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PARENT/LEGAL GUARDIAN

INFORMATION SHEET

Study title
Why do some children with appendicitis take a long time to hospital?
We would like to invite you and your child to take part in our research study.  Before you decide we would like you to understand why the research is being done and what it will involve.

One of our team will go through this information with you and answer any questions you may have.

Talk to others about the study if you wish.

Part 1 tells you the purpose of this study and what will happen to you and your child if you take part.


Part 2 gives you more detailed information about the conduct of the study.

Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you want your child to take part.

Part 1 – To give you first thoughts about the project
1. What is the purpose of the study?

We know that children that get to hospital quickly, once appendicitis has begun, only need a small operation and can be home within 1-2 days. If the condition “festers” infection can spread and your child can be in hospital for a much longer time period. We want to plot each time point where help and advice was asked by you (or the family) over this illness, prior to being admitted to hospital.
2. Why have we been chosen?

Your doctors will have explained to you that your child was admitted for observation with tummy pain that could have been a suspected appendicitis. However it turned out that your child did not have an appendicitis. We are asking you to take part in the study as part of the control group. We will use this study data to compare differences in the journey in to hospital between children with appendicitis and children with tummy pain not due to appendicitis. We hope to have 100 children in this study.

NB the appendix is a little tube attached to the 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.. 
3. Do we have to take part?

No.  It is up to you and your child (wherever possible) to decide to join the study.  We will explain the study and go through this information sheet with you.  If you agree to take part, we will then ask you to sign a consent form.  If your child is able to understand the research and is happy to take part and can write their name, they will be asked to sign an assent form with you, if they want to.  
You will be given a copy of the information sheet and the signed consent/assent forms to keep for your records.

You are free to withdraw at any time, without giving a reason.  This will not affect the standard of care your child receives.

4. What will happen to my child if we agree take part?

This study involves detailed questions of when the illness began, and wants to document as accurately as possible which health and lay persons were consulted for advice, and when that advice occurred. The care your child receives will be unaffected by your decision to enter or not enter the study.
The study duration is only the time required to answer questions (maximum of 30 minutes). ). This will normally be done within the hospital, however if for any reason we are unable to collect this information during your child’s stay we (the data manager) may need to contact you by phone to make an appointment to do a home visit to collect this information. Again the duration is only the time required to answer questions. This would normally take place within 5 working days of your child being discharged. 

We will also be taking information about your child’s care from the hospital records.

No tests or clinic visits will take place. We will not be photographing, videoing or recording the interviews.

5. What will we have to do?

A member of the research team will ask you questions about the pre hospital illness. We document the in hospital treatment and ask you more questions about how you “feel at the moment”. We send you the same questionnaire about how you feel (quality of life) in 6 weeks time.
There will be no limitations upon what your child should do, or what they eat , just follow the medical advice.
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 are the possible disadvantages and risks of taking part?

Approximately 30 minutes will be needed whilst you are in hospital. Medical care will be unaffected, but if we do find something that may affect your child’s health we will immediately discuss this with you.
Some parents or children find the talking about an illness quite distressing.  If at any time you or your child feels that the actual or perceived distress is too great, please don’t hesitate to tell the research doctor/nurse. We have trained counsellors that you might find helpful.
7. What are the possible benefits of taking part?

The information we collect may help us to treat future patients with appendicitis better. Taking part in this study will not benefit your child.
8. What are the side effects of the treatment?

As we are studying events that have happened before hospital, all the in hospital treatment is unchanged. 
9. What happens when the research study stops?

We will collect all the information together and we will decide if it is useful in telling us if the doctors can manage appendicitis better in the future.  
10. What if there is a problem?

Any complaint about the way you or your child have been dealt with during the study or any possible harm you or your child might suffer will be addressed.  The detailed information on this is given in Part 2.

11. Will my child’s taking part in the research project be kept confidential?
Yes.  We will follow ethical and legal practice and all information about your child will be handled in confidence.  The details are included in Part 2.

