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Evaluating a digital tool for supporting breast 
cancer patients: A prospective randomised 
controlled trial 

The ADAPT Study

We invite you to take part in a research study 

● We would like to learn whether our digital tool 

can support breast cancer patients and 

improve the care experience. 

● Taking part in the study will involve completing 

questionnaires about your quality of life and 

how you manage your health care. 

● Your answers to the questionnaires are very 

important to understand the treatment 

experience of breast cancer patients and 

improve supportive care. 

● To see how adding the application to normal 

care compares to normal care alone, half the 

patients in the study will receive the 

application and half the patients will not. 

Important things you need to know 

● Before you decide whether to take part, it is 

important for you to understand why the 

research is being done and what it will 

involve. 

● Please take your time to read the following 

information carefully and make your decision 

about the study. You can join the study any 

time before starting anti-cancer treatment. 

● You are free to decide whether or not to take 

part in this study. If you choose not to take 

part, this will not affect your treatment or care 

in any way.  

● If you decide to take part in the study, you will 

still receive all the same care and information 

you normally would. Your treatment will not 

be changed 

● This is a randomised trial meaning that you 

may not receive the tool even if you decide to 

take part. 

● Your answers to the questionnaires will 

not be reviewed by the clinical team. 

Please feel free to ask the study 

coordinator or research team if anything 

is not clear or if you would like more 

information.  

● You can stop taking part in the study at 

any time without give a reason and 

decide how the information collected 

about you can be used. 
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Contact us 

If you have any questions about the study, please 

talk to the study coordinator, Emma Lidington at 

profiles@rmh.nhs.uk or  

020 7808 2457. 

  

mailto:emma.lidington@nhs.net
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1  Why are we doing this research study? 

We are running this study to learn whether our 

digital tool helps support breast cancer 

patients and improve the care experience. The 

tool will not change your treatment or care in 

any way.  

2  Why are you being asked to take part? 

We are inviting all women who have recently 

received a first cancer diagnosis of early-stage 

breast cancer that are using services at a 

participating site to take part. We expect 

around 120 patients to take part. Taking part 

is completely voluntary. Your decision will not 

affect your care in any way. 

3  What will you need to do if you take part? 

We will first ask you to complete a consent 

form. The study will last one year. We will ask 

you to complete a total of four questionnaires 

online throughout the year. All the 

questionnaires take between 20-30 minutes 

and can be completed at home. We will ask 

you to complete the first questionnaire when 

you enrol in the study and the following 

questionnaires around three months, six 

months and one year after your diagnosis. 

When you enrol in the study, we will randomly 

assign you to either the group that receives 

the digital tool or the group that does not. The 

study will not change or affect the treatment 

and care you would normally receive.  

If you are assigned to the group with the 

digital tool, we will ask you to create an 

account. After creating the account, it is up to 

you how much or how little you use the tool.  

 

 

If you are not assigned to use the tool, we ask 

you to still complete the questionnaires. You 

will still receive all the tools and information 

usually available. The study will not change or 

affect the treatment and care you would 

normally receive.   

4  What do you need to know about the digital 

tool being used in this study? 

The digital tool is a platform that can be 

accessed as a mobile phone application or 

website. Clinical information can be input with 

the help of your clinical team to give more 

personalised medical information. Px 

Healthcare owns the digital tool. The tool does 

not collect any personal information and Px 

Healthcare will not receive any personal 

information about you. The company will not be 

able to identify you.  

5  What information will we collect? 

In order to communicate during the study and 

invite you to take part in questionnaires, we will 

ask for your contact information including your 

name, phone number, address and email 

address. This information will be kept 

confidential.  

The questionnaires we would like you to 

complete will ask about your general health, how 

you manage your care and understand your 

cancer, your quality of life, and your mental 

health. There will be a few questions about your 

sexual activity. It is important to note that your 

responses to the questionnaires will not be 

reviewed by the clinical team. Your responses to 

the questionnaire will not be identifiable. The 

questionnaire responses will only be labelled 

with your study identification number. 
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We would also like to collect information from 

your medical records. We will collect 

information relevant to your diagnosis, 

treatment and hospital attendance. This 

information will not include identifiable 

information and will be labelled with your 

study identification number.  

