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PARTICIPANT INFORMATION SHEET
(YOU WILL BE GIVEN A COPY OF THIS INFORMATION SHEET)

FODMAPs as Dietary Triggers of Abdominal Symptoms in Inflammatory Bowel Disease

We would like to invite you to participate in this research project. You should only participate if you want to; choosing not to take part will not disadvantage you in any way. Before you decide whether you want to take part, it is important for you to understand why the research is being done and what your participation will involve. Please take time to read the following information carefully and discuss it with others if you wish.
We are providing you with the following information before you agree to take part, which explains the purpose of this research and what it involves. Please ask any questions you have about the information given and we will do our best to explain and provide any further details you may need.
What is the purpose of the study?
This research study aims to help patients and health care professionals at Guy’s and St Thomas’ hospitals to learn about the effect of certain dietary carbohydrates (FODMAPs) on gut symptoms experienced by patients with inflammatory bowel disease whilst in remission. FODMAPs are poorly digested in the gut and can increase the water and gas production leading to functional gut symptoms (e.g. irritable bowel syndrome or IBS) in some people. FODMAP rich foods include wheat, onion, garlic, pulses and a few other vegetables and fruit and sugar free gums.
Functional gut symptoms are those experienced during times of inactive disease that are not caused by inflammation and may include:

· Abdominal discomfort

· Abdominal bloating

· Diarrhoea

· Wind
This study is being conducted by a research dietitian from King’s College London in collaboration with Guy’s and St Thomas’ NHS Foundation Trust gastroenterology services. We believe the results of this study will be important for the future treatment and dietary management of functional gut symptoms in patients with inflammatory bowel disease.

Who are we recruiting?

We are looking for people who have been diagnosed with inflammatory bowel disease, and who are attending an outpatient clinic at either Guy’s or St Thomas’ Hospital as part of their care. Eligible participants will either have been advised in the past to follow a low FODMAP diet for the management of gut symptoms, or are eligible for this dietary intervention now. Only those people who have experienced a beneficial effect from the low FODMAP diet are eligible for this study. People with active Crohn’s disease or ulcerative colitis will be excluded. Also, people who have taken certain medications recently or who have had medication dose changes, those who have had recent gut surgery or who have other psychiatric or chronic diseases will not be eligible. Pregnant and breastfeeding women will also be excluded.
Do I have to take part?
No. Your participation in this study is voluntary and it is entirely up to you whether you take part. Even if you do decide to take part, you can change your mind at any time and withdraw from the study without giving a reason. If you decide you no longer wish to take part, please inform Selina Cox (contact details below). Any decision not to be involved in the study at any time will not affect the standard of care you receive now or in the future. If you agree to take part you will be asked whether you are happy to be contacted about participation in future studies. Your participation in this study will not be affected should you choose not to be re-contacted.
What will happen to me if I do take part?
If you have already received dietary advice for a low FODMAP diet and have experienced improvement and have control of your gut symptoms as a result, you will be asked to undergo Screening, Test Phase and End of Trial visits (see below).

If you have not yet received dietary advice for a low FODMAP diet then you will be asked to come to the hospital or to King’s College London to be given low FODMAP dietary advice by a dietitian. This is part of normal clinical practice and is the reason you have been referred by your doctor. This advice is not part of the research study. You will be asked to follow the low FODMAP diet for a minimum of two weeks whilst monitoring your gut symptoms until your symptoms are satisfactorily controlled. If the low FODMAP diet does not improve your symptoms you will NOT be eligible for participation in the study. In this case you will have a follow up appointment with the dietitian and will be given advice on what to do next. If the low FODMAP diet improves your symptoms, you will be asked to undergo Screening, Test Phase and End of Trial visits (see below).

Screening
If you decide to take part in the study, you will be screened by a researcher to check eligibility for the study and to ensure you meet all of the inclusion criteria and none of the exclusion criteria. We will fully explain all of the study procedures to you and the consent form will need to be signed prior to starting the study. Once the consent form is signed you will be asked to complete a screening questionnaire with the researcher, including answering some questions about your medical history and gut symptoms. This visit should take no longer than 30 minutes. You will also have a sample of blood taken and will be asked to provide stool sample, which you will collect at home. You will be provided with equipment and full instructions on how to do this. 
Starting the Test Phase
If your gut symptoms are satisfactorily controlled whilst following a strict low FODMAP diet you will be eligible to take part in the study. At this time you will be asked to come to the hospital or King’s College London where you will be instructed on the Test Phase of the study. The Test Phase will last a minimum of 4 weeks and you will continue to follow a low FODMAP diet throughout. During this time, you will be asked to take 4 different test drinks containing dietary carbohydrates. You will take a different drink each week once a day for 3 days, followed by a 4-day ‘wash-out’ period, when you continue the low FODMAP diet but don’t take any test drinks. Throughout the 3 test days you will be asked to keep a record of your gut symptoms and bowel habits, and also to record when each drink was taken.
The order in which you take the drinks will be randomly assigned and you will not be told which test drink you are taking when. They will be identifiable only by a code. You will be provided will full instructions regarding how and when to take these drinks and when to complete your questionnaires.

Throughout the study you will have telephone support with the researcher who will be able to guide you through the study and answer any queries you have or advise in the case of any adverse events or concerns.

