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Patient Information Sheet (PIS2) 

        (Consent step 2) 

Date: Version 5.0, 11th September 2019 

Information for patients who are eligible for FOCUS4-N: 

A randomised controlled comparison of capecitabine against active monitoring after first-line 

treatment for patients with colorectal cancer 

 

We are inviting you to take part in a clinical trial 

called FOCUS4-N, because you are receiving 

treatment for bowel (colorectal) cancer and you 

may be able to enter this trial at the end of this 

initial treatment.  

 

You will remember that you kindly gave your 

consent to step 1 of the FOCUS4 research study. 

This involved sending away a specimen of your 

tumour to a laboratory, which performed a 

number of specific molecular tests on it. These 

tests have come back and your oncology doctor 

has discussed the results with you. He/she will 

have discussed which FOCUS4 trials are suitable 

for you. One of these is called FOCUS4-N. 

 

This patient information sheet explains FOCUS4-

N and is split into 2 sections. These sections are: 

 Section 1: Details of the trial that we are 

offering you 

 Section 2: General details on participating 

in clinical trials 

 

This information sheet is intended to support 

your discussions with your oncology doctor and 

nurses. Please ask the oncology doctor or nurses 

if you are unclear about any of the points raised.  

When you have read this information sheet 

please take time to consider whether you wish to 

take part. You may want to discuss it with your 

GP, your family or others before deciding. 

 

Thank you for taking the time to read this 

information sheet and considering FOCUS4-N. 

 

 

How to contact us 
 

If you have any questions about this study, 

please talk to your doctor at: 

Hospital Department 

Hospital 

Address 

Address 

Tel: XXX 

 

  
 

 

 

 

FOCUS4 
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Section 1:
Information on FOCUS4-N 

1 Why am I being offered entry   

   into FOCUS4-N? 

 

FOCUS4-N is available for people who have 

responded well to their initial standard 

treatment and who are in any of the following 

four situations:  

 

 Firstly, it is for those people whose results of 

the specific molecular tests could not be 

analysed completely. This happens in about 2 

in 100 patients. Sometimes there is so little 

cancer in the biopsy that we cannot do the 

tests. Occasionally, the tests fail in the 

laboratory. For either of these reasons we are 

sometimes not able to classify your tumour 

into one of the sub-types. 

 

 Secondly, some patients on the trial may have 

a tumour type for which the treatment is very 

new and can only be administered in a special 

treatment centre, which may be a long 

distance away. In contrast, treatment in 

FOCUS4-N can be given in any cancer-treating 

hospital. So you may choose to go into 

FOCUS4-N to avoid the long distance travel. 

 

 Thirdly, sometimes possible new treatments 

for your tumour type are not yet ready for 

testing in a study and therefore, for patients 

with your tumour type, we are offering you 

the opportunity to participate in FOCUS4-N 

instead because you are also eligible for this 

trial. 

 Fourthly, some patients may just prefer to be 

part of FOCUS4-N over any of the other trials 

that they have been offered. 

 

2 Do I have to take part? 

 

No, it is up to you to decide if you want to take 

part.  If you do decide to take part, we will give 

you this sheet to keep and we will ask you to 

sign a consent form to say that you understand 

what the trial involves.  If you choose to enter 

this trial, you may stop being in the trial at any 

time and will still receive the best treatment 

your oncology doctor can offer you. 

 

If you have private medical insurance, you 

should consult with your insurer before agreeing 

to take part. 

 

Your participation in this trial is entirely 

voluntary. If, after considering it, you decide not 

to participate, this will not affect the standard of 

your care in any way and your oncology doctor 

will explain the best standard treatment 

available. 
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3 How will the research be done? 

 
The best way of weighing up the advantages and 

disadvantages of different treatments for a 

particular type of cancer is in a Randomised 

Controlled Trial, or RCT.  If you take part, you 

will have an equal chance of receiving any of the 

treatments being compared. The decision about 

which treatment you will receive is random – or 

based on chance.  A computer will decide 

whether you receive Treatment Plan N1 or N2, 

not you or your oncology doctor. This is called 

randomisation. Using the computer to choose 

the treatment ensures that the groups of 

patients receiving the two treatment plans are 

similar. In this way, a fair comparison can be 

made between the trial groups at the end of the 

trial. 

