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You are being invited to take part in a research study. To help you decide whether you would like to take part or not, it is important that you understand why the research is being done and what it will involve. Please read the information below carefully and ask questions if anything is not clear or if you would like more information before you decide to take part in this research. You may like to discuss it with others, but it is up to you to decide whether or not to take part. If you are happy to participate you will be asked to sign a consent form.
What is the research about?

Being overweight is very common. It is known to increase a person’s chance of developing several health conditions. These include heart disease, type 2 diabetes, fatty liver disease, and some cancers. Being overweight results from the interactions of different factors, including a person’s genes, their metabolism, their behaviour and their environment. The latter factors include people’s eating habits and how much exercise they do. However, both gaining and losing weight are complex because it is now known that the different factors interact (for example a person’s genes and what they eat). This is why some people put on weight more easily than others. Therefore, to fully understand weight gain and weight loss, we need to know about more than just what people eat; we also need to know about their genes and physical activity amongst other things. 
Personalised nutrition (PN) is a new approach which aims to give individuals unique nutrition advice based on their own genetic, environmental and lifestyle factors. Personalisation of interventions may help people to change behaviour in order to improve health outcomes, including weight loss. 
We plan to compare general advice from a dietitian with more personalised advice to see if the effect on weight loss is different. To do this you will be allocated randomly to one of three groups. 
If you are allocated to the control group, you will receive advice from a dietitian about how to improve your diet. 
If you are allocated to the personalised nutrition (PN) group, you will also receive advice from a dietitian and, in addition, an app on your phone (or other device) will be used to give you personalised dietary advice, according to your individual needs, your lifestyle and your preferences. The app has been available since 2007 and can be used for calorie counting and meal planning.
If you are allocated to the personalised plan (PPlan) group, you will also receive advice from a dietitian and use the app on your phone (or other device) to give you a personalised diet plan, according to your individual needs, your lifestyle and your preferences. In addition, you will receive from the app written messages about ways that you can change your food and lifestyle choices.

We will compare the effects of the dietitian alone to the PN and PPlan. We will measure body fatness, weight loss and changes in chemicals in your blood that tell us about your metabolism.
Why have I been asked to participate?

You have been contacted because you answered our advertisement and have expressed an interest in our research and you appear to meet the criteria for inclusion in our study. We need men and women aged 18 years and over who wish to lose weight.  We will be recruiting about 240 participants in total.

Do I have to take part?

It is up to you to decide whether or not to take part.  If you do not want to take part, we will destroy the screening questionnaire that you completed over the phone. If you do decide to take part, you will be asked to sign a consent form. However, you will still be free to withdraw at any time, and without giving a reason. If you do withdraw, you will be asked whether you want us to destroy any samples you have given as part of the study.

What will happen to me if I take part?

If you decide to take part, you will be asked to attend 3 appointments at the Clinical Research Facility at Southampton General Hospital. 
At your first and last appointments (visits (V) 1 and 3), you will come in the morning before you have had your breakfast. You will be asked to fast (no food or drink apart from water from 9 pm the night before). At the end of these two visits we will provide you with breakfast before you leave.
At V1 we will discuss the study with you and if you are happy you will give your written consent to participate in the study. If you are female and still having periods or it is less than two years since your menopause you will need to have a standard urine test to confirm that you are not pregnant. We will measure your height, weight, waist and hip circumference as well as body composition (how much fat and muscle you have). We will then take a saliva swab from inside your mouth and some blood (20 ml; about 4 teaspoons full) and ask you to provide a urine sample (20 ml). We will use these to confirm that you can be included in the study. You will complete two questionnaires asking you about your diet. One of these is called a food frequency questionnaire which asks you how often you consume different foods and drinks in a typical week. The other is called a 3-day food diary which asks you about the foods and drinks you have consumed in the 3 days before your clinic visit. These both tell us about your diet, but they give different quality of information. This appointment will last 1.5-2 hours. You will also be asked if you want to provide a small faecal (poo) sample (collected at home) prior to V2 and V3, but this is optional.
About a month after V1 you will have your next appointment (V2). At this visit you do not need to be fasted. You will complete a set of questionnaires related to diet and lifestyle. These will include questions about your quality of life, your food shopping habits and your physical activity. 
A dietitian will advise you with general dietary advice (control group) or with personalised dietary advice (both PN and PPlan groups). The dietitian will help you to download an app to your phone (or tablet) and show you about how to use the app. You will be able to contact the dietitian if you need any help in using the app.
You will then follow the dietary plan you have been allocated to for 4 months. If you are in the PPlan group, you will also receive information on ways that you can change your food and lifestyle choices. You will get this information from the app. During this period, you will complete a daily food diary using the app; this will involve recording the foods you have eaten that day. At the end of months 1, 2 and 3 you will have a telephone interview with the dietitian. The dietitian will ask you some dietary and lifestyle questions. 
V3 will take place about 4 months after V2. At V3 we will take a second set of blood and urine samples (as for V1). You will then be asked to complete a final set of questionnaires, these will be the same ones as used at V1 and V2. This visit will last about 2 hours.
What will happen to the samples I provide?

