
Appendix 2 – Patient Information Sheet (Version 3.0, 10th June 2008) 
 
Title of the research protocol: 
 
CONVERT (Concurrent ONce-daily VErsus twice-daily RadioTherapy) 
A 2-arm randomised controlled trial of concurrent chemo-radiotherapy comparing twice-daily and 

once-daily radiotherapy schedules in patients with limited stage small cell lung cancer (SCLC) and 

good performance status 

 

PART 1  

 

Invitation to participate in the study 

You are being invited to take part in a research study. Before you decide if you want to take part, it is 
important for you to understand why the research is being done and what it will involve. Please read 
the following information carefully and if you wish, discuss it with friends, relatives and your General 
Practitioner. Ask us if there is anything that is not clear or if you would like more information. It is 
important to take time to understand this information and decide whether or not you wish to take 
part. 
 

Why is this research taking place? 

Your type of lung cancer can be treated with a combination of chemotherapy drugs and chest 

radiation therapy, called concurrent chemoradiotherapy treatment.  Doctors agree that combining 

radiotherapy and chemotherapy improves the outcome of treatment, but some questions remain 

unanswered about the best way to combine radiotherapy with chemotherapy.  The optimal dose, 

duration and number of daily fractions of radiotherapy are still to be defined. 

 

 What is the purpose of this research study? 

The purpose of this research study is to find out: 

 What is the best total dose of radiotherapy to prescribe for small cell lung cancer 

 What is the most effective way of giving the radiotherapy? Is it once or twice a day? 
 

 Why have I been chosen? 
You have recently been diagnosed with small-cell lung cancer and your doctor has recommended 
chemotherapy and radiotherapy treatment. Your doctor feels that you are suitable to take part in 
this trial. This is a research study, and other patients similar to you are also being asked if they would 
be willing to take part.  In total approximately 530 patients will take part. 
 

 Do I have to take part? 
You do not have to take part in this research, your doctor will continue to treat you whatever you 
decide. However, if you decide to take part you will be asked to sign a consent form. You will be 
given a copy of this to keep, together with this information sheet. It is routine for your GP to be kept 
informed about your treatment, so your GP will be told if you are taking part in this research. 
If you agree to join you will still be able to withdraw at any time without giving a reason. If you 
withdraw from the study this will not affect the standard of care you receive.  
 

 What will happen to me if I take part? 
If you agree to take part, you will be asked to sign a consent form and your doctor will organise a 

number of tests to check if you are eligible for this study. The tests will include a physical 



examination, a chest X-ray, a CT scan of the brain, thorax and upper abdomen, a radiotherapy 

planning scan, blood tests and lung function tests. These tests are normally done as part of the 

routine tests for patients who are to be treated with concurrent chemoradiotherapy.  Some patients 

may also require a bone scan or a pregnancy test.   

If you are eligible you will be randomly allocated to once or twice-daily radiotherapy. This is done by 

a computer, you or your doctor cannot choose the treatment. 

Once you have started the treatment you will be assessed weekly for any changes in your symptoms, 

any side effects of treatment and any changes in your blood tests. A CT scan will be repeated after 

chemoradiotherapy, then 6 and 12 months after the date you enrolled in the study.   

After completing treatment, you will be reviewed weekly until any side effects have resolved then 3 

monthly until 1 year and  6 monthly thereafter.  Follow up visits at more frequent intervals will be 

decided by your doctor.   

 

Summary of visits: 

 
 

Blood and tissue samples for research  

You will also be asked to consent to storage of tissue and blood samples for use now and in the 

future for research aiming to improve knowledge and treatment of small cell lung cancer.  Consent 

to the storage of samples is optional, so if you prefer not to consent to this you may still take part in 

the research.  If you consent to collection of tissue and blood samples for storage these will be taken 

as follows: 

1.  You will be asked to donate tissue left over from the biopsy (biopsies) or operation(s) performed 

as part of your routine clinical care.  No additional procedure(s) will be necessary.  