 

4 Will I have to have any extra tests? 

As described in question 5, in both treatment 

plans, you will have CT scans every 8 to 9 weeks 

(i.e. every 3 cycles) to see how the cancer is 

behaving. It is normal practice to perform 

regular CT scans when receiving treatment 

although some oncology doctors will perform 

them every 12 weeks instead of 8 weeks.  CT 

stands for computerised tomography. The CT 

scanner uses X-rays to take a series of very 

detailed pictures of the body and is a painless 

procedure. The pictures are taken while you lie 

on a couch, which moves backwards and 

forwards through the hole of the machine. 

 

As explained in step 1, CT scans involve some 

exposure to ionising radiation. Like all medical 

procedures, this does entail some risk, as 

ionising radiation can have an adverse effect on 

the body, including a small increased risk of 

other cancers at a later date.  However in this 

case the benefits outweigh any such risk.   

 

It allows your oncology doctor to see how your 

cancer is behaving more regularly, so they are 

able to detect if your cancer has grown as early 

as possible. 

 

5 Which treatment will I receive if I 

take part? 
 

There are two different treatment plans we are 

comparing in FOCUS4-N which we have called 

Treatment Plan N1 and Treatment Plan N2. 

Allocation to one of these treatment plans is 

made by the randomisation process described in 

question 3.  Therefore, it is important before 

you join that both you and your doctor would be 

happy for you to accept either one of these 

plans.  

 

You will be able to receive either of these plans 

in your local cancer clinic and will be asked to 

attend appointments for clinical assessments 

with the oncology doctor and for CT scans to 

assess the progress of your tumour.  

 

‘Treatment Plan N1’ is active monitoring 

Normally patients who have completed initial 

treatment and are doing well have a break from 

treatment with no anticancer therapy until the 

cancer shows signs of growing. Patients 

allocated to active monitoring will be seen for a 

clinical assessment in the clinic every 3 to 4 

weeks to see how you are doing. You will have a 

CT scan every 8 or 9 weeks to see how the 
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cancer is behaving. If there is evidence that the 

cancer is beginning to grow again, you will be 

offered to restart the treatment that you have 

just completed or an alternative that your 

oncologist will discuss with you. 

 

‘Treatment Plan N2’ is capecitabine with active 

monitoring 

This treatment plan involves taking some 

capecitabine tablets. Capecitabine is a well 

known type of chemotherapy and is often used 

for cancer treatment as it targets a very 

important enzyme involved in making DNA. 

However we do not know whether it is of 

benefit of patients to carry on with capecitabine 

after the initial treatment, rather than having a 

break from treatment, until the cancer shows 

signs of growing. 

 

In Treatment Plan N2, you will be seen in the 

clinic every 3 weeks for a clinical assessment 

and for prescription of your next cycle of 

tablets. You will have a CT scan every 8 or 9 

weeks to see how the cancer is behaving. If 

there is evidence that the cancer is beginning to 

grow again, you will be offered an alternative 

that your oncologist will discuss with you. The 

capecitabine treatment will stop if there is 

evidence that the cancer has grown. 

 

6 Is it safe for me to have a treatment 

break after my chemotherapy? 

 

Yes. Usually following the first course of 

chemotherapy oncology doctors will advise a 

break from treatment. During this treatment 

break, it is normal to have no active cancer 

treatment. However, usually after between 3 

and 9 months the cancer will begin to grow 

again in some patients and treatment will be 

restarted. We are using that break in your 

treatment plan to see if taking a drug called 

capecitabine could prolong the time before your 

cancer grows again.  

Whether you receive the drug treatment or 

active monitoring, we still advise that when the 

scans show that the cancer is growing back you 

should go back on the same or similar 

chemotherapy which you are now receiving.  

