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<PRINT ON HOSPITAL HEADED PAPER> 

 

Patient Information Sheet (PIS2) 

        (Consent step 2) 

Date: Version 4.0, 17th September 2019 

Information for patients who are eligible for FOCUS4-C: 

A randomised controlled comparison of AZD1775 (WEE1 inhibitor) versus active monitoring in 

patients with colorectal cancer that is stable or responding after first-line treatment in patients with 

tumours mutated at both RAS and P53. 

 

We are inviting you to consider taking part in a 

clinical study called FOCUS4-C, because you are 

receiving a course of treatment for bowel 

(colorectal) cancer and you may be able to enter 

this study 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. They will have 

discussed which FOCUS4 studies are suitable for 

you. One of these is called FOCUS4-C.  

 

This patient information sheet explains FOCUS4-

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

 Section 1: Details of the study that we are 

offering you 

 Section 2: General details on participating 

in this clinical study 

This information sheet, along with the FOCUS4 

Patient Information DVD is intended to support 

your discussions with your oncology doctor and 

nurses. You can also watch the DVD on our 

website at this web address:   

http://www.focus4trial.org/informationforpatien

ts/patient_information_resources  

If you are unclear about any of the points raised, 

please discuss them with your oncology doctor 

or nurses. 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-C.  

 

How to contact us 
 

If you have any questions about this study, 

please talk to your doctor at: 

Hospital Department 

Hospital 

Address 

Address 

Tel: 01234 XXX 

 

 

 

  
 

 

 

 

FOCUS4 

 

http://www.focus4trial.org/informationforpatients/patient_information_resources
http://www.focus4trial.org/informationforpatients/patient_information_resources
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Section 1:
Information on FOCUS4-C 
 

1 Why am I being offered entry 

into FOCUS4-C? 

 

FOCUS4-C is available for people whose cancer 

has responded well to their initial standard 

treatment. This means that the cancer has 

shrunk or at least not grown. This study will look 

at patients with the type of cancer whose 

tumours have particular gene mutations 

affecting DNA repair mechanisms that we tested 

for in the special molecular tests. 

 

2 Do I have to take part? 

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

part. If you 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 study involves. If you choose to enter this 

study, you may withdraw from the study at any 

time. You will still receive the best treatment 

your oncology doctor can offer you. 

 

If you are being treated as a private patient 

under an insurance policy you should consult 

with your insurer before agreeing to take part. 

 

Your participation in this study 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. 

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. The decision about 

which treatment you will receive is random – or 

based on chance. In FOCUS4-C, we are 

comparing two different treatment plans that 

we call Plan C1 and Plan C2. If you enter the 

study a computer, not you or your oncology 

doctor, will decide whether you receive 

Treatment Plan C1 or C2. Plan C1 involves 

spending a period off chemotherapy, with active 

monitoring of your condition. Plan C2 also 

involves a period off chemotherapy with active 

monitoring, but also taking a new treatment 

called AZD1775. To help us find out more about 

the effect of AZD1775, we need more patients 

to receive Plan C2 than Plan C1, so in the 

randomisation one out of every three patients is 

allocated to Plan C1 and two to Plan C2. 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 and at the end of the 

trial we will be able to tell what difference 

AZD1775 has made. 
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4 Will I have to have any extra tests? 

For both treatment plans, we will perform some 

additional tests. These are tests that you would 

not have if you were not taking part in FOCUS4. 

These are: 

 

a) Extra CT scans   

In both treatment plans, you will have CT scans 

every eight or nine weeks (i.e. every three 

cycles) to see how the cancer is behaving. It is 

normal practice to perform regular CT scans, but 

often these are done 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. 

 

 

CT scans involve some exposure to ionising 

radiation. Like all medical procedures, this does 

entail some risk. 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. 

 

b) Test on your heart  

If you choose to take part in FOCUS4-C, a test on 

your heart will need to be performed before you 

can enter the trial to check if it is suitable for 

you to receive AZD1775 and while receiving 

AZD1775. 

 

The test on your heart is an Electrocardiogram 

(ECG). This test records the electrical activity of 

the heart.  

 

 

The ECG is a very common and routine medical 

test which is painless and harmless. Small 

electrodes are stuck to your arms, legs and 

chest. Wires are connected to the ECG machine. 

The machine detects and amplifies the electrical 

impulses that occur at each heartbeat and 

records them onto a paper or computer. The 

test takes about five minutes to do. 

