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Paediatric Register of Inflammatory Bowel Disease


Patient Registration Information 

and Consent Form

Contact Details:

PRIBD

Institute of Child Health

Royal Liverpool Children’s Hospital

Eaton Road

Liverpool L12 2AP

Telephone: 0151 293 3566

Facsimile: 0151 228 2024

e-mail: lbtaylor@liv.ac.uk
e-mail: robertsc@liv.ac.uk
website: www.bspghan.org.uk

Dear Patient

Paediatric Register of Inflammatory Bowel Disease (PRIBD)

I would like to invite you to participate in a register on inflammatory bowel disease in children.  The register is sponsored by Crohn’s in Childhood Research Association (CICRA) and run by researchers based in the Institute of Child Health at Liverpool University.   The study will involve participating consultants providing the register with certain clinical details from consenting patients aged under 16 years, who have been diagnosed with Inflammatory Bowel Disease, or IBD.  

This leaflet contains information for you and your child and gives details on why the research is being done and what will be required if you consent to your child participating.  Please take your time to read this and to carefully discuss it with friends, relatives, your doctor or research staff at the register.  If you require any further information, please contact the research team using the contact details on the front of this leaflet. 

The back page of the leaflet is a consent form, which I would be grateful if you would complete and return to your consultant with your decision.  You should retain this leaflet for future reference.

Thank you for taking the time to read this.

Yours faithfully

David Casson

Dr David Casson

Chairman of the PRIBD

Consultant Paediatric Gastroenterologist

Information for the patient’s parents or guardian
This information sheet is about a register that contains details provided about patients who have been diagnosed with Inflammatory Bowel Disease before their 16th birthday. We would like to list your child on this register if you and your child agree to it. If your child is at an age where he/she can read and understand the attached child’s version of this information sheet, then they should decide with you. 

What is the purpose of the Register?

The register is very important because it holds data on many children with Inflammatory Bowel Disease.  It appears that Inflammatory Bowel Disease is becoming a greater problem in children.  The information held by the register will provide insight into the different approach to diagnosis and treatment of the disease in children.  The information will be used to produce guidelines for the best ways in which to care for children with this disease. 

The register will also provide a resource, which will allow more detailed questions about Inflammatory Bowel Disease to be addressed.  Researchers may approach you/your child via your consultant to ask if you would allow your child to participate.  The decision will be entirely you and your child’s.  You will be under no commitment to take part.  Agreeing to participate in this study does not commit your child to participating in any future studies. 

Why should my child participate?

What you decide will not affect your child’s future medical care or treatment in any way. Doctors want to know the best ways of diagnosing and treating children with Inflammatory Bowel Disease and the information in the register can help in finding out the best possible treatments available.  To be useful the register needs to hold the same information on a large number of patients.

It is entirely your decision and where possible, your child’s decision as to whether your child’s information is included in the register.

The information held on the register is unlikely to benefit your child directly, but it will be used to help increase our understanding of Inflammatory Bowel Disease in young people and to provide the best possible care and support for these patients.  You may contact staff at the register if you are interested in finding out about new findings resulting from the register.  You are entitled to access any information concerning your child that is held by the register.  

How did we find you?

Your consultant notifies the register when he/she diagnoses a new patient with Inflammatory Bowel Disease.  They have kindly agreed to forward to you the details of the register and a consent sheet.

What do I have to do if I agree to my child taking part?   

After reading all of the information and asking any questions, you and if possible, your child should sign the consent form and return it to your consultant.  If you consent, your consultant will complete a questionnaire that has some questions about your child.  If you decide at a later date that you or your child want details to be removed, you can contact us and we will remove the information.  This will not compromise your child’s medical care in any way.  We will ask your child to fully consent to remaining on the register when he or she reaches 18 years of age.

Are there any risks or disadvantages to taking part?

There are no foreseen risks or disadvantages in agreeing to the information being held on the register.  The register is strictly confidential.  Your child’ surname, initial and date of birth will be provided to the NHS numbers database in order to confirm or obtain their number.  This information will only be provided via a secure link within the NHS. No other information held by the register will be disclosed.  

The files and computer containing patient data will only be accessible by research staff directly involved in the register and this information will be kept in a secure office at Liverpool University’s Department of Child Health.  Any information published or discussed will be presented so that your child remains anonymous.  If doctors and scientists use the information to understand Inflammatory Bowel Disease in children better, they will not be provided with any personal information.  It is entirely you (and your child’s) decision as to whether or not to take part.  Your child’s future medical care will not be affected by your decision in any way.