 

7 How is capecitabine given? 

 

If you are allocated to take the capecitabine 

drug, you will be able to take a course of the 

drugs at home. The tablets should be taken each 

morning and evening for two weeks, followed 

by a one week rest period with no capecitabine 

tablets. We call the whole 3 week period one 

cycle. 

 

The dose of the tablets is prescribed by your 

oncology doctor, based on your body size and 

other factors. Different patients need different 

doses. The tablets come in two sizes; large (500 

mg) and small (150 mg). The hospital pharmacist 

will work out how many large and small tablets 

you should take to give you the right dose and 

will dispense one full cycle at a time (i.e. 14 days 

= 28 doses). You should take your first dose of 

capecitabine on the evening of when you are 

given the tablets; the last dose will be due on 

the morning 2 weeks later. It is best not to take 

capecitabine on an empty stomach, so have 

something to eat within the half hour before 

your tablets are due. Swallow the tablets whole 

with plenty of water. If you are unable to 
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swallow the tablets for any reason, do not break 

up or crush the tablets. Please contact your 

oncology doctor or research nurse using their 

contact details at the end of this information 

sheet.  

 

Take your dose of capecitabine tablets twice a 

day, approximately twelve hours apart (for 

example 8am and 8pm). Try to stick to the same 

time each day, give or take two hours. You will 

be given a diary card to help you keep track of 

what tabletss you have taken and provide you 

guidance on how to take your tablets 

 

8 How will I remember to take the 

tablets? 
 

It can be difficult to remember to take tablets 

regularly. When you start each prescription of 

capecitabine you will be given a diary sheet with 

a space for each dose you are due. Please keep 

the sheet with your tablets and make a note of 

the time you take each dose. 

 

If you forget a dose but remember it within the 

next 6 hours, take it then and make a note of 

the time on the diary sheet. 

 

If you forget the dose completely, just write 

“forgot” in the box for that dose. Do not try to 

squeeze in extra doses the next day and do not 

add on any missed doses. 

 

9 What about my other medications?  

 

Most other medications (though not all) can be 

taken safely alongside capecitabine. If you are 

on regular medications, please make sure your 

oncology doctor and research nurse knows 

about them before you start your treatment so 

that they can be checked.  

 

After starting your treatment, if any new 

medication is required it is important that the 

doctor prescribing the new medication knows 

that you are in a clinical trial and taking 

capecitabine.  

 

It is particularly important to tell the oncology 

doctor about any of the following medications:  

 Warfarin 

 Phenytoin 

 Folinic acid 

 Allopurinol 

 Sorivudine 

 Brivudine 

 Interferon-alpha  

 

Your GP should be able to provide you with a list 

of your current medications. 

 

10 Are there any side-effects of 

capecitabine treatment? 

 

The side-effects of capecitabine are that it can 

cause diarrhoea, sore hands and feet, and 

nausea. It can also occasionally cause some 

chest pain due to tightening of the arteries to 

the heart. You may already have received 

capecitabine during your initial treatment, so 

you might be familiar with how this drug 

affected you. Your oncology doctor may have 

altered the dose of these drugs to suit you 

during your chemotherapy and if that is the case 
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you will continue on the adjusted dose. You will 

be seen at a hospital appointment every 3 

weeks and will be able to discuss any side-

effects you are experiencing with the oncology 

doctor who may decide to change your dose. 

 

You will be given a Patient Card to carry around 

with you at all times. In case of an emergency, 

the card will inform doctors that you are on a 

clinical trial and that you are being treated with 

capecitabine. The card also lists the side-effects 

that you might expect to experience from your 

allocated treatment. On the back of the card are 

the details of the people you should contact if 

you feel unwell. 

If you have to stop taking your capecitabine 

tablets for any reason please make a note on 

your diary sheet. Do not add on the missed 

doses at the end of the course. 

 

It is important to stop taking the capecitabine 

tablets if the side-effects become troublesome. 

Some patients worry this will reduce the 

effectiveness of the treatment, but research has 

shown this is not the case. 

 

11 Are there any other precautions? 

 

Please keep your capecitabine tablets well away 

from children and do not let them become 

mixed up with anybody else’s tablets. 

