
Appendix 2 – Patient Information Sheet (Version 4.0, 18th April 2012) 
 
 

Title of the research: 

A  phase  III  study   of  Prophylactic  Irradiation  of  Tracts  in  patients  with  malignant  pleural 

mesothelioma following invasive chest wall intervention (PIT Trial) 
 

 
Invitation to participate in the trial 

You are being invited to take part in a research trial. 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. 

Part 1 tells you the purpose of this trial and what will happen to you if you take part 

Part 2 gives you more detailed information about the conduct of the trial 
 

 
PART 1 

 

 
What is the purpose of this research trial? 

Mesothelioma is a rare form of cancer affecting the protective lining that covers many of the body's 

internal organs. The most commonly affected areas are the lungs and internal chest wall. In the UK 

over 2300 patients are diagnosed with mesothelioma each year and the numbers are increasing. 
 

 
As  part of  the  diagnosis and treatment of mesothelioma, you will  undergo a  procedure  which 

involves inserting a thin tube into the chest wall enabling an internal examination and for any 

biopsies or samples of fluid to be taken. These procedures can result in the development of skin 

lumps or nodules along the tract created by inserting the tube. To try and reduce the risk of these 

nodules developing in the tract or at the site of the scar, some radiotherapy treatment can be given 

to the chest wall at the site of the tract after the procedure has been performed; this type of 

radiotherapy is known as prophylactic irradiation of tracts or PIT. 
 

 
Although many hospitals already give patients radiotherapy treatment to the chest wall we still do 

not know if the treatment works. This trial has been designed to answer the question about the 

effectiveness of PIT.   If PIT is found to be effective in preventing or delaying the development of 

these skin nodules then it can be offered to all patients as part of their treatment.  However, if we 

discover that PIT is not effective this will save patients from undergoing ineffective treatment and 

having to spend time making unnecessary extra visits to hospital. 
 

 
This radiotherapy treatment will be given in addition to other mesothelioma treatment, for example, 

chemotherapy. 



What is the treatment that is being tested? 

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

treatment with no radiotherapy treatment.  Radiotherapy treatment will be delivered once a day for 

3 days. The radiotherapy treatment will take around 15 minutes each time. 
 

 
Why have I been chosen? 

You have recently been diagnosed with mesothelioma and had an internal examination of your chest 

wall and a biopsy taken and/or had fluid removed from the lining around the lung with a chest drain. 

Following this procedure your doctor feels that you are suitable to take part in this trial. This is a 

research trial, and other patients similar to you are also being asked if they would be willing to take 

part.  In total approximately 400 patients will take part in the UK and Europe. 
 

 
Do I have to take part? 

Your participation in this research trial is entirely voluntary and you will be given sufficient time to 

decide whether or not you wish to participate. You are free to decide at all times without giving a 

reason that you no longer wish to participate in the trial. Withdrawal from the trial will not affect 

your subsequent treatment or relationship with your treating doctor or the hospital staff in any way. 
 

 
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 perform a 

number of checks to ensure that you are eligible for this trial. These checks will include a physical 

examination to look at your chest wall and the skin around the chest area.   The doctor will also ask 

you about your current levels of activity and whether you are experiencing any pain.  These tests are 

normally done as part of the routine checks for patients who are to be treated with radiotherapy. 

Female patients may also require a pregnancy test. 
 

 
If you are eligible and agree to take part in the trial you will be randomly allocated to receive 

radiotherapy treatment or no radiotherapy treatment. This is done by a computer; you or your 

doctor cannot choose the treatment. 
 

 
Regardless of whether you are assigned to receive the PIT radiotherapy treatment or not you will be 

followed up in clinic after 6 weeks, 3 months, 6 months and 12 months. You will also receive 

telephone calls from a trial nurse or research radiographer every 4 weeks. During each telephone 

call you will be asked to answer a question at home in a diary given to you after you have had the 

radiotherapy. The research nurse or radiographer will explain to you how to answer the questions. 

The telephone follow-up calls will be missed out on the months when you are seen in clinic. 

Telephone follow-ups will continue until a skin nodule develops or for 2-years after you enrolled on 

the trial. 
 

