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IMPORTANT:
This is an early draft of the questions we will ask and is meant for illustration only.
In particular, the wording and response options for some of the questions are
meant as placeholders only.
However, it does provide an outline of the process, the online consent form, and
the questions that we will be using. Please remember that ALL of CURIE/INDIGO
is online – we have provided paper versions to make it easier to visualise and
discuss.
Also note that the patient-information sheet and consent process in INDIGOspecific; the process for CURIE is much easier.
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Timeline

Sub-Study (Option 1)

Chemotherapy
Enrolment
CURIE/
INDIGO

4 week
reporting

8 week
reporting

3 monthly
reporting

Radiotherapy

Sub-Study (Option 2)

NEW LINE OF TREATMENT
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EXPLANATION OF THE TIMELINE
Schematic diagram of patient pathway for CURIE/ INDIGO. Example case: Patient receives cancer
diagnosis and has consented for treatment (chemotherapy). Patient informed of CURIE/ INDIGO by
chemotherapy nurse and decides to self-enroll using the online platform available at Trust. The
enrolment process goes through some patient details, diagnosis and a set of core questions. The patient
has entered that they have been diagnosed with breast cancer therefore the Sub-Study (Option 2 –
Breast cancer specific Quality of Life Questionnaire) has been triggered. This optional sub-study
requires the patient to complete two additional questionnaires – once at baseline and then again at 3
months. Furthermore, the patient has scored particularly high on their Pain Score and therefore
triggered optional enrolment into a Sub-study (Option 1 – 6 weeks of questions specific to pain
management). If patient is happy to complete this online consent is required to be completed. Although
the patient is now in Sub-study (Option 1) and Sub-study (option 2) they continue the standard
CURIE/INDIGO pathway and will receive the core questions again at 4 weeks, 8 weeks and then every
3 months.
In this scenario, the patient can be offered Sub-Study (Option 1) multiple times throughout time in
CURIE/ INDIGO as this will be triggered every time the patient scores highly (above a set threshold) on
the pain score. If the patient is needed to change onto a new line of treatment, they will come off the
current reporting time point and will be taken back to the start of the pathway.
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Patient information sheet

INDIGO: Integrating Digital assessments of Global
Health Outcomes in cancer patients
PATIENT INFORMATION SHEET
Dr Matt Williams
CONTACT: matt.williams3@nhs.net

You are being invited to take part in a research study. Before you decide if you would like to join,
it is important for you to understand why the research is being done and what it will involve.
Please take time to read the following information carefully and discuss it with others if you wish.
You are free to ask us if there is anything that remains unclear or if you would like more
information.