 

It is important that women of child-bearing age 

do not become pregnant while on this trial as 

the effects of these treatments on the baby are 

unknown. It is also unknown if there is an effect 

on fertility, so there may also be a theoretical 

risk to your partner also. Therefore, full effective 

contraception measures should be taken or 

used and for six weeks after your last dose of 

capecitabine. Please discuss this further with 

either your oncology doctor or GP.  

 

12What if my treatment doesn’t 

work for me? 
 

The trial treatment will continue if the CT scan 

shows that your cancer has not grown or if it has 

shrunk. This treatment will be offered for as 

long as you are benefiting from it. If your cancer 

grows, then normally you will stop the 

treatment you are on, as there is no benefit. If 

this happens your oncology doctor will talk to 

you about other treatment options, but we 

expect that you would be advised to go back 

onto the treatment you previously received, or 

one much like it.  

 

13 Will this trial help patients in the 

future?  

 

The main purpose of this trial is to find out 

whether it is best to treat patients with or 

without capecitabine after their first period of 

treatment. If we can answer this, it may be 

beneficial to future patients in your situation.  

 

  



 

Page 8 of 13 

FOCUS4-N – PIS2-N;  Version 5.0 11th September 2019 
 

 

14 Will any new genetic tests be 

done?  

 

We are asking you for extra blood samples to 

look into the way each person’s genetic makeup 

influences the way they respond to any medical 

treatment, how well the treatment works and 

what side effects occur. Quite often, there are 

traces of cancer DNA that can be found 

circulating in the blood. If we can reliably detect 

these traces, it may remove the need for biopsy 

tests to monitor changes in the cancer during 

and after treatment. These studies will involve 

extracting DNA or other material from the 

blood. This research is based in UK Universities 

but may involve collaboration with commercial 

companies or other institutions. 

 

In the consent you gave us for step 1 of the 

FOCUS4 trial, you were asked to give your 

permission for some further blood samples to 

be taken for other bowel cancer research 

purposes. There are two types of blood sample 

collection for two different areas of bowel 

cancer research.  

 

The first bowel cancer research area requires 

one blood sample only, which you may have 

provided at that time and so no further samples 

are required. 

 

For the second area of bowel cancer research, a 

further blood sample is required and you may 

have consented to this. However, as we stated 

earlier (please refer to Patient Information 

sheet 1), some additional samples may be 

required also.  We will take these additional 

samples at the same time as those taken for 

your routine care. 

 

We will take them every 8 weeks until you finish 

taking the tablets in the trial. No more than 

40ml (equivalent of 8 teaspoons) of blood will 

be requested at each visit for this purpose. This 

is more than a blood test is usually, but it will 

not require any extra blood tests or extra visits. 

 

Your consent form will ask whether you are 

happy to provide these blood samples for these 

areas of research.  If you do not want to give 

permission for these samples, you can still be 

part of FOCUS4-N.   

 

Local Contact names and telephone numbers: 
 

 

Local Investigator: Dr ……………………………………                    

Telephone no: ……………………………………………… 

Research Nurse:……………………………………………                     

Telephone no: ……………………………………………... 

 

 

Thank you for taking the time to read this 

information and for considering taking part in 

FOCUS4-N.  Please feel free to keep this 

information sheet.  If you are interested in 

taking part, please read Section 2 of this 

information sheet for further general 

information on participating in this Trial. 
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Patient Information Sheet (PIS2-N) 

 (Consent step 2) 

Date: Version 5.0, 11th September 2019 

 

Information for patients who are eligible for FOCUS4-N: 

A randomised controlled comparison of capecitabine against active monitoring after first-line 

treatment for patients with colorectal cancer 

 

Section 2: 
General details on participating in 
this Clinical Trial 
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1 Who is organising this study? 

This trial is being sponsored by the University 

College London. , This trial is being organised by 

the Medical Research Council Clinical Trials Unit 

at University College London (MRC CTU at UCL), 

based in London. You can find out more about us 

at www.ctu.mrc.ac.uk.   

