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REC reference number: 14/YH/1314
Committee: NRES Committee Yorkshire and the Humber- South Yorkshire
Chief Investigator: Dr K Rankin, Northern institute for Cancer Research, Newcastle University, NE2 4HH

Sponsor: Newcastle upon Tyne Hospitals NHS Trust

This document sets out the information we think you would want to know before you and your child agree to take part in this research project. It is important to us that you and your child understand this information and can ask any questions that you may have about the research. 
It is up to you and your child whether you would like to join the study. We will describe the study and go through this information sheet. If you agree to take part, we will then ask you to sign a consent form and an assent form. 

You are free to withdraw at any time, without giving a reason. This will not affect the standard of care you receive.
You are being invited to take part in this research because your child may have or already has been diagnosed with a type of bone sarcoma.  We are trying to develop a test to see if we can detect bone sarcoma cells in blood samples. As part of your child’s routine hospital care and investigations blood will be taken. For this study, we would like to request an extra blood sample, but usually at times when your child is already having blood taken as part of their routine hospital care. In total, we would request up to 7 blood samples, to be taken over a time span of approximately 2 years. The amount of blood taken each time would be a maximum of 20mls (2 tablespoons).  The doctor or nurse can show you a typical tube, to help you gauge how much blood would be taken.
The aim of this research is to develop a test that can accurately detect if any circulating tumour cells are present in blood samples taken from patients with a diagnosis of bone sarcoma. These so-called circulating tumour cells are cells that have broken away from the main tumour and circulate in the bloodstream.  It is believed that these cells are the ones that enable the tumour to spread, or metastasise. If we can develop a test for the presence of these cells in blood samples, the results of the test will assist doctors to form a picture of how the tumour is behaving throughout the course of treatment.  
As part of this study, we also hope to capture any circulating tumour cells from your child’s blood sample and grow them in a tissue culture incubator.  This will allow researchers to have enough cells to study them in more detail.  The researchers may also extract DNA from these cells to test for any genetic changes that may cause bone sarcomas to develop.  In the long term, identifying unique changes in bone sarcoma cells may help to develop new drugs or treatments. We will also freeze any remaining blood in the form of plasma.
Bone sarcomas are rare diseases, so we have to recruit patients from across the UK to validate our study.  
Before you and your child consider entering the study, it is important that you understand the purpose of this study and what it involves. This information sheet contains answers to some of the questions you might have about the study. At the end of the form, and after you have had some time at home to think about it, we shall ask if you wish to consent. If you do, we shall ask you to sign a consent form saying that you agree for your child to join. Your child can also sign a separate ‘assent’ form. If you have any questions, please contact us before signing the forms (contact details on page 4).
“What will happen if my child takes part?”

If you agree to take part then we will ask to take some extra blood from your child during  treatment. This will usually be done at the same time as blood is being taken to check their blood count. The amount of blood sample for this study is about the same as 2 tablespoons each time. The times we may ask for blood are:
1. At the start of chemotherapy

2. At the end of chemotherapy

3. When you come back in  for the operation

4. After the operation

5. When chemotherapy starts again

6. When chemotherapy finishes
7. When your child have been free from treatment for a few months

We will always ask you and your child before taking a sample. You can decide not to give a sample at any time but remain in the study and give a sample at a later date. You can also withdraw completely from the study at any time. If you decide not to give a sample or withdraw from the study your treatment will not be affected. 
“How will my child benefit?”

This study aims to benefit patients who have a bone sarcoma. The researchers aim to develop a test to detect circulating tumour cells. As this is the very early stages of this type of research for bone sarcomas, your child is unlikely to benefit directly from this study. 
You will not receive any payment or any other financial benefit as a result of joining the study. The results of research arising from this study may eventually lead to a commercial test, but you will not receive financial benefits from such development. 
Nevertheless, by giving blood, your child may help researchers to potentially identify specific changes on bone sarcoma cells.  In the long term, this may lead to the development of new drugs.

“We want to be involved in a clinical trial. If my child enters this study, is this guaranteed?”
Although the long term aim of this study is to identify unique changes on bone sarcoma cells, there is no guarantee that this will lead to the development of new drugs or clinical trials for new drugs.  This is a very early stage study, and we don’t think any new drugs will be developed over the next few years. 
The team looking after your child will be able to tell you whether there are any new clinical trials suitable for your child to join. Participating in this study would not stop your child from joining a trial.
“What kind of information will you be keeping about my child?”

If you and your child agree to take part in this study, your child will be assigned a unique code. This code, and the consent/assent forms, will be stored in your child’s medical notes. Blood samples taken for this study will be labelled only with this code.  The researchers in Newcastle will only receive the code, your child’s age and sex, the type of bone sarcoma, and your child’s Consultant’s name and contact details.  We will ask for any information on other conditions that your child has that might interfere with the test. Your child’s doctor will decide which information is relevant to the researchers.

Only your child’s medical team will have access to your medical notes, or any information that identifies your child. The research team in Newcastle will not have access to your child’s medical notes, or any other personal information.
 “Will information about my child be kept confidential?”
All information we receive from your child will be treated confidentially. The information, and your child’s unique patient code, will be stored on a secure computer located at Newcastle University. Details of your child’s specific diagnosis as well as limited personal information (age and gender) will be stored on the database. If we publish any research or other documents based on results of tests that we have performed on your child’s blood samples, this will not identify them by name.
“Does my child have to join the study and can we withdraw if either of us changes our mind?”
No your child does not have to take part in this study, it is totally voluntary. Should you or your child wish to withdraw you will be free to do so at any time without having to provide any explanation. We ask that we keep the results of tests performed on your child’s blood sample indefinitely. You can withdraw and have no further blood samples taken, but give your permission for information already collected from previous blood samples to still be used. Alternatively you can withdraw your consent and ask for all previous results and information to be destroyed. This choice is entirely up to you and your child.  If you wish to withdraw, you should get in touch with your hospital Consultant or the study Chief Investigator. Contact details are provided below.  Joining or leaving the database will in no way affect the care your child receives.
“Who is funding the research?”
The project is being funded by several charities; the Bone Cancer Research Trust (BCRT) and Children with Cancer UK, JGWP Foundation Trust and the MRC. They have allocated funds for this study until July 2017. No-one in the research team will receive any direct (or indirect) payment for recruiting your child into this study. There is no financial incentive for Dr Rankin to recruit your child to this study.
“Who has reviewed this project?”
All research conducted within the NHS has to be reviewed by an ethics committee to make sure we are not doing anything harmful to you or your personal information in this project. 
This research has been reviewed by National Regional Ethics Committee (Yorkshire and the Humber- South Yorkshire) who have decided they are happy for us to go ahead with the study.
“What do we have to do now?”
If you and your child decide you want to take part you will be asked to sign a consent and an assent form. If you wish not to take part, please do not sign the forms. You do not have to do anything additional to take part in the study. 
“What if we have any concerns?” 
If you or your child have any concerns or other questions about this study or the way it has been carried out, you should contact your local principal investigator, currently:
[Principal Investigators Name],

[Full Postal Address]

[Contact Tel number]

[Contact email address if standard practice at site]
Alternatively you can contact the Chief Investigator Dr Rankin on Tel: 0191 208 6976 Email; kenneth.rankin@newcastle.ac.uk or you may contact the Newcastle upon Tyne Hospitals Patient Advice and Liaison Services department on 0800 032 0202. 
If you feel that you and your child have been treated unfairly throughout this research, or would like to make a comment about the conduct of any aspect of this research, please contact your own hospital’s Patients Advice and Liaison Services.
Thank you for reading this information sheet 
Parent Information Sheet 
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