 

5 Which treatment plan will I receive if 

I take part? 
 

There are two different Treatment Plans we are 

comparing in FOCUS4-C. They are called 

Treatment Plan C1 and Treatment Plan C2. 

Allocation to one of these treatment plans is 

made randomly (by chance), but with a higher 

chance, two out of three, that you are allocated 

to Plan C2 which includes the study drug 

(AZD1775). One out of three patients is 

allocated to plan C1, which involves being 

monitored closely without study treatment. 

Therefore it is important before you join that 

both you and your oncology doctor are happy 

for you to accept either of these plans. 

 

You need to receive these Treatment Plans in a 

specialist cancer clinic. You will be asked to 

attend this clinic for hospital appointments for 

clinical assessments with the oncology doctor 

every three weeks. You will also have a CT scan 

to assess the progress of your tumour every 

eight or nine weeks (i.e. every three cycles).  
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‘Treatment Plan C1’ is active monitoring only 

Normally patients who have completed their 

initial standard treatment and are doing well 

will have a break from treatment with no 

anticancer therapy until the cancer shows signs 

of growing. Patients on treatment plan C1 will 

be monitored more closely than usual while on 

a treatment break but will have no active cancer 

therapy during this period. You will have a CT 

scan every eight or nine weeks to see how the 

cancer is behaving. If there is evidence that the 

cancer is beginning to grow again, your 

oncology doctor will discuss restarting 

chemotherapy with you.   

 

‘Treatment Plan C2’ is active monitoring with 

AZD1775 drug  

This Treatment Plan involves taking some 

capsules called AZD1775. This new drug is 

designed to work in tumours with defective DNA 

repair mechanisms and it should lead to the 

death of tumour cells and so the drug should 

control the growth of your cancer. This new 

drug has been used in more than 500 patients to 

date. It is important that we continue to 

monitor the safety of this drug to gain greater 

experience of its use in patients with cancer.  

 

In Treatment Plan C2, you will be seen in the 

clinic every three weeks for a clinical assessment 

and for prescription of your next cycle of 

capsules. You will have a CT scan every eight or 

nine 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 

study treatment will stop if there is evidence 

that the cancer has grown.  We need to perform 

this study, because at present we cannot be 

sure that this drug will be of benefit. 

 

6 Why does FOCUS4-C include an 

active monitoring group? 

 

 One out of three of the patients in FOCUS4-C 

will not receive the active drug but will be 

monitored closely, while two out of three will 

receive the AZD1775 drug. In this way we can 

see whether the new drug does or does not 

improve the length of time that a cancer 

remains under control.  

 

7 How is AZD1775 given? 

 

 You will be able to take your course of AZD1775 

at home. Each cycle of treatment lasts three 

weeks. Your oncology doctor will advise how 

many capsules to take at each dose. During 

week one, one dose is taken once per day for 

the first five days and then stopped for two 

days. This is repeated on week two. On week 

three no drug is taken. Please refer to Table 1 

below. Every time you take a dose you should 

also take an anti-sickness tablet and possibly a 

steroid to control any sickness.  

Table 1 

 

  

 

 
Week 1 

Cycle day 1 2 3 4 5 6 7 

      - - 

 
Week 2 

Cycle day 8 9 10 11 12 13 14 

      - - 

 
Week 3 

Cycle day 15 16 17 18 19 20 21 

 - - - - - - - 

 = Dose to be taken      

-  = No dose required 
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Try to stick to the same time each day, give or 

take two hours. Capsules should be taken either 

two hours before or two hours after food. 

Swallow the capsules whole with plenty of 

water. You will be given a diary card to help you 

keep track of what doses you have taken and 

provide you with guidance on how to take your 

doses. If you are unable to swallow the capsules 

for any reason, do not break up the capsules. If 

you are unable to swallow the capsules for any 

reason, please contact your oncology doctor or 

research nurse using their contact details at the 

end of this information sheet.  

 

You will need to attend a hospital clinic 

appointment every three weeks to collect your 

next prescription and discuss with the oncology 

doctor if you are having any side-effects from 

the capsules. 

 

The dose of drug will be prescribed by your 

oncology doctor who will describe how many 

capsules you need to take and write this down 

in your diary card. This will be taken unless you 

are told to stop or to take a different dose. You 

should take your first dose of capsules on the 

date of Day 1 in your diary card (please see 

Question 8 for further information). 

8 How will I remember to take the 

capsules? 