If you are assigned to use the digital tool, 

non-identifiable information will be stored on 

a server owned by Px Healthcare, the 

company that owns the tool, and used by the 

company on their own account. The company 

will share this information with the Royal 

Marsden, which will be labelled with a unique 

invitation code provided at the start of the 

study and linked to the other information 

collected about you in the study. 

If you live in one of the eight boroughs in 

North West London, we would like to look at 

your record in Whole Systems Integrated 

Care (WSIC). WSIC is an integrated care 

record that holds information about your use 

of NHS services in North West London. More 

information about WSIC can be found at 

www.healthiernorthwestlondon.nhs.uk/news-

resources/information-sharing. We will collect 

information about your attendance at the 

general practitioner, hospitals, and social 

care.  

Giving us access to your WSIC records is 

optional. You can still take part in the study 

without giving us permission. If you give us 

permission to access your WSIC record, we 

will ask for your NHS number in order to 

identify your record. 

 

 

 

 

6  How will your data be processed? 

If you decide to take part in the study, you will be 

given a study identification number. All 

information we collect will be labelled using your 

study identification number rather than your 

name or hospital number. This will keep your 

identity confidential.  

All the information we collect will be treated as 

sensitive information and kept under appropriate 

password protection on a NHS network 

computer. Paper records will be held in a secure, 

lockable, access-controlled NHS office. Access 

to electronic and paper records is strictly 

controlled. 

7  Who is responsible for your information? 

The Royal Marsden NHS Foundation Trust is the 

sponsor for this study based in the United 

Kingdom. We will be using information from [you 

and/or 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. The Royal Marsden will keep 

identifiable information about you for 5 years 

after the study has finished. 

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. 

 

 

 

http://www.healthiernorthwestlondon.nhs.uk/news-resources/information-sharing
http://www.healthiernorthwestlondon.nhs.uk/news-resources/information-sharing
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You can find out more about how we use 

your information by contacting the study 

team. Our Data Protection Officer at RM can 

be contacted if you have any concerns 

regarding the way your information is 

processed at dpo@rmh.nhs.uk (please note 

that emails sent to this address will not be 

secure in transit. 

8  Who will your information be shared with? 

[NHS/other site] will use your name, NHS 

number and contact details 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. Individuals from the Royal 

Marsden Hospital and regulatory 

organisations may look at your medical and 

research records to check the accuracy of the 

research study. [NHS site] will pass these 

details to the Royal Marsden along with the 

information collected from you and your 

medical records.  

The only people in the Royal Marsden who 

will have access to information that identifies 

you will be people who need to contact you to 

invite you to take part in the questionnaires or 

audit the data collection process. 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. 

[NHS/ other site] will keep identifiable 

information about you from this study for 5 

years after the study has finished.  

Px Healthcare will provide the Royal Marsden 

with the data showing the use of the digital 

tool. Px Healthcare will not collect or receive 

any personal data. 

 

 

 

 

If you give permission for us to access your 

WSIC record, we will confidentially share your 

NHS number with the WSIC team to identify your 

record. The de-identified WSIC information will 

be given to a team called Discover, run by 

Imperial College Healthcare Partners. More 

information about Discover can be found at 

www.registerfordiscover.org.uk. The de-identified 

responses to your questionnaires and clinical 

data will also be given to the Discover team to 

link and analyse with the WSIC data.  

The people in the Discover team will not be able 

to identify you and will not be able to find out 

your name, NHS number or contact details. 

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. 

This information will not identify you and will not 

be combined with other information in a way that 

could identify you. The information will only be 

used for the purpose of health and care 

research, and cannot be used to contact you or 

to affect your care. It will not be used to make 

decisions about future services available to you, 

such as insurance. 