SUMMARY

Why?
The aim of this study is to explore the use of secure electronic health platforms to carry out
digital heath research, by assessing our ability to collect patient-reported outcome measures
(PROMS) and patient-reported experience measures (PREMS).
What?
PROMS are standardised questionnaires that collect information on symptoms or side-effects
of treatment from patients. PREMS collect information on patient experience on their
treatment and care. More recently, the growth in digital health technology has allowed us to
potentially capture data such as activity and sleep data from patients. In this project, we will
use the catch-all term “Patient Reported Data” (PRD) to capture PROMS, PREMS and data
from wearable and near-patient sensing devices (e.g. smartwatches).
Who?
You are being invited to take part as you are over the age of 16 and are undergoing treatment
for cancer.
Where?
Our intention is to conduct this study alongside your regular clinic visits using the online
platform used at your local treating centre therefore there should be no need to make extra
trips.
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What is the purpose of the study?
We recognise that cancer treatment has the potential to affect your day-to-day life. However, there
is a lack of evidence as to which Patient Reported Data (PRD) to collect, how to do so, how to feed
those results back to clinical teams. More generally, there is a significant lack of evidence around
digital health. INDIGO aims to offer a platform to explore those issues, and evaluate them in a logical
fashion, obtaining evidence as robustly as possible. In the future, we hope that this will help us to
develop a firm, applicable, pragmatic evidence base on how to collect PRD for adult cancer patients
within the UK and therefore enable us to develop our services appropriately.
Why have I been chosen?
You have been invited to take part in this study because you are over the age of 16 and are having
treatment for your cancer at a hospital that is taking part in the study.
Do I have to take part?
No, it is entirely your choice whether or not you take part. If you do decide to take part, you will be
asked to sign a consent form. You are still free to withdraw at any time without giving a reason. Not
participating, or later withdrawing, from this study will not affect your current or future
clinical care.
What do I have to do?
Once you have agreed to take part in this study and have signed the online consent form using
“Simple Electronic Signature” (guidance https://www.hra.nhs.uk/documents/1588/hra-mhraeconsent-statement-sept-18.pdf) for initial enrolment, you will be asked to enter some details about
yourself (name, date of birth) and some information about your illness and your treatment. We will
then ask you some standard questions about your quality of life and symptoms. Some patients may
also be offered the opportunity to complete more detailed questionnaires, and we may vary the
questionnaires that we offer to people to work out which one is best. We ask everyone to complete
questionnaires before treatment, and at 4 and 8 weeks after treatment. We would encourage you to
complete questionnaires throughout the rest of your treatment, and afterwards if you would like to do
so. The portal will not stop offering questionnaires after a set number of time points.
What are the potential benefits and disadvantages/risks of taking part?
There will be no direct benefit for you but ultimately, we hope that we will be able to understand how
to collect and use data on outcomes and experiences to be able to improve services. We anticipate
that the process completing questionnaires may highlight some areas of concern which may not have
been discussed in your normal clinic visits. We would anticipate that this process would itself be
beneficial; however, if required, we will be able (with your permission) to discuss these areas of
concern with your wider treating team and access other support services if necessary.
What will happen if I decide I do not want to carry on with the study?
Taking part in this study is entirely voluntary and you can change your mind at any time. Any
decision you take to withdraw from the study will not affect the care you receive, now or in the
future. If you do withdraw from the study, information already collected may still be used.
What if something goes wrong?
If you are harmed by taking part in this research project, there are no special compensation
arrangements. If you are harmed due to someone’s negligence, then you may have grounds for a
legal action. Regardless of this, if you wish to complain, or have any concerns about any aspect of
the way you have been treated during this study then you should immediately inform the Investigator
(Dr Mathew Williams matt.williams3@nhs.net). The normal National Health Service complaints
mechanisms are also available to you such as contacting the local Patient Advice Liaison Services
(PALS; pals@imperial.nhs.uk, 020 3313 0088). A member of the team will be able to give you their
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contact information upon request. If you are still not satisfied with the response, you may contact the
Imperial College Healthcare NHS Trust, Joint Research Compliance Office
Will my taking part in this study be kept confidential?
Participants will be assigned study ID number to keep their identifiable data pseudo-anonymised.
The electronic data will also store in the NHS sites and only pseudo-anonymised data from the NHS
sites will be forwarded to the radiotherapy department at Charing Cross Hospital. With consent, your
GP will be informed of your participation in the study. Imperial College Healthcare NHS Trust is the
sponsor for this study, which is based in the United Kingdom. We will be using information from you
and your medical records in order to undertake this study and will act as the data controller for this
study. This means that we are responsible for looking after your information and using it properly.
Imperial College London will keep pseudo-anonymised information from the study for ten (10) years
after the study has finished in relation to data subject consent forms and primary research data. This
will be held at Imperial College archives and Corporate Records Units (ACRU). Pseudo-anonymised
data be transmitted to the Sponsor at completion of the study. Further information on Imperial
College London’s retention periods may be found at https://www.imperial.ac.uk/media/imperialcollege/administration-and-support-services/records-and-archives/public/RetentionSchedule.pdf.
Your rights to access, change or move your information are limited, as we need to manage your
information in specific ways in order for the research to be reliable and accurate. If you withdraw
from the study, we will keep the information about you that we have already obtained. To safeguard
your rights, we will use the minimum personally-identifiable information possible. You can find out
more about how we use your information by contacting the principal investigator (Dr Mathew
Williams; matt.williams3@nhs.net)
Legal Basis
As a university, we use personally-identifiable information to conduct research to improve health,
care and services. As a publicly-funded organisation, we have to ensure that it is in the public
interest when we use personally-identifiable information from people who have agreed to take part
in research. This means that when you agree to take part in a research study, we will use your data
in the ways needed to conduct and analyse the research study. Health and care research should
serve the public interest, which means that we have to demonstrate that our research serves the
interests of society as a whole. We do this by following the UK Policy Framework for Health and
Social Care Research.