Your blood, urine, saliva and faeces will be treated anonymously and will not be able to be linked directly to you. Blood samples will be analysed in our own laboratories at University of Southampton and will also be sent to our partner at Eurecat in Barcelona (Spain) for some additional analysis.
Saliva swabs will be sent to our partner at Alimentomica which is part of the University of the Belaeric Islands in Palma de Mallorca (Spain) for analysis of your DNA. 
Urine samples will be sent to our partners at Eurecat in Barcelona (Spain) and at the University of Parma in Parma (Italy) for analysis.

Faecal samples will be sent to our partner at Leitat Technology Centre in Barcelona (Spain) for analysis of your gut bacteria.

These samples will be marked with an ID number and will not be linked to your name. Any sample sent to Spain or Italy that is left over after analysis is completed will be destroyed.
Any sample held in Southampton that is left over at the end of the study will be transferred to a research biobank for future use if you consent to this. If this happens, a record linking the ID number on the samples to you will be kept in a secure location.
What do I have to do?
You will attend Southampton General Hospital for 3 visits. All visits will last 1 to 2 hours. You will be asked to answer a set of questions about your diet and lifestyle at each visit. In between the second and third visits (V2 and V3) you will be asked to complete a daily food diary via an app and speak to a dietitian at the end of months 1, 2 and 3 of the diet plan. The visits will take place over a period of about 5 to 6 months. You will change your diet and perhaps your eating behaviour. You will be asked to provide blood, saliva, urine and faecal samples. 
What are the benefits of taking part?

You may benefit from losing weight whilst taking part in this study. You may gain helpful insights on how to improve your diet and lifestyle. Knowledge gained from this study will help our research and will ultimately be of use to other researchers and consumers.
What are the possible disadvantages and risks of taking part?

There is a very small chance of infection and a chance of bleeding and bruising at the site of insertion of the needle for collecting the blood sample, but this will be minimised by using sterile techniques and trained members of staff.
What data will be collected?
We will hold your contact details for the duration of the study, but these will be destroyed at the end of the study.

We will collect information about your age, sex, height, weight, general health status, quality of life, food shopping habits, eating habits and attitudes to food. This will be collected by research staff. For women, we will ask about reaching the menopause and, if that was recent (within the last two years), a urine test to rule out pregnancy will be used. We or our research partners will measure chemicals in your blood and urine that will tell us about your metabolism. Your saliva will be analysed by one of our partners to measure the genes related to your body composition and metabolism. All personal data will be kept in a locked filing cabinet and on a password protected computer. No data will be linked with your name and address, only to an anonymous study code. 
Will my participation be confidential?

Your participation and the information we collect about you during the course of the research will be kept strictly confidential. 

Only members of the research team will have access to the information obtained by analysing your blood, saliva, urine and faeces. This information will be anonymised – it will carry an ID number not your name. 

Only you and the research team will have access to the information you enter into the app and to the information provided by the app.

Responsible members of the University of Southampton will have access to data about you for monitoring purposes and/or to carry out an audit of the study to ensure that the research is complying with applicable regulations. Individuals from regulatory authorities (people who check that we are carrying out the study correctly) may require access to your data. All of these people have a duty to keep your information, as a research participant, strictly confidential. With your consent, we will inform your GP of your participation in the study.
If there are any concerns about safeguarding you or somebody else, confidentiality may be breached.
Do I have to take part?

No, it is entirely up to you to decide whether or not to take part. If you decide you want to take part, you will need to sign a consent form to show you have agreed to take part.

What happens if I change my mind?

You have the right to change your mind and withdraw from the study at any time without giving a reason and without your participant rights (or routine care if a patient) being affected. You can withdraw by informing the research team.  If you withdraw and do not wish us to use your samples, then they will be destroyed.
What will happen to the study results?
Your personal details will remain strictly confidential. Research findings made available in any reports or publications will not include information that can directly identify you without your specific consent.

The results may be presented at scientific meetings and published in a scientific journal. You will not be identified in any of these presentations or publications. We will be happy to discuss the results with you when the study is completed and will let you know where you can obtain a copy of the published results. 
Will I be reimbursed for my time?