 

It can be difficult to remember to take capsules 

regularly. When you start each three-week 

course of capsules (i.e. each cycle), you will be 

given a diary card with a space for each capsule 

you are due. Please keep the card with your 

capsules and make a note of the time you take 

each dose.   

 

If you forget a dose but remember it within the 

next eight 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. Please talk to your nurse about 

ways of remembering to take your capsules if 

this is problematic for you. 

 

9 What about my other medications?  

 

Because AZD1775 is a new medicine, we need 

to be especially careful to avoid potential 

clashes with other medications, whether 

prescribed by a doctor or self-administered. 

Please make sure your oncology doctor and 

research nurse know about any regular 

medications or herbal remedies that you take 

regularly so that they can be checked. It would 

be helpful if you bring a list of other medications 

with you when you are seen by the oncology 

doctor or research nurse. Your GP surgery can 

provide you with a list of your current 

medications. The study team will then check 

whether any of your regular treatments could 

potentially clash with AZD1775; if so your 

oncology doctor will be able to discuss with you 

whether they can be stopped or changed while 

you are taking part in the trial. 

 

After starting your study treatment, if any new 

medication is required, it is important that you 

tell the doctor prescribing the new medication 

that you are in a clinical study if you are taking 

AZD1775. It is also important that you tell the 

oncology doctor if you have been asked to start 

taking any new medications by any other 

doctors you see for other medical conditions.  
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A list on medication that should be discussed 

with your oncology doctor can be found at the 

following website link: 

 http://www.focus4trial.org/patients/focus4-c-

concomitant-medication/ 

10 Are there any side-effects of 

AZD1775? 

 

AZD1775 may cause some side effects. You may 

experience none, some, or all of the side effects 

listed below.  

 

Patients previously treated with AZD1775 have 

had: 

 Nausea and vomiting 

 Diarrhoea 

 Anaemia 

 Low blood platelet count 

 Low blood white cell count 

 Infections associated with low blood white 

cell counts. 

 Influenza like symptoms 

 Heartburn 

 Decreased appetite 

 

We have some information on the possible side 

effects of taking AZD1775 from laboratory tests. 

These effects generally happened at doses of 

AZD1775 that are higher than those you will 

take in this study. These other possible side 

effects are: 

 Changes in the activity of the heart. This can 

cause irregular heartbeats. 

It is important that you tell your oncology 

doctor if you think you may be having heart or 

gastrointestinal symptoms during the study. 

There may be risks involved in taking this 

medication that have not been identified in the 

studies done so far. There is always a risk 

involved in taking a new medication, but every 

precaution will be taken and you should report 

anything that is troubling you.   

 

We will see you at a hospital appointment every 

three weeks and you will be able to discuss any 

side-effects you are experiencing with the 

oncology doctor who may decide to change 

your dose. 

 

We will give you 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 study and that you are be being treated 

with AZD1775. 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. 

 

It is important to stop taking the capsules if the 

side effects become troublesome and contact 

the Research Nurse or Oncology doctor (the 

contact numbers will be on your patient card). 

Generally it will be possible to re-introduce the 

drug at a lower dose as these side effects settle.  

 

11 Are there any other precautions? 

 

Please keep your capsules well away from 

children and do not let them become mixed up 

with anyone’s capsules.  

 

You should not eat grapefruit or Seville Oranges 

(and any other products containing Seville 

oranges, including marmalade). 

 

It is important that women of child-bearing age 

do not breastfeed, become pregnant or be 

pregnant while on this study. This is because the 

effects of AZD1775 might be harmful to the 
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baby. It is unknown if there is an effect on 

fertility, so there may also be a theoretical risk 

to your partner. Therefore, you should use an 

effective method of contraception for 2 weeks 

prior to starting AZD1775, whilst taking 

AZD1775 and for six weeks after your last dose 

of AZD1775. Women of child bearing potential 

wishing to take part in FOCUS4-C must have a 

negative pregnancy test within 7 days prior to 

randomisation and will have to repeat this test 

every three weeks while receiving AZD1775. 

Please discuss this further with either your 

oncology doctor or GP. They will be able to 

advise you if you are unsure whether you are 

currently using acceptable methods of 

contraception.   

 

It is also important for men with a partner who 

could become pregnant (and is not using an 

effective method of contraception) to use 

condoms during the study and for three months 

after the last dose of AZD1775 capsule. If your 

partner is already pregnant before you start the 

study, you must use condoms during the study 

and for three months after the last dose of 

AZD1775. You must not donate sperm during 

the study or for three months after the last dose 

of AZD1775.    