International Transfers
There may be a requirement to transfer information to countries outside the European Economic
Area (for example, to a research partner). Where this information contains your personal data,
Imperial College London will ensure that it is transferred in accordance with data protection
legislation. If the data is transferred to a country which is not subject to a European Commission
(EC) adequacy decision in respect of its data protection standards, Imperial College London will
enter into a data sharing agreement with the recipient organisation that incorporates EC approved
standard contractual clauses that safeguard how your personal data is processed.
Contact Us
If you wish to raise a complaint on how we have handled your personal data or if you want to find
out more about how we use your information, please contact via Imperial College London’s Data
Protection Officer email at dpo@imperial.ac.uk, via telephone on 020 7594 3502 and via post at
Imperial College London, Data Protection Officer, Faculty Building Level 4, London SW7 2AZ. If you
are not satisfied with our response or believe we are processing your personal data in a way that is
not lawful you can complain to the Information Commissioner’s Office (ICO). The ICO does
recommend that you seek to resolve matters with the data controller (us) first before involving the
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regulator.
Collaborating NHS sites will keep your name, NHS number and contact details confidential and will
not pass this information to Imperial College Healthcare NHS Trust. The collaborating NHS sites will
use this information as needed, to contact you about the research study, and make sure that relevant
information about the study is recorded for your care, and to oversee the quality of the study. Certain
individuals from Imperial College Healthcare NHS Trust and regulatory organisations may look at
your medical and research records to check the accuracy of the research study. Imperial College
Healthcare NHS Trust will only receive information without any identifying information. The people
who analyse the information will not be able to identify you and will not be able to find out your name,
NHS number or contact details. The study site NHS will keep identifiable information about you from
this study for 10 years after the study has finished. For Imperial College Healthcare NHS Trust
patients this will be held at Imperial College Archives and Corporate Record Unit (ACRU). When
you agree to take part in a research study, the information about your health and care may be
provided to researchers running other research studies in this organisation and in other
organisations. These organisations may be universities, NHS organisations or companies involved
in health and care research in this country or abroad. Your information will only be used by
organisations and researchers to conduct research in accordance with the UK Policy Framework
for Health and Social Care Research. Your information could be used for research in any aspect of
health or care and could be combined with information about you from other sources held by
researchers, the NHS or government. Where this information could identify you, the information will
be held securely with strict arrangements about who can access the information. The information
will only be used for the purpose of health and care research, or to contact you about future
opportunities to participate in research. It will not be used to make decisions about future services
available to you, such as insurance. Where there is a risk that you can be identified your data will
only be used in research that has been independently reviewed by an ethics committee.
What will happen to the results of the research study?
The results of the research will be analysed and published in scientific journals. No individual
participants will be identifiable from any report or publication. We will happily provide you with a
copy of the results after publication.
Who is organising and funding the research?
This study is sponsored by Imperial College Healthcare NHS Trust. The research is funded by NIHR
Imperial BRC.
Who has reviewed the study?
This study has been reviewed and approved by the Research Ethics Committee (XXX).
Contact for Further Information
Dr Mathew Williams can be contacted for further information and support: Radiotherapy Department,
Charing Cross Hospital, Fulham Palace Road, London, W6 8RF or for independent advice please
contact: Patient Advice and Liaison Service (PALS), Ground floor, Main Hospital Entrance, Charing
Cross Hospital, Fulham Palace Road, London, W6 8RF Email: IMPERIAL.PALS@NHS.NET; Contact
Number: 020 3313 0088 Monday to Friday, 09.00-17.00. An answer phone system operates at busy times
and out of hours. Please leave a message with your name and phone number and a member of staff will call you back
within 24 hours.

Thank you for reading this information and for considering taking
part in this research.
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General adult consent forms
INDIGO CONSENT FORM
Name of Principal Investigator:
Summary
By providing consent to the items below, you confirm that you have read and understood the patient
information sheet (v0.2 02/09/2020) (hyperlink to PDF of PIS) and have had the opportunity to ask
questions.
In order to participate in INDIGO questions 1 to 5 are required. Questions 6 to 10 are optional. If you
choose not to consent to any of the optional items at this time, you can return to this page at a later
date to change your response and give your consent. If you have any questions or would like to withdraw
your consent for any items, please call our team on (phone number of the patient’s treating team)
Consent items for the INDIGO
1. I confirm that I have read and understand the information sheet version 0.2 dated 02/09/2020
for the INDIGO project. I have had the opportunity to consider the information and to ask
questions.
Yes

No

2. I understand that my participation in this project is voluntary and that I am free to withdraw at
any time, without giving any reason, and without my medical care or legal rights being affected.
Yes

No

3. I agree to take part in INDIGO at the (name of the centre where INDIGO takes place)
Yes

No

4. I agree to provide questionnaire data, including information about my demographics (e.g., age,
gender, and employment situation), health, lifestyle, emotional wellbeing, personality, and
experiences of cancer.
Yes

No

5. I agree to be contacted by the INDIGO project and the (other staff member) to ask me to
complete additional questionnaires or to invite me to participate in other studies (which may be
cancer related but may also not be related to those conditions).
Yes

No

Optional:
6. I give permission for the INDIGO project and the (other staff member) to send me
newsletters/updates about the research and website. If you change your mind later and wish to
opt

in

or

out

of

receiving

these,

please

contact

the

INDIGO

team

imperial.official_email_address@nhs.net.
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No

7. I agree to long-term, pseudo-anonymised storage of my data for research, with storage to
continue in the event of my incapacity or death. I understand that this data is a gift, and that my
data may be used in future research in a secure and pseudo-anonymised fashion without my
further permission.
Yes

No

8. I give permission for authorised individuals from the INDIGO and (other teams susceptible to
contact the patients) teams to access my medical and health-related records, and to analyse
and store this information long-term.
Please enter your NHS ID (e.g., 123-456-7890) details below. NOTE: You can find your ID
numbers on a letter from your GP, or on any letter or document you have received from the NHS.
If you do not have them right now, you can return to this page later to add them.
NHS ID
Yes

No

9. I agree that data produced by studying my samples may be included in publications and/or
placed in electronic archives with no connection to my name or other personal information
which identifies me.
Yes

No

10. I agree that my personal details (e.g., name, date of birth and NHS number) and contact details
(e.g., address, email, phone number etc.) can be stored on a secure database so that I can be
contacted by the INDIGO project team and the (other teams susceptible to contact the patients).
Yes

No

CURIE CONSENT FORM
1. Do you consent to share information with the NHS? (This information will be available to the
hospital where you are receiving treatment and the team treating you, Imperial College
Healthcare NHS Trust as they are managing the surveys, and the national cancer registries.
Your personal details will not be shared with third parties. Anonymised information might be
shared with non-commercial third parties.). If you want to opt-out, please contact us on
imperial.curie.project@nhs.net.
Yes

No
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Information to know
TIMELINE AND DISPLAY OF THE QUESTIONNAIRES
We do not know when patients will complete their questionnaires, so we wish to have a smooth flow for
them.
AT REGISTRATION
Patients must consent by using the first form (page 10). The completion should be mandatory, and they
should only be able to access the first assessment if they consent.
Patients will need to complete the questionnaire at the start of new drug/ hormone therapy or
radiotherapy (page 18) then the questionnaire at enrolment (page 13). When available, they may be
offered the choice to answer questionnaires of the sub studies (from page 38 onwards). When patients
start a new line of treatment but are already registered on the platform, they will not need to complete
the questionnaire at enrolment. They will be asked to review and confirm the data are still correct.