 

2 Who is funding the trial? 

This trial is funded by Cancer Research UK and 

the National Institute of Health Research (NIHR)/ 

Medical Research Council (MRC) Efficacy and 

Mechanism Evaluation (EME) Programme, with 

support from Health departments across the UK. 

 

 

 

 

  
 

 

 

 

FOCUS4 

 

http://www.ctu.mrc.ac.uk/
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3 Will my taking part in this study be 

kept confidential?  
 
If you join this trial, some parts of your medical 

records and the data collected for the study will 

be looked at by authorised persons from MRC 

CTU at UCL who are organising the research. 

They may also be looked at by representatives of 

regulatory authorities and by authorised people 

to check that the study is being carried out 

correctly. All will have a duty of confidentiality to 

you as a research participant and we will do our 

best to meet this duty. 

  

All information that is collected about you during 

the course of the research will be kept strictly 

confidential. Any information about you that 

leaves the hospital will have your name and 

address removed so that you cannot be 

recognised. 

 

If you decide to participate in this trial, 

information will be collected by the MRC CTU at 

UCL. Your GP will be informed, but otherwise all 

information about you and your treatment will 

remain strictly confidential and no individual 

patients will be identified when the results of the 

trial are published.   

4 What if new information becomes 

available?  
 

During the course of the trial, which is expected 

to last several years, the progress of the research 

will be considered at regular intervals by an 

expert committee. Sometimes during the course 

of a research project, new information becomes 

available about the treatment that is being 

studied or the tests we are doing. If this happens, 

your oncology doctor will tell you about it and 

discuss with you whether you want to continue 

in the study. If you decide to stop the trial 

treatment plan, your oncology doctor will make 

arrangements for your care to continue. If you 

decide to continue in the study you will be asked 

to sign an updated consent form. 

 

5 What will happen to the results of 

the research study? 

 

We will publish the results of this trial in a 

medical journal. We will send a copy of the 

results to your doctor. You will not be identified 

in any report or publication. We will also publish 

a summary of the results of this study, in plain 

English, on the MRC CTU at UCL website and on 

the FOCUS4 website. The addresses are 

www.ctu.mrc.ac.uk and www.focus4trial.org 

respectively. A copy of the results will be 

available to you or your family from your clinic 

on request.  

  

The regulatory authorities, the Medicine and 

Health Regulatory Authority (MHRA), have given 

their permission for this trial to be undertaken 

and we will report to them in confidence any 

unexpected side-effects which occur. 

  

http://www.ctu.mrc.ac.uk/
file://///Maple/SHARED/FOCUS4/1.%20Study%20Protocol_key%20documents/1.2%20Signed%20Protocol%20-%20previous%20versions/Documents%20and%20Settings/ch/Local%20Settings/Temporary%20Internet%20Files/Downloads/focus4trial.org
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6  What will happen to information 

about me collected during the study? 

 

University College London (UCL) is the sponsor 

for this study, based in the UK.  UCL will be using 

information from you and your medical records 

in order to undertake this study and will act as 

data controller for this study. UCL will be 

responsible for looking after your information 

and using it properly and will keep identifiable 

information about you for 25 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. You can find out more about how we 

use your information at: 

www.ctu.mrc.ac.uk/general/privacy-policy 

 

How will your data be stored and collected?  

Your hospital will collect information from you 

and from your medical records for this research 

study in accordance with our instructions. They 

will use this information as needed for your care. 

Your hospital 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. UCL 

will collect information about you for this 

research study from your hospital. This 

information will include health information, 

which is regarded as a special category of 

information. We will use this information to 

conduct our research. This information is 

supplied via electronic and paper forms designed 

to collect the study information. 

Certain individuals from UCL, and regulatory 

organisations may look at your medical and 

research records to check the accuracy of the 

research study.  

Your hospital would have passed your NHS 

number, name (if consent was provided prior to 

registration) and pathology number and will 

provide date of birth to UCL along with the 

information collected from you and your medical 

records. Where information could identify you, 

the information will be held securely with strict 

arrangements about who can access the 

information. The people who analyse the 

information will not identify you.  