 
The following examinations will be performed at each follow-up visit: 

a)  At the clinic appointment the doctor will perform: 
 

 

  a physical examination including inspecting the chest wall. If you develop a skin nodule, the 

position of the nodule in relation to the area in which you were treated (if you were allocated to 

receive the radiotherapy treatment) will be recorded at this appointment. 



   an assessment of your levels of physical activity or performance status 

   any reaction of the skin to the radiotherapy treatment will be assessed 

   your levels of pain and use of painkillers will be recorded 

   details of any other treatment for mesothelioma will be recorded 
 

 

b) At the telephone follow-up the trial nurse or research radiographer will ask you if you have 

noticed any skin nodules developing. If you are concerned about a possible skin nodule then you will 

be assessed in an out-patient clinic within 1 week. 
 

 
Taking part in the PIT trial will not stop you from receiving any additional treatment that you may 

need such as chemotherapy or radiotherapy given to control your symptoms. 
 

 
Where possible any extra tests for the trial will take place during normal clinic visits. The clinical 

research team can advise you how much time this will add to your visit. 
 

 
What are the alternatives for treatment? 

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

your particular situation. 
 

 
What are the possible benefits of taking part? 

If you are allocated to the group receiving PIT radiotherapy, this may help you but this cannot be 

guaranteed. The information we get from this trial will help us to treat future patients with the same 

disease better. 

Considering that the benefit of radiotherapy cannot be guaranteed we would like you to consider 

the possible side effects of the treatment, which are listed below: 
 

 
What are the side effects of radiotherapy to the chest wall? 

Many people who have radiotherapy to their chest wall have little or no side effects. Side effects 

from radiotherapy are dependent on which part of your body is being treated and the number of 

treatments you have. People who have had similar treatments can often have different side effects. 

Here are some of the more common side effects: 
 

 
Early side effects 

These can vary according to the individual. 
 

 
Tiredness - Tiredness is one of the most common side effects of cancer treatment. Although fatigue 

may be a symptom that you have already due to your cancer. 

Skin reactions - Approximately 10 days following radiotherapy, you will probably develop redness 

and soreness of the skin within the treated area like a sun-burn. This will gradually fade over a few 

weeks. We will give you E45/aqueous cream to moisturise the area and hydrocortisone cream to use 

if it sensitive or sore. 

Pain - There may be an ache within the treatment area lasting about one or two days and starting 

just after treatment.  This is nothing to worry about. It is temporary and you can take simple 

painkillers such as paracetamol if necessary. 



Shortness of breath - It is extremely uncommon for radiotherapy to cause breathlessness with this 

type of treatment. 
 

 
Late side effects 

It is possible for some types of reaction to occur months or years after the treatment has finished. 

These side effects are permanent. Your doctor will discuss any possible late effects with you if they 

are at all likely to occur. 
 

 
Skin changes - With time, your skin (within the treated area only) may become paler than your 

normal skin. Tiny ‘thread’ veins may develop on the treated skin. 

Bone weakness - Rarely, radiotherapy can make some of the ribs more brittle. After a severe cough 

or mild trauma this can result in chest pain and/or a minor rib fracture. 
 

 
Pregnancy and Birth Control 

If it is possible you may conceive (i.e. you are of child bearing age), you will be asked to have a 

pregnancy test before starting treatment.  Effective birth control with one of these methods should 

be used during the course of treatment. 

1. Tubal ligation (informally known as getting one’s “tubes tied”) 

2. Insertion of an intra-uterine device (IUD or coil) 

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 
 

 
If you become pregnant while in this trial, you must tell the trial doctor immediately. 

 

 
Contact Persons and Further information 

The research nurses and doctors listed in this section are available to answer any questions you have 

concerning this research trial.  Understand that you are free to ask any questions concerning this 

research trial that you wish at any time. 

It is important that you contact the research nurses or trial doctor as soon as you experience any 

side effects which disrupt your daily life whether you think the treatment has caused them or not.  In 

the event of any problem or emergency, the research nurses and doctors listed in this section may 

be reached during working hours (9am to 5pm): 

[Insert name & contact details of research doctor/research nurse/radiographer here] 
 

 
If you have any concerns with your treatment and need to speak to someone outside these hours 

(after 5pm and before 9 am), please contact [insert institution specific hotline number] 

CancerHelp UK provides general information for patients about cancer and its treatment on their 

website,  www.cancerhelp.org.uk. 
 

