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Study summary 

We are looking for 493 children with eczema, aged between 3 months and 2 years to take part in a research study called TIGER: Trial of food allergy (IgE) tests for Eczema Relief.  Your GP surgery is supporting this study and thinks your child may be suitable.
We want to find out whether making changes to the diet of children with eczema, based on the results of food allergy tests, improves their eczema control or not.
The foods we are looking at are cow’s milk, hen’s egg, wheat and soya.
A summary of the study is given below. However, we have a more detailed information sheet if you are interested in taking part and would like to hear more about the study.








· You have been asked to take part because your child has eczema.
· While food allergy is more common in people with eczema, we do not know whether making changes to children’s diet, based on food allergy tests, is helpful or not.
· To find out if food allergy testing can improve eczema control, we need to compare two groups in a randomised controlled trial.  To ensure a fair test, nobody involved (you, your GP or the research team) decides or can predict which group your child gets put into:
[bookmark: _Hlk95486938]
Standard care group: Children in the “standard care” group will have normal care for their eczema from their GP plus our “Good eczema care” leaflet.




Dietary advice group:  Children in the “dietary advice” group will receive the “Good eczema care” leaflet plus dietary advice based on food allergy tests. If your child is put in the dietary advice group, they will have a skin prick test. This is when a solution containing the study foods to be tested are “pricked” into the skin. A few children may also be asked to attend hospital for a day, to make sure all study foods are safe to eat at home, this is called an “Oral Food Challenge”. For further information on Oral Food Challenges, please see the detailed patient information sheet.









· If you decide to take part, we will speak with you to receive your consent and ask you to complete questionnaires before and during a face-to-face “baseline” appointment at a nearby GP surgery.  We will assess your child’s eczema and growth at this appointment and again after 6 months. We will ask you to complete questionnaires every month for 9 months.  
· We may ask to talk to you in more detail about your experience of, and opinions about, taking part.  This part of the study is an “optional extra”.
· The diagram on the next page summarises what is involved if you take part. You are welcome to ask us any questions and the doctor or nurse can provide an additional information pack for you to read now or later.
· Taking part is entirely voluntary. If you take part, you can leave the study at any time without giving a reason. Your child’s treatment will continue as normal.
· The study is funded by the NHS (the National Institute for Health and Care Research) and is organised by the University of Bristol.  It has been independently reviewed by the Health Research Authority and given a favourable opinion by an NHS Research Ethics Committee. 
· In this research study we will use information from you and your child, from your child’s medical records and their GP.  We will only use information that we need for the research study. We will let very few people know your name or contact details, and only if they really need it for this study. Everyone involved in this study will keep your data safe and secure. We will also follow all privacy rules. At the end of the study we will save some of the data in case we need to check it and for future research. We will make sure no-one can work out who you are from the reports we write.  If you are interested in taking part, we will give you a full study Participant Information Leaflet which tells you more about this.
	
	
Flow diagram for the TIGER study
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Let us know whether (or not) you are interested in taking part by post (reply form, questionnaire and pre-
paid envelope enclosed) or online (www.bristol.ac.uk/eczema-allergy-study)
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INTERESTED in taking part?
A researcher will contact you and send you some further information (the Participant Information Leaflet).
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You will speak with a researcher (by telephone or video call) and if you are happy and able to continue,
complete a form confirming you would like to take part.
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We will complete a questionnaire with you over the telephone (or video call) and send you another
questionnaire to complete at home. These will ask about you and your child’s background and wellbeing,
their eczema and treatment for it, and their diet.
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“BASELINE” APPOINTMENT - face to face at your own or a nearby GP surgery
-
We will ask you to complete a short questionnaire about your child’s eczema. A researcher will assess your
child’s skin and their growth.
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A computer will put (“randomise”) you into one of two groups. One group will receive standard care from
their GP plus our “Good eczema care” |eaflet. The other group will also get this leaflet plus dietary advice
based on food allergy tests.

N\ J

Standard care group Dietary advice group

FOLLOW UP AFTER YOU JOIN THE STUDY

Every month for 9 months: we will ask you to complete a questionnaire about your child’s eczema
symptoms, treatment use and diet. Some of the questionnaires (3, 6 and 9 months) will contain extra
questions about your, and your child’s health, wellbeing, and any care your child has received due to their
eczema.

Follow up appointment: We will arrange to meet with you and your child again at 6 months to re-assess
your child’s skin and their growth.

THESE PARTS ARE OPTIONAL - we will ask some participants if they would be willing to:
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We will ask for your permission for us to review your child’s medical records history at the end of the study so
that we can fully understand the impact of allergy testing. We will look at a history of your child’s ilinesses,
healthcare appointments and medications prescribed.
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