UCL will keep information about you for a 

minimum of 25 years after the study has 

finished. 

UCL will collect information about you, for 

research, from your hospital site, NHS Digital, 

Public Health England (PHE,) and the National 

Cancer Registration and Analysis Service 

(NCRAS). This information will include your 

name, NHS number and health information. This 

health information is regarded as a special 

category of information as defined by the 

General Data Protection Regulation (GDPR).  We 

will use this information to track your long term 

health status (https://digital.nhs.uk/).  

Where information could identify you, the 

information will be held securely with strict 

arrangements about who can access the 

information.  

How will your data be used in future / other 

research?  
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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 relevant 

legislation, ethics and research policy 

requirements.  

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.  

You can find out more about how we use your 

information at: 

www.ctu.mrc.ac.uk/general/privacy-policy. 

affect your care. It will not be used to make 

decisions about future services available to you, 

such as insurance.  

You can find out more about how we use your 

information at: 

www.ctu.mrc.ac.uk/general/privacy-policy.  

7 What if there is a problem?  

 

Every care will be taken in the course of this 

clinical trial. However, in the unlikely event that 

you are injured by taking part, compensation 

may be available. If you suspect that the injury is 

the result of the University College London’s or 

the hospital's negligence then you may be able 

to claim compensation. After discussing with 

your oncology doctor, please make the claim in 

writing to Professor Timothy Maughan who is 

the Chief Investigator for the clinical trial and is 

based at University of Oxford. The Chief 

Investigator will then pass the claim to the 

University College London’s Insurers, via the 

University College London’s office. You may have 

to bear the costs of the legal action initially, and 

you should consult a lawyer about this. 

 

Participants may also be able to claim 

compensation for injury caused by participation 

in this clinical trial without the need to prove 

negligence on the part of the University College 

London or another party. You should discuss this 

possibility with your oncology doctor in the same 

way as above.  

 

Regardless of this, if you wish to complain, or 

have any concerns about any aspect of the way 

you have been approached or treated by 

members of staff or about any side effects 

(adverse events) you may have experienced due 

to your participation in the clinical trial the 

normal National Health Service complaints 

mechanisms are available to you. Please ask your 

oncology doctor if you would like more 

information on this. Details can also be obtained 

from the Department of Health website: 

http://www.dh.gov.uk. 

 

8 Who has reviewed this trial? 

To protect your safety, rights, well-being and 

dignity, this study has been reviewed by the 

NRES Committee South Central - Oxford C. This 

committee has given this research the go-ahead. 

  

http://www.dh.gov.uk/
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All research that involves NHS patients or staff, 

information from NHS medical records or uses 

NHS premises or facilities must be approved by 

an NHS Research Ethics Committee before it 

goes ahead. Approval means that the Committee 

is satisfied that your rights will be respected, that 

any risks have been reduced to a minimum and 

balanced against possible benefits, and that you 

have been given sufficient information to make 

an informed decision to take part or not. 

 

9 Where can I get further information? 

If you have any further questions about your 

illness or clinical trials, please discuss them with 

your oncology doctor or research nurse.   Their 

contact details are: 

 

Local Investigator: Dr ……………………………………                    

Telephone no: ……………………………………………… 

Research Nurse:……………………………………………                     

Telephone no: ……………………………………………... 

 

 

You may also find it helpful to contact Macmillan 

Cancer Support: 

 call free on 0808 808 00 00, Monday 

to Friday, 9am to 8pm 

 visit their website, 

http://www.macmillan.org.uk/Home.aspx   

write to, Macmillan Cancer Support,  

89 Albert Embankment, London, SE1 7UQ 

You can also visit the Cancer Help UK website: 

http://www.cancerresearchuk.org/home  

which is run by Cancer Research UK. 

 

Thank you for taking the time to read this 

information and for considering taking part in 

this trial. Please feel free to keep this 

information sheet. 

If you decide to take part in FOCUS4-N, you will 

be asked to sign a consent form and you will be 

given a copy of the signed consent form to take 

home. 

Please use this space to write down any 

questions you have for your doctors. 
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