9  What are the possible risks of taking part? 

The questionnaires will ask you things related to 

your cancer and treatment and how these have 

affected your life. Some people may find this 

upsetting. If you become upset at any time you 

can stop taking part. If you need support please 

contact your clinical specialist nurse. 

mailto:dpo@rmh.nhs.uk
http://www.registerfordiscover.org.uk/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
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10  What are the possible benefits of 

taking part? 

Taking part in this study provides the 

opportunity to possibly improve care for 

patients in the future. Many patients also find 

it beneficial to reflect on your treatment 

experience and quality of life when 

completing the questionnaires.  

In a small, previous study, the digital tool 

has shown benefits for patients in improving 

patient-clinician communication. We cannot 

promise the tool will provide benefits, but if 

you are assigned to the group that receives 

the tool, it may help improve your treatment 

experience. 

11  What if something goes wrong? 

It is unlikely that anything will go wrong with 

your treatment or care, but if you wish to 

complain about any aspect of the way you 

have been treated during the course of the 

study you can do so using the normal NHS 

complaints procedure.  

Healthcare professionals working on Clinical 

Trials are covered by NHS Indemnity and if 

you are harmed by taking part in this study 

you may have grounds for a legal action but 

you may have to pay for it.  

If you do wish to complain about any aspect 

of the way you have been approached or 

treated during the course of this study, the 

normal National Health Service complaints 

mechanisms are available to you.  Concerns 

should be raised by speaking to a member 

of staff at your hospital or by talking to the 

local Patient Advice and Liaison Service 

(PALS) which has been established in every 

NHS Trust and Clinical Commissioning 

Group (CCG).  

 

 

12  What will happen with the results of this 

study? 

We are hoping to publish the results of this 

study in a scientific journal, on social and news 

media, in patient and hospital reports and in 

presentations at patient and clinical 

conferences. Any information published in any 

manner will be completely anonymous. You will 

not be able to be re-identified from any 

publication. If you would like to receive the 

results, please provide your email or address in 

the space provided in the questionnaires. 

13  Who has reviewed this study? 

All research is looked at by an independent 

group of people, called a Research Ethics 

Committee, to protect your interests. This study 

has first been approved by the Royal Marsden 

and Institute of Cancer Research Joint 

Committee for Clinical Research as sponsor. 

The study was then reviewed and approved by 

the NHS Health Research Authority and the 

Research Ethics Committee (ref:xxxx). 

14  What will happen at the end of the study? 

At the end of the study we will provide everyone 

with an overview of the number of people that 

took part in the study and a report detailing the 

results. If you were given the digital tool, you 

will be able to continue using the tool as usual. 

If you were not given the digital tool, we will 

provide you with information about the tool and 

the opportunity to use if it you wish. 
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15  More information about taking part 

Withdrawing from the study 

You can withdraw from the study at any time. 

Withdrawing from the study will not affect 

your clinical care or legal rights.  

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. 

If you would like to withdraw from the study, 

please contact the study coordinator, Emma 

Lidington, at the email or telephone number 

below.  

Completing the questionnaires 

You can complete the questionnaires either 

online or by paper. You can switch methods 

at any time by contacting the study 

coordinator, Emma Lidington If you would like 

to complete them online, you will be given a 

unique username and password to login to a 

questionnaire system called PROFILES.  

16  How to contact us 

Study coordinator 

Emma Lidington 

Clinical Research Assistant 

Royal Marsden Hospital 

Telephone: 020 7808 2457 

Email: profiles@rmh.nhs.uk   

 

 

 

 

 

Local principal investigator 

[Principal investigator] 

[position] 

[hospital] 

Telephone: [telephone] 

Email: [email] 

Chief investigator 

Dr Olga Husson 

Staff Scientist 

Institute of Cancer Research 

Telephone: 020 7808 2457 

Email: olga.husson@icr.ac.uk 

 

Patient Advice and Liaison Service 

[hospital specific PALS info and number]  

mailto:profiles@rmh.nhs.uk
mailto:olga.husson@icr.ac.uk