4-WEEK REPORTING
Patients will need to complete the questionnaires available at their 4-week reporting (page 23). When
available, they may be offered the choice to answer questionnaires of the sub studies (from page 38
onwards).

8-WEEK REPORTING
Patients will need to complete the questionnaires available at their 8-week reporting (page 28). When
available, they may be offered the choice to answer questionnaires of the sub studies (from page 38
onwards).

3-MONTH REPORTING
Patients will need to complete the questionnaires available at their 3-month reporting (page 33). When
available, they may be offered the choice to answer questionnaires of the sub studies (from page 38
onwards).

TECHNICALITIES
The questionnaires can have multiple types of answers (i.e., single, multiple choices, free text), there
are rules that we wish to be applied across all the questionnaires.
INPUT MASKING
Ideally, we would like to have text masking on free text boxes or when we expect something in a
particular format (e.g., dates in the format dd/mm/yyyy), such as below:

Figure 1: From here
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DATE OF BIRTH
While the platform used by the Trust is directly connected to the Trust’s systems, there is no need to
ask patients to enter their date of birth. In the case of an independent platform, the date of birth must
be asked.
FREE TEXT BOXES
The remaining characters should be displayed under the boxes, such as below.

Figure 2: From here

Figure 3: From here

CONTROLS
When applicable, some questions should be asked only based upon the previous answer. Usually,
when patients answer “Other”, then a free text box should appear.
In the section “Information about your past hospital visits”, the questions “If yes, where, and when?”
should be displayed only when the previous answer is “yes”.
When possible, controls should be in place when patients must enter information such as numbers and
dates. When numbers are asked, patients should enter a digit and not type the numbers. Also, there
should be minimum and maximum limits on the numbers: we do not expect patients to enter values
outside the number frames, for the health sliders.
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Questionnaires offered to patients over time
ABOUT YOU
These answers should be editable at any time by the patient on their profile page.
These answers are editable at any time by going on your profile page. Please note questions d, e, f, g, k, and l are optional and do not stop you from
continuing on CURIE/ INDIGO.
Questions

A What is your preferred title?

B

What is your preferred forename and
surname?

What is your date of birth (please submit
C with the following format:
DD/MM/YYYY)?1
D What was your sex assigned at birth?

1

Justification

We wish to compare the patient's
response to what the Trust has recorded.

Patients may go by their first name and
surname, but others may use a nickname
or even their middle name instead of their
first. This is what we want to capture and
compare to the records in the Trust.
We wish to compare the patient's
response to what the Trust has recorded.

Choices offered to
the patients
Miss
Mrs
Ms
Mr

Justification
Common use
Common use
Common use
Common use

Mx
Dr
Prof
Lady
Sir
Other + free text
box
Free text box

For non-binary person
Common use
Common use
Common use
Common use
In case patients cannot find their title

Free text box / date

Control to make sure the patient has
entered a valid date (dd/mm/yyyy) and
patient being > 16 years old.
Common use

Male

Depends on the platform – with PKB, we shall already have this information, so no need to have this question implemented.
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Female
Intersex

Although it seems irrelevant to cis-gender
persons, we want to capture this
information to understand how LGBT+
patients experience their treatment.

E

Is the gender you now identify with the
same as your sex assigned at birth?

Although it may seem irrelevant to cisgender persons, we want to capture this
information to understand how LGBT+
patients experience their treatment. The
data will be specifically useful for equality
monitoring.

Other + free text
box
Prefer not to say

Yes
No
Prefer not to say

Straight /
heterosexual
Gay or lesbian
Bisexual
Queer

F

Which of these options best describes
how you think of yourself?

We want to capture this information to
understand how LGBT+ patients
experience their treatment. The data will
be specifically useful for equality
monitoring.

Pansexual

Asexual
Unsure
Other + free text
box

Common use
It might be considered as a disease
(Disorder of Sex Development - DSD)
by some but people are born intersex
(the number comes out to about 1 in
1500 to 1 in 2000 births) and we want
to reflect this in this questionnaire
(sources: here and here)
In case we may not have considered
something important to patients.
Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use
Common use
Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use
Common use
Common use
To reflect people who do not know
how to describe their sexual
orientation precisely and prefer this
term.
To represent people who declare
being attracted to personality and not
gender.
To represent people who do not
experience sexual attraction.
In case patients are not sure of their
own sexual orientation.
We could not define all the sexual
orientation that patients may be
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Prefer not to say

G What is your ethnicity?

We want to know how patients see
themselves versus how their ethnicity has
been recorded. The data will be
specifically useful for equality monitoring.