 

12What if my treatment doesn’t 

work for me? 
 

Your treatment will be offered for as long as you 

seem to be doing well on it. The study 

treatment will continue if the CT scan shows 

that cancer has shrunk or if it has not grown. If 

your cancer grows, then normally you will stop 

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

If this happens you will stop this study 

treatment and your oncology doctor will talk to 

you about other treatment options. We expect 

that you would be advised to go back onto the 

treatment you are currently on now (or recently 

completed) or one much like it. 

 

13 Will this study help patients in 

the future? 
 

The main purpose of this study is to find out 

whether it is better to treat patients with your 

type of cancer with AZD1775 after their initial 

treatment. If we can answer this, it may be 

beneficial to future patients in your situation. 

This may help the AZD1775 drug to become 

licensed for patients with cancer throughout the 

world.  

 

In addition we will be finding out whether this 

approach will work well in practice, namely 

testing the cancer tumour first, and then 

allocating treatment depending on the 

individual’s tumour type, not just to the general 

cancer type. We will be monitoring how well 

these tests are working on determining your 

tumour type.  We may find new ways to test the 

cancer to help select treatments better. This is 

called personalised or stratified cancer 

medicine, which you may have heard about.  

 

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 
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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 and NHS hospital 

laboratories but may involve collaboration with 

commercial companies or other institutions at 

some stage.  

 

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 

first 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 eight weeks until you 

finish taking the capsules in the study. No more 

than 40ml (equivalent of eight teaspoons) of 

blood will be requested at each visit for this 

purpose. This is more than your usual blood 

test, but it will not require any extra blood tests 

or extra visits. 

 

Your consent form will ask whether you are 

happy to provide these additional 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-C.  

 

Optional tissue samples for research:  

You will also be asked about whether you would 

be prepared to have one or two extra biopsy 

samples taken from your cancer. This is to help 

us understand why some people benefit from 

the treatment and others do not. This will 

benefit people living with cancer in the future, 

but will not help your doctors make specific 

treatment decisions on your further treatment. 

If you are interested in this optional study, 

please discuss this with your oncology doctor 

who can provide you with further information. 

 

 

Thank you for taking the time to read this 

information and for considering taking part in 

FOCUS4-C. 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 FOCUS4-C. 

 

Use this space to write down any questions you 

have for your doctor: 
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1 Who is organising this study? 

This study is being sponsored by the University 

College London. This study is being organised by 

the MRC 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 study? 

This Study is Government funded through the 

Medical Research Council (MRC) - National 

Institute of Health Research (NIHR) Efficacy and 

Mechanism Evaluation (EME) Programme as well 

as the charity Cancer Research UK, with support 

from Health Departments across the UK. 

 

The drug company AstraZeneca is providing 

some funding to support the running of FOCUS4-

C and is supplying AZD1775 capsules. 

 

 

 

  
 

 

 

 

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 study, some parts of your medical 

records and the data collected for the study will 

be looked at by authorised persons such as those 

at the MRC CTU at UCL who are organising the 

research and researchers collecting samples for 

the bowel cancer research. They may also be 

looked at by representatives of AstraZeneca and 

the 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 study, 

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 

study are published.  

4 What if new information becomes 

available?  
 

During the course of the study, 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 study 

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 study in a 

medical journal. We will send a copy of the 

results to your oncology 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 in the UK, the 

Medicines and Health Regulatory Authority 

(MHRA), have given their permission for this 

study to be undertaken and we will report to 

them in confidence any unexpected side-effects 

which occur. 

 

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 

http://www.ctu.mrc.ac.uk/
http://www.focus4trial.org/
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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?  

 

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.  
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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. 

 

7What if there is a problem?  

Every care will be taken in the course of this 

clinical study. 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 hospitals 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 study 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 study 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 study 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 study? 

To protect your safety, rights, well-being and 

dignity, this study has been reviewed by the HRA 

Committee South Central - Oxford C. This 

committee has given this research the go-ahead. 

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 studies in general, please 

discuss them with your oncology doctor or 

research nurse. Their contact details are: 

 

 

 

http://www.dh.gov.uk/
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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 visiting 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 study. Please feel free to keep this 

information sheet.  

 

If you decide to take part in FOCUS4-C, 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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