End of trial
Once you have completed the Test Phase, you will be invited to a final appointment where you will provide second blood and stool samples. Overall there should be 2-3 visits related to doing this study.

Expenses

Reimbursements for expenses (e.g. travel, meals, child-care, compensation for loss of earnings, etc) will not be available for this study.

What are the possible disadvantages and risks of taking part?

An ethical review of this study has been carried out. The low FODMAP diet and carbohydrate food supplements have no known clinically adverse effects and have been well tolerated in previous studies. You may experience some gut symptoms similar to those you have previously experienced when not following the low FODMAP diet. There is no evidence that this will impact in any way on your inflammatory bowel disease activity and/or result in a relapse. Some people might find recording symptoms and/or collecting stool as part of the study embarrassing. You will be provided a toilet insert in which to collect your sample which will make this process easier. If you are concerned in any way please contact one of the researchers for advice. Some people find having blood taking may be uncomfortable. Every effort will be made to minimise any pain or discomfort during this routine process. The test drinks do not contain anything harmful; they only contain different carbohydrates at levels consumed within the normal diet you were following before the low FODMAP diet. There is no evidence that these can affect your inflammatory bowel disease.
What are the possible benefits of taking part?

The results of this study may help to answer scientific questions about whether specific dietary carbohydrates cause functional gut symptoms in inflammatory bowel disease whilst in remission. This may therefore help you and other people in the future, as a diet low in these carbohydrates (the low FODMAP diet) may help improve these symptoms and avoid unnecessary drug treatments that may have unpleasant or adverse side effects. The results will also help you identify which carbohydrates you may be sensitive to and are therefore best avoided or kept to a minimum in your diet.
What happens at the end of the study?

At the end of the 4-week Test Phase of the study we will tell you what order you received the test drinks in and will also provide you with advice on how to continue your diet. You may also be booked in for a follow-up dietetic outpatient appointment if you wish.
What if there is a problem?

If you have a concern about any aspect of this study you should speak to Selina Cox (contact details are below). We would not expect you to suffer any harm or injury because of your participation in this study. However, in the unlikely event of you suffering any adverse effects as a consequence of participating in this study you can contact King's College London using the details below for further advice and information and may be compensated through King’s College London’s ‘No Fault Compensation Scheme’. Professor Kevin Whelan, Professor of Dietetics, Tel: 020 7848 3858, Email: kevin.whelan@kcl.ac.uk.
Will my taking part be kept confidential? 

Your participation in the study would be completely confidential. From the beginning of your involvement, you will be given an identification number and only your number, NOT your name, will label your completed questionnaires, diaries and other paperwork. Your data will be kept completely anonymously and confidentially under the UK Data Protection Act 1998 and your name will not appear anywhere in any publication or description of our findings. Personal data and unidentifiable research data will be kept for 10 years on a research database and you may be contacted in the future about follow up studies to this project or ethically approved research studies of a similar nature.
What will happen if I don’t want to carry on with the study?

Taking part in this study is entirely voluntary and your decision will in no way affect your current or future care within this Trust. You will not lose any of your legal or ethical rights. You may withdraw from the study at any time without affecting your routine clinical care and you are not obliged to give reasons. However, if you withdraw because of a side effect please inform the research team. You may be withdrawn from the study, if it is considered in your best interests. If you withdraw from the study, we will destroy all your identifiable samples, but we will need to use the data collected up to your withdrawal.
What will happen to any samples I give?

During the study we will collect stool and blood samples. The samples will have no personal details on them, so your identity will not be recognisable. Portions of the samples may be stored in a secure freezer for up to 10 years. Only members of the research team will have access to them. After they have been used, or at the end of 10 years they will be destroyed.

What will happen to the results of the research study?

It is intended that the results of this study may be published in scientific or medical journals. You will not be identified in any report or publication. When the data from the study has been analysed you will receive a summary report of the results.

Who has reviewed the study?

This study has been checked by an independent group of people, called a Research Ethics Committee to protect your safety, rights, well-being and dignity. This study has been reviewed and given favourable opinion by the NRES Committee: London – Camberwell St Giles.
Who is organising and funding the research?

The study is organised and sponsored by King’s College London (Diabetes and Nutritional Sciences Division, King’s College London) and funded by internal funding. The Chief Investigator is Professor Kevin Whelan and the Principal Investigator is Dr Peter Irving. 
If I’d like to participate, what should I do? 

If you are interested in taking part or have any further questions or concerns at any time, then please call the contact number or write to the email address below. Participation is entirely voluntary and it is up to you to decide whether or not to take part. If you decide to take part you will be given this information sheet to keep and will be asked to sign a consent form. Remember, if you do decide to take part you are still free to withdraw at any time and without giving a reason. You may also withdraw any data or information you have already provided up until it is transcribed for use in the final report.


Thank you for taking the time to read this information.

If you have any questions please contact the researchers at:
Selina Cox (Research Dietitian)

Tel: 020784844447      Email: selina.cox@kcl.ac.uk

Address: 
Diabetes and Nutritional Sciences Division, King’s College London

4.103 Franklin Wilkins Building
150 Stamford Street

London, SE1 9NH
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