Who has funded the study?

The register is funded by Crohn’s in Childhood Research Association (CICRA), a registered charity that is dedicated to creating a wider understanding of Inflammatory Bowel Disease, particularly in children and young adults.  No payments will be made to anyone for your inclusion in the study.  This study has been reviewed and approved by the South Thames Multi-Centre Research Ethics Committee.

Further Questions, Worries or Complaints?

If you need to discuss the register further you should speak to your Consultant, GP or the Register research team.  If you have any questions or complaints regarding the register, you should contact the research team at the contact address on the front of this leaflet. 

Patient Information for Children
This information sheet has been written to provide you with information about the Paediatric Register of Inflammatory Bowel Diseases.  The Register is a list of people who have been diagnosed with an inflammatory bowel disease (such as Crohn’s disease or ulcerative colitis) before they were 16 years old.  The register was set up in 1997 by the British Society of Paediatric Gastroenterology, Hepatology and Nutrition in order to find out more about inflammatory bowel disease in children. 

What information is on the register and what will it be used for?

The register also lists some information about each person.  This information includes how old you were when you had an inflammatory bowel disease and how long you were unwell before this.  We also need to know which part of your bowel has the inflammation in it.  We hope that this information will increase our understanding of inflammatory bowel diseases and will eventually allow us to provide better help and information for children with inflammatory bowel disease.

If you agree to have your name and details on the register you should sign the consent form, with your parents or guardian. We will then collect information about your inflammatory bowel disease from your doctor.    If you do not want to be on the register you do not need to send the consent form back.

If you do not want your name and personal information recorded, you can tell us and we will then only include information on your diagnosis with no personal information.

It is entirely up to you to decide whether you want to be on the register or not.  Nobody will be annoyed or upset if you do not want to have your name and information used.  The treatment and care that you receive will not be altered by your decision.

Who can I discuss my decision with?

In deciding whether or not to be on the register, you might want to discuss it with people you trust such as your parents.  You can also talk to your doctor at the hospital or you may want to talk to us.  

What will I need to do if I agree?

If you agree to take part you should sign the consent form and hand it to your consultant.  The form will be placed in your medical records and your consultant will complete a questionnaire that will be sent to the register.  

If you agree to take part you are entitled to know what information about you is on the register.  You can also ask us to remove the information at any time.

Only the people who run the register will be allowed to see the information about you.  If we publish any information from the register nobody will be able to identify you from the information that we use.

Who has funded the study?

The register is funded by Crohn’s in Childhood Research Association (CICRA), a registered charity that is dedicated to creating a wider understanding of Inflammatory Bowel Disease, particularly in children and young adults.  Nobody will be paid for your inclusion in the study.  This study has been reviewed and approved by the South Thames Multi-Centre Research Ethics Committee.

Further Questions, Worries or Complaints?

If you need to discuss the register further you should speak to your Consultant, GP or the Register research team.  If you have any questions or complaints regarding the register, you should contact the research team at the contact address on the front of this leaflet. 

CONSENT FORM 

Name of Researcher: Dr David Casson, Consultant Paediatric Gastroenterologist









Please initial boxes
1.
I confirm that I have read and understand the information sheet for the above study and have had the opportunity to ask questions. ( 

2.
I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason, without my medical care or legal rights being affected. 









(
3.
I understand that sections of any of my medical notes may be looked at by responsible individuals from the Paediatric Register of Inflammatory Bowel Disease or from regulatory authorities where it is relevant to my taking part in research.  I give permission for these individuals to have access to my records. (
4.
I agree to take part in the above study.                                                    (











5.   I do not agree to take part in the above study.                                         ( 
                                                


            
















________________________
________________
____________________

Name of Patient
Date
Signature (If Applicable)

________________________
________________
____________________

Name of Patient’s parent/guardian
Date
Signature

_________________________
________________
____________________

Name of Consultant
Date
Signature

_________________________
________________
____________________

Researcher
Date

Signature

This form should be signed, the boxes initialled and returned to your consultant.  It will then be placed in your medical records.  Your consultant will complete the PRIBD questionnaire and indicate whether you have offered written consent to be included on the register.
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