2.  You will be asked to donate blood before you start treatment (day 1), on day 22 of treatment and 

when treatment is completed.  The amount of blood taken will be 10 - 30mls (two to six teaspoons) 

each time.   Every effort will be made to take the blood samples at the same time as your routine 

blood tests are taken.  The extra blood samples will not increase the amount of time you spend in 

the hospital.    

 

 

 

 

BEFORE 

TREATMENT  

CYCLE  1  

CHEMOTHERAPY  

ADDITIONAL 

CYCLES 

END OF 

TREATMENT 

FOLLOW-UP 

Informed Consent X     

Physical Examination  X X X X X 

CT Planning Scan X     

Blood tests X X X X X 

Kidney function X X X   

Chest Xray  X Prior to cycle 

3,5 

 X 

Electrocardiogram (ECG) X     

CT Scan – Chest/Upper 

Abdomen 

X   After cycle 4 X  (6 & 12 

months post 

enrolment onto 

the study or if 

relapse) 

CT/MR Scan-Brain X     

Research blood specimen   X 

 

 X 

 

 

Chemotherapy  X X   

Radiotherapy   X   

 



  

 What do I have to do? 

You will be expected, if you take part in the study, to attend the scheduled visits. 

 

 What are the treatments that are being tested? 

The treatment being tested is the radiotherapy.  The trial is to compare a short course of 

radiotherapy given twice a day with a longer course given once a day. 

 
 Short course radiotherapy  

Radiotherapy treatment will be delivered twice a day, Monday to Friday (excluding weekends) for 
three weeks.  There will be an interval of 6 to 8 hours between each treatment, for example 
treatment will be given at 09.00hrs and 15.00hrs.  
 

 Long course radiotherapy  
Radiotherapy treatment will be delivered once a day, Monday to Friday (excluding weekends) for six 
and a half weeks. 
 

 Chemotherapy 
The chemotherapy (cisplatin and etoposide) treatment you will receive is standard.  It will be 

administered by a drip for 3 consecutive days every 3 weeks for a total of 4 to 6 cycles. The way the 

chemotherapy is administered and the number of chemotherapy cycles that you receive will be 

decided by the doctor in charge of your treatment.  The first course of chemotherapy will be given 3 

weeks before the start of the radiotherapy treatment.  

If you receive short course radiotherapy the second cycle of chemotherapy will be administered 
during the first 3 days of the radiotherapy treatment and subsequent cycles will be administered 
after completion of the combined treatment.  
If you receive long course radiotherapy, the second, third and fourth cycles of chemotherapy will be 
administered during the weeks when you are receiving radiotherapy treatment, and subsequent 
cycles will be administered after completion of the combined treatment.  
The radiotherapy treatment will take around 15 minutes each time.  Your doctor will discuss the 

length of time that the chemotherapy takes to administer. 

 

After chemotherapy and radiotherapy to your chest have been completed you may be offered a 

short course of radiotherapy to your brain.  This is to prevent cancer developing in your brain, as this 

type of lung cancer can sometimes spread to the brain.  If your doctor thinks this would be 

appropriate for you he/she will explain more about the treatment and any possible side effects.  

 

What are the alternatives for treatment? 

 If you do not wish to take part in this study your doctor will tell you what alternatives are available. 

The alternative treatment will vary depending on your lung cancer doctor. 

 

What are the potential risks and side effects of taking part? 

You may experience some of the following side effects during treatment.  These are usually 

temporary.  It is important to tell your hospital doctor about any side effects so they can be 

monitored and, where possible, treated. 

 



The side effects are similar with both treatments, and will vary from person to person. It is possible 

you will experience very few of these side effects however staff will be able to advise you if any side 

effects become problematic.  Prior to starting this research study a smaller study of the same 

treatments was carried out and patients in that study did not experience any major toxicities leading 

to long term side effects.  

 

Common chemotherapy side effects : 

 Kidney function:  Because cisplatin can affect your kidneys, it is important to drink plenty of 
fluids (at least 8 cups) the day before and for a few days after chemotherapy.  We may ask 
you to bring in a 24-hour urine collection to monitor your kidney function. 