12. Contact for further information
If you would like any further information about this study you could contact:

Name: Dr David I Campbell
Designation: Consultant Paediatric Gastroenterologist
Hospital/Department: Sheffield Children’s Hospital
Tel: 0114 226 07454 bleep 007
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 - more detail – information you need to know if you still want to take part.
13. What if new information becomes available?
It is possible that we might get information through more in depth discussions with yourselves, and this may alter the treatment your child may benefit from. This is not likely, but if the situation does arise, we would like permission to discuss this with your clinical team.  If this happens, someone from the research team will tell you and your child about it and discuss with you. This will not affect your child’s place in the study, but if you do choose to withdraw at any time this will not affect any care your child receives whilst in hospital.  If you decide to continue in the study you and your child will be asked to sign an updated consent/assent form.

14. What will happen if we don’t want to carry on with the research?
If you withdraw from the study, we will destroy your child’s identifiable data forms if you wish, but we will need to use the data collected up to their withdrawal.

OR
If you withdraw from the treatment we would still like to know your child’s progress.  Information collected may still be used.  We will destroy your child’s identifiable clinical data forms, if you wish.
15. What if there is a problem?
Complaints

If you have a concern about any aspect of this study, you should speak to the research team who will do their best to answer your questions.

Name:
 Dr David I Campbell
Designation: Lead investigator and Consultant Paediatric Gastroenterologist
Hospital/Department: Sheffield Children’[s Hospital

Tel: 

If you remain unhappy and wish to complain formally, you can do this through the normal hospital complaints procedure and contact the following person:

Mrs Linda Towers

Patient Advice & Liaison Co-ordinator

Sheffield Children’s NHS Foundation Trust

Tel: 0114 271 7594

OR (where applicable)

Otherwise you can use the normal University complaints procedure and contact the following person:

The Registrar

University of Sheffield

Tel: 0114 222 1104

Harm

In the event that something does go wrong and your child is harmed during the research and this is due to someone’s negligence then you may have grounds for a legal action for compensation – but you may have to pay your legal costs.  The normal NHS complaints mechanisms will still be available to you.

16. Will taking part in this study be kept confidential?
All information which is collected about your child during the course of the research will be kept strictly confidential.  Any information about your child which leaves the hospital will have their name and address removed so that your child cannot be recognised from it.  Once the study is complete all information will kept for two years or kept in your child’s confidential notes.

Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Act 1998.

We will also ask for permission to inform your family GP that your child will be taking part in the study.

Your child’s medical notes may also be looked at by other people within the hospital involved in the running and supervision of the study to check that it is being carried out correctly.

17. Will any laboratory or genetic tests be done?
No extra tests outside of those required by your hospital doctors, for clinical reasons, will be done. No genetic testing will be done.
18. 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 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 http://www.sheffieldchildrens.nhs.uk/.  They will be anonymous, which means that your child will not be able to be identified from them.

19. Who is organising and funding the research?
Researchers at Children’s NHS Foundation Trust are organising this study.  They will not get any extra money for doing this research.

or

The research is being organised by Sheffield Children’s NHS Foundation Trust and paid for by Sheffield Children’s Hospital Charity.
20. Who has reviewed the study?
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee.  This study has been reviewed and given a favourable ethical opinion for conduct in the NHS by Yorkshire and Humber Research Ethics Committee.  It has also been approved by the Research Department at this hospital.
21. How can we find out more about research?
Information about taking part in research can be found at: http://www.sheffieldchildrens.nhs.uk/research-and-innovation.htm 
or you could contact the hospital Clinical Research Facility: 
Mrs Wendy Swann
R&D Manager
Sheffield Children’s NHS Foundation Trust

Tel: 0114 2717417
If you and your child decide to take part in this study, you will be given this information sheet and signed consent and assent forms to keep.

Thank you for taking the time to read this information sheet.
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