 

Cancer Research UK has cancer information nurses who provide a confidential service, Tel: 020 7061 

8355 or email: cancer.info@cancer.org.uk 

http://www.cancerhelp.org.uk/
mailto:cancer.info@cancer.org.uk


Mesothelioma  UK  is  a  national  resource  centre  dedicated  to  providing  specialist  mesothelioma 

information, support & improved care and treatment. 

Freephone    helpline    Monday - Friday    8:30    am -   4:30 pm 0800   169    2409 or   visit 

www.mesothelioma.uk.com 
 

 

Macmillan Cancer Support provides support and counselling to help people living with cancer, ask 

Macmillan Tel: 0808 808 0000 or visit www.macmillan.org.uk 
 

 

UK Clinical Research Collaboration (UKCRC) publishes a leaflet entitled ‘Understanding Clinical Trials’. 

This leaflet gives you more information about medical research and looks at some questions you may 

want to ask. A copy may be viewed online at www.ukcrc.org or may be obtained by writing to 

UKCRC, 20 Park Crescent, London, W1B 1AL. 
 

 
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 this happens, your trial doctor will tell you about it and discuss 

whether you want to or should continue in the trial.  If you decide not to carry on, or if your trial 

doctor considers it to be in your best interests to withdraw you from the trial, your trial doctor will 

make arrangements for your care to continue.  If you decide to continue in the trial you will be asked 

to sign an updated consent form.   If the trial is stopped for any other reason, you will be told why 

and your continuing care will be arranged. 
 

 
 What  w il l  happen i f I  don’t w ant  to c ar ry  on w i th  
t he  tr i al?  

You can withdraw your consent at any time. This will not affect the standard of care you receive. 

Information collected up to your withdrawal may still be used. 

If during the study you lose the capacity to consent, you will be withdrawn from the study. Any 

identifiable data already collected with consent would be retained and used in the study. No further 

data will be collected or any other research procedures carried out on or in relation to you. 
 

 
What if something goes wrong? 

Any complaint about the way you are dealt with during the trial or any possible harm you might 

suffer will be addressed.  The trial is being performed by your doctor and insurance against injury 

will be provided by the hospital that is looking after you [insert institution name]. If you are harmed 

due to someone’s negligence then you will have grounds for legal action but you may 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 trial, the normal NHS complaints mechanisms will be 

available to you. By signing a consent form you are NOT waiving any of your legal rights. 

http://www.mesothelioma.uk.com/
http://www.macmillan.org.uk/
http://www.ukcrc.org/


Confidentiality 

Information obtained from research will be protected and its handling will be compliant with the 

Data Protection Act of 1998. The doctor in charge of the trial will keep your original signed consent 

form in a secure location. Your medical records will not hold any individual results from this trial. 

Your unique registration number will be used to make sure you cannot be identified outside the trial. 

All information about you will be treated as confidential and nothing that might identify you will be 

revealed to any other department or organisation.  Your name will not appear in any publication or 

report about this trial. 

There  will  be strict control  of  access to the  files containing clinical  information.  Your  personal 

information will be accessible to the trial doctors and others involved in the trial for the purpose of 

the trial and your direct clinical care only.  Direct access to your records may also be required by 

members of the independent ethics committee and/or regulatory agencies. 
 

 
Will My General Practitioner Be Involved? 

With your permission, your GP will be notified of your participation in this trial. By signing the 

consent form you are agreeing to this. 
 

 
Will I be paid any costs and reimbursements? 

There will be no payment to you for entering this trial, nor payment for undergoing investigations 

that are additional to your standard care. 
 

 
Who is organising and funding the research? 

The PIT trial is being funded by the UK’s National Institute for Health Research as part of their 

Research  for  Patient  Benefit  Programme.    This  trial  is  being  organised  and  co-ordinated  by 

Consultant Clinical Oncologists (radiotherapy specialists) and the Trials Co-ordination Unit at The 

Christie NHS Foundation Trust in Manchester. Independent international researchers in the field of 

mesothelioma have been involved in developing the trial and have positively reviewed the trial. 

None of the researchers will receive any payment for your participation in the trial. 
 

 
What will happen to the results of the research trial? 

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 mesothelioma in the future. 

Trials like this are often used in cancer research. 
 

 
Who has reviewed the trial? 

The trial was given a favourable ethical opinion for conduct in the NHS by the Greater Manchester 

West 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 trial. 