 Extravasation is when chemotherapy leaks outside the vein.  If you develop redness, 
soreness or pain at the injection site at any time please let us know straightaway. 

 Bone marrow suppression. Your bone marrow is where your blood cells are made (these are 
the red cells, white cells and platelets) to replace those naturally worn out within the body.  
Chemotherapy interferes with this process and the number of cells in your blood can 
become low.  This means that following treatment you could become: 

Prone to infection:  Your white cells can become low, this is most common the week after 

treatment.  You may develop a sore throat, cough, fever, shivering or other symptoms which may be 

due to infection.  A normal temperature is between 36C and 37C.  If your temperature is above 

37.5C, contact this hospital straightaway without delay.  Minor infections can become serious over 

a matter of hours. 

Anaemic:  If your red cells become low you may experience excessive tiredness, feel dizzy, 

breathless and/or look pale. 

Prone to bleeding:  If your platelets become low, you may get nose-bleeds, bruising or bleeding 

gums. 

You will have a routine blood test before each treatment to monitor the effects of the 

chemotherapy, BUT please contact this hospital if you experience any of the symptoms listed 

above. 

 

 Hair Loss. Hair loss is usually total.  The hair falls out gradually 10 to 14 days following your 
first course of treatment.  The time scale varies from person to person.  Please remember 
that this is a temporary side effect and your hair will grow back when you treatment is 
completed.   

 Nausea and vomiting (sickness). The severity of this varies from person to person.  Anti-
sickness medication will be given along with your chemotherapy to prevent this.  You will 
also be given anti-sickness tablets to take at home.  Occasionally your anti-sickness 
medication may need to be changed or increased and you may need extra fluid through a 
drip. 

 Lethargy (fatigue). Some chemotherapy may make you feel tired and lacking in energy.   
 Strange taste. Occasionally during treatment you may experience a strange taste, 

sometimes described as metallic or bitter.   
 Tinnitus & high frequency hearing loss. You may develop tinnitus (ringing in the ears), this 

sensation should subside when your treatment finishes.  High frequency hearing loss can 
also occur with this chemotherapy, this may be permanent. 

 Tingling & numbness in the fingers or toes. Usually only mild and temporary.  Please report 
these symptoms to your doctor on your next hospital visit.  On rare occasions, this may be 
permanent. 

 Upset bowels. You may get upset bowels with this chemotherapy: 



Diarrhoea.  If this becomes a problem while you are having treatment, anti-diarrhoea 

tablets can be prescribed for a temporary period until this is resolved.   

Constipation.  This occasionally occurs in the long-term.  Try to drink plenty of fluids and eat 

foods high in fibre.  Tell your doctor who may prescribe a suitable laxative. 

 Sore mouth. You may develop a sore mouth during your treatment but this can often be 
prevented by doing regular mouth washes. 

 Loss of Appetite. Loss of appetite is a common side effect. You should take plenty of fluids 
and try to ensure that you take in enough calories.  Your doctor or nurse can advise on 
dietary supplements if needed. 

 Contraception & Fertility. If you are fertile, you should use effective contraception while on 
chemotherapy.  Effective contraception means one of the following methods: 

 

If you suspect that you may be pregnant please tell your doctor immediately.  Chemotherapy may 

also affect your ability to have children in the future.   

 

Common radiotherapy side effects 

Acute side effects are temporary and affect all patients. They will vary depending on the volume of 

normal tissue which is being treated and your general fitness. 

 

The early side effects of concurrent chemo-radiotherapy may include: 

 Some pain in the chest in the 24 hours after the first treatment.  This is usually mild and 
settles down fairly quickly. 

 Increase in your cough and sputum (spit) which may contain a little blood.  Don’t worry, this 
is quite normal.  If you are having difficulties with this during treatment, let your doctor 
know.  Coughs can sometimes worsen when treatment finishes. 