On completion of the study, reasonable travel expenses will be reimbursed. 

Who is organising and funding the study?
This study is being organised by the Faculty of Medicine at The University of Southampton. The research is being funded by the European Commission. The University of Southampton is acting as the legal sponsor of the study.
Who has reviewed the study?

The East Midlands – Leicester Central Research Ethics Committee.

What will happen if anything goes wrong?

If something goes wrong during an investigation day any procedures will be stopped and you will be seen by a doctor. Your involvement in the rest of the study may be stopped.

If you have a concern about any aspect of the study you should speak to the researcher involved who will do their best to answer your questions (telephone 023 8120 8076). If you remain unhappy and wish to complain formally you should contact the management team in the NIHR Clinical Research Facility in the first instance (telephone 023 8079 4989). Any complaint about the way that you have been dealt with during the study or any possible harm you might suffer will be addressed. You may also contact the Patient Advice and Liaison Service (PALS). How you can do this is dealt with in a later section. 
The study is covered by insurance. 

How is the coronavirus pandemic being taken into account?

We will take measures according to instruction from University of Southampton, Southampton General Hospital and the Clinical Research Facility. Your health and safety will be kept at the forefront of all of our activities. Measures such as temperature testing at the start of clinic visits, staggered clinic visits so that not too many participants are present at the same time, use of PPE (e.g. face masks) by both participants and research staff, hand washing, and keeping a safe distance will be in place. At the start of each visit you will be informed of the measures that are in place.
Where can I find out more about health-related matters?

You can find out more about health-related matters, in confidence, through the Patient Advice and Liaison Service (PALS). PALS provides help in many ways. For example, it can:

· help you with health-related questions

· help resolve concerns or problems when you're using the NHS

· tell you how to get more involved in your own healthcare

PALS can give you information about:

· the NHS

· the NHS complaints procedure, including how to get independent help if you want to make a complaint

· support groups outside the NHS.

You can contact PALS at Southampton General Hospital by phoning 023 8120 8498. There ae many other PALS in Hampshire and elsewhere. You can find the location of all PALS at:

https://www.nhs.uk/service-search/other-services/Patient-advice-and-liaison-services-(PALS)/LocationSearch/363
Data Protection Privacy Notice
The University of Southampton conducts research to the highest standards of research integrity. As a publicly-funded organisation, the University has to ensure that it is in the public interest when we use personally-identifiable information about people who have agreed to take part in research.  This means that when you agree to take part in a research study, we will use information about you in the ways needed, and for the purposes specified, to conduct and complete the research project. Under data protection law, ‘Personal data’ means any information that relates to and is capable of identifying a living individual. The University’s data protection policy governing the use of personal data by the University can be found on its website:

https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page. 

This Participant Information Sheet tells you what data will be collected for this project and whether this includes any personal data. Please ask the research team if you have any questions or are unclear what data is being collected about you. 

Our privacy notice for research participants provides more information on how the University of Southampton collects and uses your personal data when you take part in one of our research projects and can be found at:http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity%20Privacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf 

Any personal data we collect in this study will be used only for the purposes of carrying out our research and will be handled according to the University’s policies in line with data protection law. If any personal data is used from which you can be identified directly, it will not be disclosed to anyone else without your consent unless the University of Southampton is required by law to disclose it. 

Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your Personal data. The lawful basis for processing personal information in this research study is for the performance of a task carried out in the public interest. Personal data collected for research will not be used for any other purpose.

For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for this study, which means that we are responsible for looking after your information and using it properly. The University of Southampton will keep identifiable information about you for one year after the study has finished after which time any link between you and your information will be removed.

To safeguard your rights, we will use the minimum personal data necessary to achieve our research study objectives. Your data protection rights – such as to access, change, or transfer such information - may be limited, however, in order for the research output to be reliable and accurate. The University will not do anything with your personal data that you would not reasonably expect. 

If you have any questions about how your personal data is used, or wish to exercise any of your rights, please consult the University’s data protection webpage
https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page
where you can make a request using our online form.
If you need further assistance, please contact the University’s Data Protection Officer:

data.protection@soton.ac.uk).

Contact for further information
If you have any further questions then please contact Ella Baker at The Faculty of Medicine, University of Southampton on 07521961712 or e-mail E.Baker@soton.ac.uk
And finally…

Thank you for having taken the time to read this information sheet and for your interest in the study. If you do decide to take part in the study, you will be given a copy of this information sheet and a signed consent form for you to keep. You should keep this sheet for at least as long as you are participating in the study.
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