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PARTICIPANT INFORMATION SHEET

FOR YOUNG PEOPLE

Study title

Why do some children take a long time to come to hospital with acute appendicitis?
Part 1 – to give you first thoughts about the project
1. Invitation paragraph

We would like you to help us with our research study.  Please read this information carefully and talk to your mum, dad or carer about the study.  Ask us if there is anything that is not clear or if you want to know more.  Take time to decide if you want to take part.  It is up to you if you want to do this.  If you don’t then that’s fine, you’ll be looked after at the hospital just the same.

2. Why are we doing this research?

We want to try and find out why some children take more than 3 days to come to hospital when suffering with appendicitis* 
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3. Why have I been asked to take part?

You have been chosen because you have had an appendicitis
We are asking 48 children and young people all together.
We will normally speak to you in hospital before you leave to go home, However on very rare occasions you may have gone home from the hospital having told us that you would like to take part in the study. On these occasions we will call you to make an appointment to come and see you at home to gain writen consent and fillin questionaires. The duration of this home visit is only the time it will take to gain writen consent and fill in the questionaires.

An appendix is a little tube attached to your large intestine that has no function at all! It’s about 9cm long in adults and doesn’t usually cause any problems, unless it becomes infected – which is called appendicitis. 

4. Do I have to take part?

No! It is entirely up to you.  If you do decide to take part:

- You will be asked to sign a form to say that you agree to take part (an assent form)

- You will be given this information sheet and a copy of your signed assent form to keep.
You are free to stop taking part at any time during the research without giving a reason.  If you decide to stop, this will not affect the care you receive whilst in hospital.
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5. What will happen to me if I take part?

We would take about 30 minutes of your time to ask your parent/guardian questions about when the pain started and when they first asked someone for advice as to what to do.
We will ask questions about how you feel and repeat this in 6 weeks time (this helps us work out a quality of life score) using a posted questionnaire.

No extra tests or procedures will be done, and it will not affect the treatment you receive in hospital.

In exchange for participant’s time and effort we will be offering all participants a £10 Meadowhall voucher on completion of the study questionnaires.

Vouchers are given out in person or sent by post, on return of the 6 week follow-up questionnaire for appendicitis patients or, by the Data Manager after the completion of first stage questionnaires in respect of control groups. (Vouchers will be sent recorded delivery where practicable. Sheffield Children’s Hospital takes no responsibility for vouchers lost in transit)  

6. What will I be asked to do?

You will not be asked to do anything extra as a result of the study, just answer the questions as openly and honestly as you can.
7. Is there anything else to be worried about if I take part?

There is nothing else required of you. We will take some information from your clinical notes about your care, but no extra clinic visits or changes in your diet or lifestyle is needed.
If we find out something that we think is important about your health that may be relevant to your care we will talk to your mum, dad or carer and ask them if they want to come back and have you checked again at the hospital.

8. Will the study help me?
No, but the information we get might help treat young people with appendicitis better in the future.
9. What happens when the research study stops?
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We will collect all the information together and decide if it is useful in telling us if we can manage appendicitis better in the future.

10. Contact for further information

If you would like any further information about this study you could contact:

Name: Dr David I Campbell
Designation: Consultant
Hospital/Department: Sheffield Children’s Hospital
Tel: 0114 226 0745
Bleep 007
Thank you for reading so far - if you are still interested, please go to Part 2:

Part 2 - more detail – information you need to know if you still want to take part.

11. What if new information comes along?

Sometimes during research, new things are found out about your health that might affect your treatment.  If this happens, someone from the research team will tell you all about it and discuss it with you and your parent/guardian. We can then make this known to your doctors.  If you change your mind about being in this study, it will not affect any care you will receive whilst in hospital.  If you decide to continue in the study you will be asked to sign an updated assent form.

12. What if I don’t want to do the research anymore?

Just tell your mum, dad, carer, doctor or nurse at any time.  They will not be cross with you.  You will still have the same care whilst you are at hospital.

13. What if there is a problem or something goes wrong?

Tell us if there is a problem and we will try and sort it out straight away.  You and your mum, dad or carer can either contact the project co-ordinator:
Name: Dr David I Campbell
Designation: Consultant
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Hospital/Department: Sheffield Children’s Hospital
Tel: 0114 226 0745
or the hospital complaints co-ordinator:
Mrs Linda Towers

Patient Advice & Liaison Co-ordinator

Sheffield Children’s NHS Foundation Trust

Tel: 0114 271 7594

14. Will anyone else know I’m doing this?
The people in our research team will know you are taking part.  The doctors looking after you while you are in hospital will also know.

If you agree we will also tell your family doctor (GP) that you are doing the study.

Your medical notes may also be looked at by other people who work at the hospital to check that the study is being carried out correctly.

All information that is collected about you during the research will be kept strictly confidential.  You will be given a number which will be used instead.

Any information about you that leaves the hospital will have your name and address removed so that you cannot be recognised from it, except for letters to your family doctor (GP).  Once the study is complete all information will kept for 2 years or kept in your own confidential notes.

15. Will any genetic or other tests be done?
No extra test, and no genetic tests will be done as a result of this study.
16. What will happen to the results of the research study?

When the study has finished we will present our findings to other doctors, and we will put the results in medical magazines and websites that doctors read.  We would also like to put a brief summary on the hospital research website so that you will be able to read about our results too.  This will be available at the end of the study, in July 2013, on www.sheffieldchildrenscrf.nhs.uk.  The results will also be included as part of the chief investigator’s educational qualification.  They will be anonymous, which means that you will not be able to be identified from them.

17. Who is organising and funding the research?

Researchers at Sheffield Children’s NHS Foundation Trust are organising this study.  They will not get any extra money for doing this research.

The research is being paid for by Sheffield Children’s Hospital Charity
18. Who has checked the study?

Before any research goes ahead it has to be checked by a Research Ethics Committee.  This is a group of people who make sure that the research is OK to do.  This study has been looked at by The Yorkshire and Humber Research Ethics Committee.

It has also been checked by the Research Department at this hospital.

19. How can I find out more about research?
The Clinical Research Facility at this hospital has an Information for families section on its website www.sheffieldchildrenscrf.nhs.uk or you could contact the hospital Clinical Research Facility:

Mrs Wendy Swann
R&D Manager

Clinical Research Facility
Sheffield Children’s NHS Foundation Trust

Tel: 0114 2717417
Thank you for taking the time to read this – please ask any questions if you need to.
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