 Tiredness. Tiredness related to radiotherapy varies a lot from person to person.  
 Difficulty in Swallowing. Inflammation of the gullet (oesophagitis) can cause discomfort 

when swallowing (dysphagia). Your doctor can prescribe medicines to alleviate this symptom 

For female patients: 1. Tubal ligation 

 2. Physician documented placement of an intra-uterine device 
(IUD) 

 3. Diaphragm with spermicidal foam/gel/film/cream/pessary 

 4. Condom with spermicidal foam/gel/film/cream/pessary 

 5. Male partner who has had a vasectomy 

 6. Hormonal contraceptives 

  

For male patients: 1. Use of condom. 

 2. In addition to a condom: male subjects without a vasectomy 
must ensure that their female partner uses another form of 
contraception such as an IUD, spermicidal 
foam/gel/film/cream/suppository, diaphragm with 
spermicide, oral contraceptive, injectable progesterone, 
subdermal implant or a tubal ligation if the female partner 
could become pregnant from the time of the first dose of trial 
medication until completion of follow-up procedures. 

 3. The female partner would not be required to use another 
form of contraception if they are of non-childbearing age.  



and the hospital dietician can advise about modifications to your diet and supplements. You 
should concentrate on maintaining a good fluid intake. 

 Shortness of Breath. Inflammation of lung tissue (pneumonitis) can cause a dry cough and a 
degree of breathlessness during or shortly after radiotherapy. A variant of this side effect 
can cause troublesome breathlessness about six weeks after radiotherapy is completed. This 
side effect is usually treated with a course of steroid tablets. 

 Skin Rash. Skin reaction can be caused by radiotherapy treatment, similar to sunburn. On 
rare occasions a cream may be needed. 

These side effects tend to build up during treatment and are at their worst in the last week of 

treatment or in the first 2 weeks after treatment is completed. They then recover 3-6 weeks after 

treatment. 

 

The late side effects of concurrent chemo-radiotherapy may include: 

 Difficulty in Swallowing. Narrowing of the gullet may require a minor operation to stretch 
the gullet (dilatation) or in rare cases surgery.  If you experience swallowing difficulties 
months after completion of the combined treatment further investigations (gastroscopy – 
tube into the stomach) may be necessary. 

 Shortness of Breath. Damage to the normal lung tissue may occur from radiotherapy. This 
can result in shortness of breath and increased risk of infections.  Radiotherapy may leave 
the lung with some scarring (fibrosis).  This can mean that your lung does not work quite as 
well as it did before, and you may notice a slight increase in breathlessness. 

 Rare late side effects. They include thinning of the ribs (following a severe cough, this can 
result in chest pain and/or minor rib fracture) and injury of the spinal cord (in extremely rare 
cases). An injury to the spinal cord can cause permanent difficulties in walking and loss of 
sensation in the lower body.  Every effort is made to carefully plan your treatment so as to 
avoid this problem. 

The risk of these late side effects is generally small as the treatment is planned carefully to try to 

avoid them.  If you do have late side effects they will become noticeable 6-18 months after 

radiotherapy is completed and are generally permanent. 

 

Other possible risks of taking part 

Risks of blood tests: in most cases taking blood does not cause any problems, however there is a risk 

of some bleeding, bruising, discomfort, dizziness, infections and/or pain at the site where the blood 

is taken. 

Risks of scans: in addition to radiotherapy you will be exposed to some radiation as a result of X-rays 

and CT scans.  There is a small chance that being exposed to radiation could result in the 

development of a cancer several years later, but the actual risk is very small compared with the 

benefits of diagnosing and treating your existing cancer. 

 

What are the possible benefits of taking part? 

We hope that both treatments will help you. However this cannot be guaranteed. The information 

we get from this study will help us to treat future patients with the same disease better. 

 

Who can I contact for further information? 

 
[INSERT DETAILS OF ONE OR MORE CENTRE CONTACTS] 
 



If you have any concerns with your treatment and need to contact someone out of hours (after 5pm 
and before 9 am) please contact [INSERT DETAILS OF CENTRE CONTACT OUT OF HOURS] 
 

This completes Part 1 of the information sheet. 

