 3 g.g
TN
828
My wife has done everything for me and is very, very protective. ;J atgthmk it would have been lot tougher

if I had been on my own. My daughter stepped in and did all the ii/érg she moved heaven and earth to
make sure that for the last three months she was available... Thege:@re days when | [said] “it’s okay, let
me drive” and getting back into that was a biggish step but now gﬁnouback into driving. Participant 4 (6
months) 8=

3 W o

eV E
I've seen a daily improvement, day on day something else seems2d /l%prove | could eat things today that |
couldn’t eat yesterday. It’s an ongoing thing but it’s an onwards g,ndgpwards kind of feeling. Today I’'m
going to my granddaughter’s birthday and tomorrow I’m going aut vBth friends. | couldn’t do that a couple
of months ago... starting to get back to normal now. Participant 6 B (38nonths)

(Q :5
I say we are completely together, and | have completely dependédl or_B_(names wife)... | been thinking very
much about this, see people on a walk, people who are old, and fzi_eyghave nobody at home and they have
to go back to an empty house as well and that’s terrible you kno@&. atihe end of the day its absolutely awful
and | have been much aware of this and seen this kind of and thegl’fe ake simply people who are by

themselves... how would | have coped that it not been for the km@ of‘c?elat/onsh/p Participant 1 (3 months)
3

J

My middle daughter, the nurse, when | didn’t know what | was déingf:{]t the very beginning, she came with
me to the, to the clinics and to the meetings... and asked the quegtiog that I didn’t know what to ask or
wasn’t aware to ask at the time. Participant 8 (3 months)

It’s been very tiring ... my wife and I, we do like to do a little bit of wa¥ing and that. | obviously haven’t
been able to do anything like that. Participant 7 (3 months)
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Regaining a sense of normality was
important but complicated for several
participants when re-adapting to life after
treatment, as their daily lives had been
significantly impacted by their experiences
of cancer and treatment. Some participants
explained that they struggled to readjust to
life after treatment, due to the change in
outlook that they needed to make or the
extra support that they had been provided
with during their trial until that point but
was no longer receiving.
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I think there was a feeling of... as if you were left on your own. YCEJ gét that initial feeling because the 12
weeks of treatment were so intense... we were in the hospital evgyd@v sometimes twice a day and then
you know it’s off you go then. It been couple of months now rest, arecgperate relax, get back to normal life
and | found that quite a strange statement and | got to admit thq";t s ,&’rhaps the hardest thing to do now
was getting back to normal life. Participant 4 (6 months) @ 3
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The days and the nights are not the same at all and you don’t seé&ggeple and you miss all your normal,
normal things that you do certain days and certain, lose all your ﬂa%&’pomts (laughs). Participant 1 (6
S
é

)

months)

1xa1 )
ns i

I have found that because we actually went in on Saturday mghtg‘grghe first time it was to a function, a
dinner and | said “I am coming but | don’t know how long | can slgﬁ’ @ind we stayed until 12’oclock, had a
really nice time and then the next day | went out again to a food®. %d a fabulous weekend it was really
nice, to break the mould to being ill.... | probably paid for that begagﬁ I had couple days where | have
needed to rest a lot, you know, that’s fine. Participant 2 (3-6 moﬁfﬁsi

> \
I do think back fondly because you sort of make acquaintances thh @eop/e | saw the same people 5
weeks, every day of the week. We got to know each other, we g03 toghat, we got to talk about our cancer,
we got to talk about our treatments and how tired we were. You.a(now we got to sympathise and carers got
a chance to talk to carers and have laugh and have a little fun ar&i hGEVe a giggle and what you have been
doing today, bit of gardening you know those sort of things and marglg with laughter sometimes so that’s,
that’s how | have handled it. Participant 4 (6 months)

\

o
>

Well you got to keep cheerful. It’s not... been easy. It’s been bit oﬁa s(gruggle getting back to normality but...
we getting there.... It been couple of months now rest, recuperatg re'@x, get back to normal life and | found
that quite a strange statement and | got to admit that’s perhapshe Hardest to do now was getting back to
normal life... | am sort of getting to the point where | am starting®o f@el better my wife is noticing that | am
feeling better ... | do a little bit of help around the house and do little ghings... So that’s the thing now

getting back to normality. Participant 4 (6 months)

1 Jejiwl

I am getting back to normality then. Participant 7 (3 months)
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Positive outlook after treatment

Several participants described how they
attempted to sustain a positive outlook
about their survival prospects and their
circumstances overall, as a coping
mechanism. Thus, being provided with
adequate support and information aided
their positive outlook.

Impact of COVID-19 pandemic
Vulnerability and isolation

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open Page 66 of 67

ul ‘1ybiAdoo Aq |
S9L0-€ZOZ-U9d0!