Official and
extended list (1. List
of ethnic groups)
Prefer not to say

Never been married
or in a registered
civil partnership
Married to a man

H Which of the following apply?

We want to know if having a partner
during treatment has an impact on
outcomes and experience.

Married to a woman
In a registered civil
partnership with a
man
In a registered civil
partnership with a
woman
Separated but still
legally married
Separated but still
in a registered civil
partnership
Formerly married
now divorced
Formerly in a
registered civil
partnership now
dissolved
Widowed
Surviving partner of
a registered civil
partnership

attracted to, so they can complete this
field.
Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use
Use the recommended ethnics groups
and subgroups.
Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use

Common use
Common use
Common use

Common use

Common use
Common use

Common use
Common use

Common use
Common use
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Prefer not to say

I

Which best describes your current
occupation?

Do you consider yourself to have a
disability? (i.e. having a physical or
J
mental condition that limits movements,
senses and/or activities)

Trusts do not explicitly capture this
information on their systems (or maybe in
clinical letters). We want to know the
patients' demographic when we analyse
their experience to understand their
answers.
The patients should be able to choose
multiple possible answers.

We want to know how the patients see
themselves and understand if their
cancer had a significant impact on their
daily and physical life.

Employer,
employee or selfemployed (full time)
Employer,
employee or selfemployed (parttime)
Retired
Student
Looking after home
or family
Long-term sick or
disabled
Unemployed
Other + free text
box
No
Yes – due to cancer
or cancer treatment
(please let us know
your disability or
disabilities if
multiple) + free text
box
Yes – predates
cancer diagnosis
(please let us know
your disability or
disabilities if
multiple) + free text
box
Yes – disability
post-diagnosis, but
not related to

Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use

Common use

Common use
Common use
Common use
Common use
Common use
Common use
Common use
Disability due to cancer

Disability already presents at the time
of diagnosis

We are trying to capture when and
how the disability started
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cancer (please let
us know your
disability or
disabilities if
multiple) + free text
box
Prefer not to say

Atheist
Buddhism
Christian
Hinduism
Islam
K

What is your current religion/ belief, if
any?

What three things would you like the
team to know about you? (e.g., “I am an
IT manager with kids who likes to be
L outdoor”, “Father of two, I run the youth
football team and I like growing my own
vegetables”, “I am an exercise sport
lover, loves to bake and read”)

The data will be specifically useful for
equality monitoring.

We aim to understand if simple free text
box could be used in order to gather all of
the information above, which may save
patients some time - or if you could
gather more information on patients that
we may not think would be relevant in this
context (i.e. first language).

Judaism
Sikhism
Not sure
Other + free text
box
Prefer not to say

Free text box

Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Common use
Common use
Common use
Common use
Common use
Common use
Common use
Common use
Common use
Since this question is a protected
characteristic in the UK, we must
include this option in the answers.
Have a mask in the free text box with
an example.
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AT THE START OF NEW DRUG/ HORMONE THERAPY OR RADIOTHERAPY
Can we review the answers for the questionnaire at enrolment and ask the patient if they wish to update their information?
Questions
A

What is your primary cancer diagnosis?

Choices offered to the patients

INFORMATION ABOUT YOUR DIAGNOSIS
Free text box

Comments
Limit of 200 characters.

INFORMATION ABOUT YOUR QUALITY OF LIFE

B
C
D
E
F

Measured with EQ-5D-5L.
Could the layout be conserved on the platform?
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A slider would be ideal. If widget not available
on the platform, then ask patients to choose a
number between 0 and 100.

G

H

A horizontal slider would be ideal. If not, a dropdown list that starts by “0 – None” and finishes
by “10 – Agonizing”.

How would you rate your pain felt in the past
week, including today?

Figure 4: VAS
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I
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A vertical slider would be ideal. If not, a dropdown list that starts by “0 - No distress” and
finish by “10 – Extreme distress”.

How much distress have you been experiencing
in the past week, including today?

Figure 5: Distress thermometer

J

What is the greatest cause of your distress?

Free text box

Limit 100 characters

INFORMATION ABOUT YOUR TREATMENTS

K

L

If you’ve just finished treatment for your cancer,
what was it? You can select more than one.

What part of the body do you think your
treatment is focused on?

Surgery
Radiotherapy
Chemotherapy (including immunotherapy and
hormone therapy)
None
Bone
Brain
Breast
Head or neck
Hips
Legs
Lung
Pelvis

Multiple choices

Multiple choices

Shoulder or arm
Skin
Spine
Tummy or abdomen
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All
Other + free text box
Surgery

M

What treatment are you about to have?

N

What do you hope to get out of your treatment?
(e.g., “cure disease”, “manage pain”, “make me
more comfortable”, “improve my quality of life”,
“help my breathing”)

Radiotherapy
Chemotherapy (including immunotherapy and
hormone therapy)
None
Free text box

Limit 100 characters

INFORMATION ABOUT YOUR EXPERIENCES
O

Do you know who to contact at the hospital if
you have questions about your treatment or
illness?

P

Do you know the next step after this treatment?