 

If the information in Part 1 has interested you and you are considering participation, please 

continue to read the additional information in Part 2 before making any decision. 

 

PART 2 

 

What if relevant new information becomes available? 
Sometimes during the course of a research project, new information becomes available about the 
treatment that is being studied. If it happens your doctor will tell you about it and discuss with you 
whether you want to continue in the study. If you decide to withdraw your doctor will make 
arrangements for your care to continue.  If the study is stopped for any other reason, you will be told 
why and your continuing care will be arranged. 
 
 
What will happen if I don’t want to carry on with the study? 
You can withdraw from the study at any time.  If you withdraw from the study, you will be able to 
choose either: 

 To allow us to use samples and information collected up to the time of withdrawal and to 
continue obtaining information from your health records so that we can record what has 
happened to you since you withdrew from the study  OR 

 You can request that we destroy all your identifiable samples and/or that we do not collect 
any further information from your health records.  

 
 
What if something goes wrong? 
The study is being performed by your doctor and insurance against injury will be provided against 
the hospital that is looking after you. If you are harmed due to someone’s negligence, then you will 
have grounds for legal action but you will have to pay for it. Regardless of this, if you wish to 
complain about any aspect of the way you have been approached or treated during the course of 
this study, the normal NHS complaints mechanisms will be available to you. By signing a consent 
form you are NOT waiving any of your legal rights. 
 
Confidentiality 
If you join the study, some parts of your medical records and the data collected for the study will be 
looked at by authorised persons involved in the research. The ethics committee that approved this 
study and regulatory authorities may also ask for access to your records.  All will have a duty of 
confidentiality to you as a research participant. 
  
What will happen to any samples I give? 
We are intending to carry out analysis on any blood samples and tissue that you donate.  These 
samples will be used for research to determine groups of patient more likely to respond to 
treatment or more likely to develop side effects to treatment. The samples may be shared with 
other research groups who have the same field of interest in the UK or outside the UK. All blood 
samples or tissue collected will be stored anonymously.  
All information which is collected will be kept strictly confidential.  Procedures for handling, 
processing, storage and destruction of data will be compliant with the Data Protection Act 1998.  



Only the Chief Investigator (Dr Corinne Faivre-Finn, Christie Hospital, Manchester, UK) and personnel 
authorised by the Chief Investigator will have access to break the study codes and identify the 
donors of the samples.   Any unused samples will be retained indefinitely for use in future projects 
designed to identify genes and proteins that are involved in small cell cancer; and genes and proteins 
that predict for benefits or side effects of treatment.  Samples may be transferred within or outside 
the UK to collaborators in other academic or commercial research settings.  Nothing that could 
reveal your identity will be disclosed to collaborators elsewhere. 
You may choose to participate in the study but not to have your blood or tissue stored for research 
purposes.  If you choose to donate blood or tissue you have the right to have the sample(s) 
destroyed at any time by contacting your study doctor.  If you decide to have your sample(s) 
destroyed, any analysis done and data gathered before the request cannot be removed, however no 
additional analysis will be done on your samples and the rest of your remaining samples will be 
destroyed. 
 
Will any genetic tests be done? 
Genetic analyses will be performed to study the genetic influences on small cell cancer and so the 
results will not affect you directly.  No clinical genetic tests will be done for specific known inherited 
diseases.     
 
What will happen to the results of the research study? 

Independent experts will review the progress of the research, and the results will be published in a 
respected medical journal. The results will help to decide how to treat small-cell lung cancer in the 
future. Studies like this are often used in cancer research. 
 

Who is organising and funding the research? 

The CONVERT study is being funded by Cancer Research UK and sponsored by the Christie Hospital 

NHS Foundation Trust. 

 

Who has reviewed the study? 

The CONVERT study was given a favourable ethical opinion for conduct in the NHS by the Central 

Manchester Research Ethics Committee. 

 

Thank you for taking time to read this information sheet. 

 

You will be given a copy of the information sheet and a signed consent form to keep if you decide to 

take part in the study. 

 