I’ll tell you one thing that | don’t know whether you come across ghlsg lot, but when | went to see the
consultant he told me that the cancer had gone | expected to feeg'qur?e elated, but | didn’t... if anything |
felt sort of a bit down and | don’t know why... And, my wife felt tﬁe s{ﬁne as well. Participant 7 (6 months)

Physically, I probably feel better, | feel good, no problems... | am §§@1g back to normal, | am really where |
was before the treatment. My social life and my family life, yes, I$ lﬂ:@( to where it was, it’s normal, quite
happy it didn’t make any different after the treatment. Partmnpaﬁt@éﬁ months)

D.
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Things improve on a daily basis and hopefully it will continue to lmg)rg\/e I don’t like it (laughs)... yeah a lot
(laughs), yeah but that’s fine you know, there will come a day wliég E will be fine and I will be able to go
[out] again, so | will just wait for that day. Participant 2 (3-6 morgﬁsx

o C q)
Mentally... | have got no problems at all, never had, also with treafgvgnt I didn’t have any difficulties that
way, | knew what was happening, | was aware of it, and all it wag @But just waiting for the outcome.

Participant 9 (6 months) =
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We are not doom mongers... | don’t particularly think it will [be] §o , it will [be] bad. It will be asitis. |
really don’t think | am bothered in that sort of sense at all what @o@g to happen. It’s just a treatment.
Participant 1 (2-3 months)

pue ‘Bu
wqu

... try to keep healthy, try to keep active you know and I also try § hgve a very positive outlook ... | think
that’s the huge thing during the situation is to be positive, to be Bopétul. | constantly say to people | have
not got the time to worry, | haven’t got the energy to worry. | ne@’d a8l my energy now to look after myself
to get better. Its pointless panicking, its pointless crying, its pomﬁess%reakmg down and saying what if and
why and | think a big part was accepting that, yes | got cancer, ygs / @omg to have to go through the
treatment... | think a lot of the stories about the treatment Were@orr‘éndous I haven’t felt that as yet.
Participant 4 (2-3 months) o

Te G20¢

| feel a lot better. Obviously the time | was diagnosed it was a bit of aubo/t out of the blue and | was left you
know in big, big shock. So, the fact that they’ve now said to me that @e cancer’s gone, it’s obviously a huge
relief. Participant 7 (6 months)
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Some participants reflected on how the
pandemic may have intensified the sense of
isolation and stress that other patients felt
during their treatment process, although
these participants did not feel personally
affected in this way.

The pandemic caused an increased sense of
vulnerability and cautiousness amongst
cancer patients. However, the
comprehensive social restrictions put into
place for infection control, and the
vaccination programme at times, eased the
sense that some of these participants missed
out on their usual social activities.

Potential Improvements

Sharing information among peers
Opportunities for participants and their
caregivers to share information regarding
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When you were sat in radiotherapy and chemo, some people progabg needed somebody with them in
chemo, | didn’t... but there were people that were a lot sicker thay I Was | suppose pre- Covid you could
have a friend with you to keep you company through the day. Pamc@ant 8 (3 months)

It’s not nice sometimes when you’ve got to go through things ong&'lgown where you like having your
partner sitting outside the door, but | don’t think it’s affected myggﬂ.’zﬁment Participant 6 (3 months)

(‘D
When we were filling in the clinic surveys... isolation wouldn't ho‘&%ﬁﬁen isolation if it hadn’t have been for
Covid... Covid had an influence on everything... From times of cllmcs g: staff levels to... it was an influence
on everything. Participant 8 (3 months)

‘pue 1xe
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I haven’t been out since the beginning of Covid... it’s been ISO/GtI(%’I‘:E‘JE_ the way... if everybody else wouldn’t
have been in isolation as well, | suppose it would’ve affected me mgrgbut because everybody else was in
isolation... | don’t suppose it bothered me that much, no, | was qérl{g Bomfy that everybody else was stuck in
as well. Participant 8 (3 months)

p
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Everybody’s been really cautious around me; you know any famllg mambers that were coming here were
doing lateral flow tests before. And, I still wear a mask wherever?goS. we went away on holiday other
people weren’t wearing masks, when they were going to the barccmr tge restaurants, but | was. There is a bit
of anxiety, but I’'m double vaccinated. | still go to shops and stuff“’buel do get a bit of a rumbly tummy if I'm

around people and they’ve not got masks on. Participant 6 (6 menthg)
3 3

-~

I've read ... which could have made me more vulnerable to Cov1d°’ toounter that ... | had my two vaccines
.. quite quickly because... of the cancer I've had, so that most pré%al%‘y countered that bit ... the stress of
that against catching the Covid. Participant 7 (3 months)

H
w

Bojouy

You’ve gotta wear masks and things like that... So, obviously youﬁg‘fau@n’t go out as much... Whilst you’re
going through treatment | didn’t wanna go anywhere anyway, so the,... Coronavirus didn’t affect me, very,
very little. Participant 7 (6 months)

aouaby 1¥°%g

| think there should be opportunities where people that have been th%uough [cancer treatment]... share
maybe positive experiences, can also point people in the direction yoag know? ... | think there is an
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their experiences of cancer and their
treatment pathway through peer support
networks were suggested as a means of
improving patient knowledge.

Follow up information

Follow up information regarding the
participants’ current cancer status, as well as
results from the trial, were desired by a
participant, who felt that they were unsure
about their personal outcomes or how this
related to the wider trial.
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opportunity there maybe a support network of people’s needs, nged o be arranged. Participant 4 (6
months) <

«
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Did they tell me it was a 70/60 chance... they said to me they carﬁ’mb@@ it away... if it’s not burnt away why
not, you know what | mean? | think it should be followed up ano&%:{@fpose my question to follow onto that
would be, would we, the participants be able to see the outcome;of/ygur survey? Participant 8 (3 months)
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