Q

Yes
No
Not sure
Yes
No
Not sure

How do you think your experience could be
Free text box
Limit of 1000 characters.
improved?
INFORMATION ABOUT YOUR FUTURE CLINIC APPOINTMENTS
Within the next 6 weeks

R

Do you know when your next follow-up
appointment is?

S

Would you be happy to share your answers
above with your clinical team?

6 to 12 weeks
3 to 6 months
More than 6 months
Follow-up in the community or treated
elsewhere
Not sure
Other + free text box
Yes
No
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Optional extension sub studies
See in
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AT 4 WEEKS
Can we review the answers for the questionnaire at enrolment and ask the patient if they wish to update their information?
Questions

Choices offered to the patients

Comments

INFORMATION ABOUT YOUR QUALITY OF LIFE

A
B
C
D
E

Measured with EQ-5D-5L. Could the layout be
conserved on the platform?
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A slider would be ideal. If widget not available on
the platform, then ask patients to choose a
number between 0 and 100.

F

G

How would you rate your pain felt in the past
week, including today?

A horizontal slider would be ideal. If not, a dropdown list that starts by “0” and finishes by “10”.

Figure 6: VAS
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H
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How much distress have you been
experiencing in the past week, including
today?

A vertical slider would be ideal. If not, a dropdown list that starts by “0 - No distress” and
finish by “10 – Extreme distress”.

Figure 7: Distress thermometer

I

What is the greatest cause of your distress?

Free text box

Limit 100 characters

INFORMATION ABOUT YOUR TREATMENTS
J

Have any changes been made to your
treatment?

No – Ongoing
Yes – Stopped
Yes – Changed

INFORMATION ABOUT YOUR EXPERIENCES
K

Do you know who to contact at the hospital if
you have questions about your treatment or
illness?

L

Did you wait longer than you would have liked
from deciding to have this treatment to starting
this treatment?

M

Did you wait longer than you liked from arriving
at hospital to having treatment on the day?

N

Were you given enough information on sideeffects of the treatment you had?

Yes
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes
No
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O

Did the information on side-effects match the
side-effects you experienced?

P

Were you treated with dignity and respect?

Q

Did you get to spend as long as you would like
with the staff?

R

Do you know the next step after this
treatment?

S

T

U

V

23/04/2021
Not sure
Yes
No – fewer side effects
No – more side effects
Not sure
Yes
No
Not sure
Yes
No
Not sure
Yes
No
Not sure

How do you think your experience over the last
Free text box
Limit of 1000 characters.
4 weeks could be improved?
INFORMATION ABOUT YOUR PAST HOSPITAL VISITS
Yes
Have you had an unplanned (“emergency”)
No
hospital visit since the last questionnaire?
Not sure
Should be displayed only if patient answered yes
If yes, where, and when?
Free text box
to the previous question.
Limit of 100 characters.
Yes
Have you had an unplanned (“emergency”)
hospital admission (overnight stay) since the
No
last questionnaire?
Not sure
Should be displayed only if patient answered yes
If yes, where, and when?
Free text box
to the previous question.
Limit of 100 characters.
INFORMATION ABOUT YOUR FUTURE CLINIC APPOINTMENTS
Within the next 6 weeks
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Do you know when your next follow-up
appointment is?

W

Would you be happy to share your answers
above with your clinical team?

23/04/2021
6 to 12 weeks
3 to 6 months
More than 6 months
Follow-up in the community or treated elsewhere
Not sure
Other + free text box
Yes
No

Optional extension sub studies
See in
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AT 8 WEEKS
Can we review the answers for the questionnaire at enrolment and ask the patient if they wish to update their information?
Questions

Choices offered to the patients

Comments

INFORMATION ABOUT YOUR QUALITY OF LIFE

A
B
C
D
E

Measured with EQ-5D-5L. Could the layout be
conserved on the platform?
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A slider would be ideal. If widget not available on
the platform, then ask patients to choose a
number between 0 and 100.

F

G

A horizontal slider would be ideal. If not, a dropdown list that starts by “0 – None” and finishes
by “10 – Agonizing”.

How would you rate your pain felt in the past
week, including today?

Figure 8: VAS
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H

23/04/2021

How much distress have you been
experiencing in the past week, including
today?

A vertical slider would be ideal. If not, a dropdown list that starts by “0 - No distress” and
finish by “10 – Extreme distress”.

Figure 9: Distress thermometer

I

What is the greatest cause of your distress?

Free text box

Limit 100 characters

INFORMATION ABOUT YOUR TREATMENTS
J

Have any changes been made to your
treatment?

No – Ongoing
Yes – Stopped
Yes – Changed

INFORMATION ABOUT YOUR EXPERIENCES
K

Do you know who to contact at the hospital if
you have questions about your treatment or
illness?

L

Did you wait longer than you would have liked
from deciding to have treatment to starting
treatment?

M

Did you wait longer than you liked from arriving
at hospital to having treatment on the day?

N

Were you given enough information on sideeffects of the treatment you had?

Yes
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes
No
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Not sure
Yes
No – fewer side effects

O

Did the information on side-effects match the
side-effects you experienced?

P

Were you treated with dignity and respect?

Q

Did you get to spend as long as you would like
with the staff?

R

Do you know the next step after this
treatment?

S

How do you think your experience could be
improved?

No – more side effects
Not sure
Yes
No
Not sure
Yes
No
Not sure
Yes
No
Not sure
Free text box

Limit of 1000 characters.

INFORMATION ABOUT YOUR PAST HOSPITAL VISITS
T

U

Have you had an unplanned (“emergency”)
hospital visit since the last questionnaire?

No
Not sure

If yes, where, and when?

Free text box

Have you had an unplanned (“emergency”)
hospital admission (overnight stay) since the
last questionnaire?

Yes
No
Not sure

If yes, where, and when?

V

Yes

Should be displayed only if patient answered yes
to the previous question.
Limit of 100 characters.

Should be displayed only if patient answered yes
to the previous question.
Limit of 100 characters.
INFORMATION ABOUT YOUR FUTURE CLINIC APPOINTMENTS
Within the next 6 weeks
Control to make sure patient has entered a date.
Free text box
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Do you know when your next follow-up
appointment is?

W

Would you be happy to share your answers
above with your clinical team?

23/04/2021
6 to 12 weeks
3 to 6 months
More than 6 months
Follow-up in the community or treated elsewhere
Not sure
Other + free text box
Yes
No

Optional extension sub studies
See in
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EVERY 3 MONTHS
Can we review the answers for the questionnaire at enrolment and ask the patient if they wish to update their information?
Questions

Choices offered to the patients

Comments

INFORMATION ABOUT YOUR QUALITY OF LIFE

A
B
C
D
E

Measured with EQ-5D-5L. Could the layout be
conserved on the platform?
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A slider would be ideal. If widget not available on
the platform, then ask patients to choose a
number between 0 and 100.

F

G

A horizontal slider would be ideal. If not, a dropdown list that starts by “0 – None” and finishes
by “10 – Agonizing”.

How would you rate your pain felt in the past
week, including today?

Figure 10: VAS
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How much distress have you been
experiencing in the past week, including
today?

A vertical slider would be ideal. If not, a dropdown list that starts by “0 - No distress” and
finish by “10 – Extreme distress”.

Figure 11: Distress thermometer

I

What is the greatest cause of your distress?

Free text box

Limit of 100 characters.

INFORMATION ABOUT YOUR TREATMENTS
J

Has any changes been made to your
treatment?

No – Ongoing
Yes – Stopped
Yes – Changed

INFORMATION ABOUT YOUR EXPERIENCES
K

Do you know who to contact at the hospital if
you have questions about your treatment or
illness?

L

Did you wait longer than you would have liked
from deciding to have treatment to starting
treatment?

M

Did you wait longer than you liked from arriving
at hospital to having treatment on the day?

N

Were you given enough information on sideeffects of the treatment you had?

Yes
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes – far too long
Yes – within a reasonable time
No
Not sure
Yes
No
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Not sure
Yes
No – fewer side effects

O

Did the information on side-effects match the
side-effects you experienced?

P

Were you treated with dignity and respect?

Q

Did you get to spend as long as you would like
with the staff?

R

Do you know the next step after this
treatment?

S

How do you think your experience could be
improved?

No – more side effects
Not sure
Yes
No
Not sure
Yes
No
Not sure
Yes
No
Not sure
Free text box

Limit of 1000 characters.

INFORMATION ABOUT YOUR PAST HOSPITAL VISITS
T

U

Have you had an unplanned (“emergency”)
hospital visit since the last questionnaire?

No
Not sure

If yes, where, and when?

Free text box

Have you had an unplanned (“emergency”)
hospital admission (overnight stay) since the
last questionnaire?

Yes
No
Not sure

If yes, where, and when?

V

Yes

Should be displayed only if patient answered yes
to the previous question.
Limit of 100 characters.

Should be displayed only if patient answered yes
to the previous question.
Limit of 100 characters.
INFORMATION ABOUT YOUR FUTURE CLINIC APPOINTMENTS
Within the next 6 weeks
Control to make sure patient has entered a date.
Free text box
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Do you know when your next follow-up
appointment is?

W

Would you be happy to share your answers
above with your clinical team?

23/04/2021
6 to 12 weeks
3 to 6 months
More than 6 months
Follow-up in the community or treated elsewhere
Not sure
Other + free text box
Yes
No

Optional extension sub studies
See in
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Appendix A
OPTIONAL EXTENSION SUB STUDIES
1. E1. Expanded set of disease and treatment specific questions:
E1 CORE: QLQ-C30

E1 PALL: QLQ-C15-Pall
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E1 CHEMO: Chemo Toxicity (based on this)
Assessment
0

1

Grade
2

3

4

Appetite loss
Constipation
Cough
Diarrhoea/
loose bowels
Dyspnoea/
shortness of
breath
Dysuria/
painful
urination
Fatigue
Hot flashes
Nausea
Pain
Neuropathy
Vomiting
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E1 BREAST: QLQ-C30 + QLQ-BR23

Figure 12: QLQ-C30

+

Figure 13: QLQ-BR23
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E1 LUNG: QLQ-C30 + QLQ-LC13

Figure 14: QLQ-C30

+

Figure 15QLQ-LC13
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E1 PELVIC: ALERT-B

Figure 16: ALERT-B
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E1 BRAIN: QLQ-C30 + QLQ-BN20

Figure 17: QLQ-C30

+

Figure 18: QLQ-BN20
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E2 MEASURES OF DIGITAL LITERACY: PERQ (Offered once only) (here)
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E3 RADIOTHERAPY EXPERIENCE: National Cancer Action Team (NCAT)
1. On which part of your body are you currently receiving radiotherapy treatment?
Lung

Brain

Oesophageal

Breast

Prostate

Colorectal

Skin

Gynaecological

Urology

Head and neck
Other (please specify) + free text box

2. Were you given a clear explanation of where to go for your planning session and what to expect?
Yes

Cannot remember

No

3. How easy was it to find the radiotherapy department using the hospital signs?
Difficult

Very easy

Very difficult

Easy

Cannot remember

Neither easy nor difficult

Please comment + free text box
4. Did you receive a copy of your consent form?
Yes

No – I did not want

No – I was not offered

Cannot

a copy

a copy

remember

5. When you gave your consent, to what extent did you understand what the benefits and side
effects of radiotherapy were?
I understood completely
I understood to some extent

I did not understand at all
Cannot remember

6. Please answer the following questions about the information you received.
Yes

No

Cannot
remember

Were you given any written information/advice about
your radiotherapy treatment and its side effects?
Was the information useful and easy to read?
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7. Were you told how long in total (i.e., days or weeks) your course of radiotherapy treatment would
last?
Yes

No

Cannot remember

8. If you attend radiotherapy as an outpatient, how do you travel to our hospital?
I use the train and then walked

I come by hospital transport

I use the bus

I walk to the hospital

N/A

I come by car
Other (please specify) + free text box

9. Does your journey take longer than 45 minutes?
No

Yes

If yes – was this a problem for you (please comment below)? Do you have any other comments about
your journey?

10. On arrival at the radiotherapy department, are you made to feel welcome by the reception staff?
Always
Usually

Never
Cannot remember

Sometimes

11. How soon after your given appointment time do you usually have to wait for your treatment?
(Please note this is your actual treatment time not the time that you arrived to begin any
preparation e.g., drinking or bowel preparation)
It varied from visit to visit

On time or up to 20 mins

Cannot remember

Between 20 minutes and 1 hour
More than 1 hour

12. If you have waited longer than 20 minutes beyond your appointment time, were you told the
reason for the delay?
Always
Usually

Never
Cannot remember
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Sometimes

13. To what extent do you agree with the following statements?
Strongly
agree

Agree

Neither
agree nor
disagree

Disagree

Strongly
disagree

Cannot
remembe
r

N/A

When visiting
the
radiotherapy
department, I
am treated
as an
individual.
I am treated
with courtesy
and respect
by all staff.
I find the
staff in the
radiotherapy
department
professional
and friendly.
On each visit
the
radiographer
s confirmed
my identity.
All staff
members
present in
the treatment
room
introduce
themselves
to me.
I feel that
enough time
is always
taken to deal
with any
problems or
queries I
may have.
I am given
enough
privacy to
ask
questions.
My questions
are
answered to
my
satisfaction.
14. Did you feel the changing facilities / arrangements allowed you to maintain your dignity?
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Yes

Partially

N/A

No

15. Do you know the name of the Radiotherapy specialist, consultant, or doctor in charge of your
care?
Yes

Cannot remember

No

16. Were you given a clear explanation of where to go for your planning session and what to expect?
Yes

Cannot remember

No

If ‘yes’, at what point were you first seen (week 1, week 2 etc.)? + free text box

17. To what extent do you agree with the following statements?

Strongly
agree

Agree

Neither
agree
nor
disagree

Disagre
e

Strongly
disagree

Cannot
rememb
er

N/A

I find the doctor /
nurse / radiographer
treating me
approachable.
A doctor / nurse /
radiographer always
is available when I
need one.

18. Do you know who your designated key worker is (e.g., Clinical Nurse Specialist, Specialist Social
Worker, Dietitian, Physio)?
Yes

Cannot remember

No

19. Did you feel well informed after the radiographer explained possible side effects prior to
treatment?
Yes

No

Cannot remember

N/A

20. Do you feel supported by the radiotherapy staff in managing any side-effects you may be
experiencing or have experienced due to your radiotherapy treatment?
Yes

No

Cannot remember

21. Please rate the care you received from the radiotherapy department staff
Excellent

Good

Satisfactory

Poor

Unacceptable

N/A
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Receptionist
Radiographer
Doctor
Nurse
Review Specialist

22. Please rate the cleanliness of the radiotherapy department
Excellent

Good

Satisfactory

Poor

Unacceptable

N/A

Toilets
Waiting area
Treatment room
Consultation room
Corridors

23. Overall, how would you rate the care and support you received from the radiotherapy
department?
Excellent

Good

Satisfactory

Poor

Unacceptable

24. Following your experience of our service, would you like to make any comments about the
radiotherapy department or the treatment you received? free text box

25. Were you given an opportunity to ask for a different treatment time?
Yes

No

Cannot remember

26. Did you receive your preferred treatment time?
Always
Usually
Sometimes

Never
Cannot remember
N/A
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