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Draft Final version 1.2 
Date: 8th June 2012
We would like to invite you 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 would involve for you. 
This leaflet will tell you about the purpose of this study and what will happen to you if you take part. It includes detailed information about the conduct of the study.
Please contact the researcher, Emma Baldry, on 07527 427818 if anything is not clear or you have any questions.  She will be happy to call you back to discuss the project.
Study outline:

The study is supported by Derby Hospitals, and is being run by the University of Nottingham.  

It is working with patients, like you, who are having bariatric (weight loss) surgery.  It will be looking at the effects of the low energy diet that is followed for two weeks before surgery.  

While you are on the diet, we want to find out what happens to your liver and body fat.  We also want to find out how your body responds in other ways.

At the moment this diet allows you to eat normal meals, but restricts certain foods and limits portions.  It is designed to be lower in energy than the body needs.  It should help reduce the size of your liver, to make it easier for the surgeon to carry out the surgery.  

We want to compare this diet, to one which replaces normal meals with ready-prepared products.  Patients on this alternative diet will take meal replacement products such as soups, milkshakes and bars.  We will then look at the differences in how the body responds to the two diets.
What is the purpose of the study?
For two weeks before bariatric surgery you will be following a low energy diet.  This helps to reduce the size of your liver, to give the surgeon better access to complete the surgery.  During this diet you will lose fat, which is stored in the liver.  We want to know if losing this liver fat has any effects, particularly on how well the liver works.  

Unfortunately, the pre-surgery diet is not always followed.  Occasionally patients are not allowed to have surgery because their liver is too large.  We want to find out if a meal replacement plan would help to improve the number of patients that stick to the diet.  On this plan patients are provided with meal replacement products instead of taking normal foods.  We will look at how many patients stick to each diet.  We will also look to see which diet is more effective at shrinking the liver and if they have any other effects.
Why have I been invited?
Any patient who has been accepted for bariatric surgery at Derby Hospitals could be eligible to take part in the study.  You have been invited because you are on the waiting list for surgery.  We are inviting 100 participants like you to take part.
Do I have to take part?
No.  Taking part in the research is entirely voluntary.
It is up to you to decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form.  You are free to withdraw at any time, without giving a reason.  This will not affect the standard of care you receive or your legal rights. 
What happens next?

When you have had a chance to read this leaflet about the study, you will be contacted by telephone.  The researcher will ask if you have any questions or if there is anything you would like to discuss.  They will ask if you are interested in taking part and explain the process of consent.  Let them know if you do not want to take part and you will not be contacted again about this research.

What will happen to me if I take part?   
You will continue to be cared for by the bariatric team at Derby Hospitals.  You will have the same opportunities for appointments and follow-up as any other patient.

If you consent to take part, you will have closer monitoring than other patients.  However, you will not have to attend any extra appointments.  You will be seen by the bariatric team and follow the normal pre-operative process.

If you take part you will be told whether you will be following the normal diet or the meal replacement plan.  This decision is random (see Randomised trial below), and patients will not know who will be assigned to each diet.  

At your pre-surgery appointment (about 3 weeks before the operation), the researcher will speak to you about consent.  You will be asked to sign a consent form.  If you have changed your mind and you do not want to take part, just let the researcher know. Your decision will not affect the care you receive.

If you consent to take part, an extra a fasting blood sample will be taken (see Fasting sample below) when you have your normal blood tests taken.  

Then before you start the pre-surgery diet, the researcher will contact you again to arrange a home visit at the best time for you.  At this visit your weight and height will be checked, and any meal replacement products will be provided.  You do not have to buy any products (see Expenses below).
When you are on the diet (normal or meal replacement) you will be asked to fill out a food diary.  This will help us to assess how much you have had to eat and drink, and we will analyse the results.  You will be provided with a food diary and given instructions on how to fill it out.
On the day of your operation we will check your weight.  We will also collect your food diary.

Then when you are ready for the operation the surgical team will take another fasting blood sample.  This sample will be compared to the previous one.  
The only other extra process will happen during the operation.  The surgeon will take very small samples of your liver and fat (biopsies).  It will be their decision to do this.
After the operation you will be followed-up in clinic, and will have the same post-operative care as other bariatric surgery patients.
Randomised trial Sometimes we don‘t know which way of treating patients is best. To find out, we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly).

Expenses You will not be asked to attend extra clinics or appointments.  All meal replacement products will be provided for you if they are needed.  You should not incur any extra costs or expenses if you take part, and no payments will be made.
Fasting sample This means you will have to fast, and avoid eating or drinking for at least 10 hours before it’s taken.  But, you can drink water in this time.  
Summary of extra things that will happen if you take part:
	What
	When and where

	Consent
	Before you take part.  After you have read the information and we have answered any questions.
At the pre-surgery appointment.

	Assigned to diet (normal or meal replacement)
	After you consent.
(A choice of products will be provided if you are on the meal replacement plan.)

	Pre-diet – weight, height and blood sample 
	Fasting blood sample – at the pre-surgery appointment at hospital, when other blood samples are taken.
Weight and height measured - at home. 
(Products will be supplied at this visit, if you are on the meal replacement plan.)

	Food diary
	To be filled out with food/drinks or meal replacement products as you take them.

At home during the 2-week diet.

	Post-diet – weight, tissue and blood samples
	Weight – on the day of surgery at hospital.

Fasting blood sample – just before the operation at hospital.

Tissue samples - fat and liver biopsies taken at the time of the operation.


What are the alternative diets (treatments)?
You will be allocated to one of two groups.

· One group will follow the normal pre-surgery diet.  If you are following this diet, you will only be allowed a certain range of foods/drinks.  You will also need to weigh the foods to make sure you have the right portion sizes.  The dietitians will have provided you with a copy of this diet and talked you through how to follow it.  
· Group two will follow a meal replacement plan.  If you are following this diet the researcher will contact you to ask you which products you would like.  You will be given all the products you need and a plan of when to have them.

Could there be any side effects while on the diets?

When you are following the low energy diet or meal replacement plan you may experience some effects.  These include:

· Changes in bowel habits such as constipation and flatulence

· Headaches, dizziness or fatigue

· Dry skin

· Sensitivity to cold

· Bad breath

If you suffer any symptoms and are concerned, please contact the researcher: 
Emma Baldry Tel: 07527 427818
What will happen to any samples I give?
The samples of blood and tissue that you provide will be labelled with your date of birth, initials and a unique number to identify the study.  They will not be labelled with your name and will remain anonymous to anyone outside the study.  They will be securely stored by the University of Nottingham at the Queens Medical Centre at Nottingham.

We would also like to seek your consent for any remaining samples (after the tests for this study has been completed) to be stored and used in possible future research.  This is optional (please indicate you agree to this on the consent form). The samples will be stored securely with a code unique to you at the University of Nottingham under the universities Human Tissue Research Licence (no 12265).

Some of these future studies may be carried out by researchers other than the team who run this study, including researchers working for commercial companies.  Any samples or data used will be anonymised, and you will not be identified in anyway. 

If you do not agree to this any remaining samples will be disposed of in accordance with the Human Tissue Authorities codes of practice.

What are the possible disadvantages and risks of taking part?
We will try to limit any inconvenience or disturbances.  But, it is important that we keep in contact with you and arrange monitoring.

Fasting blood samples are part of the monitoring process, and we will try to minimise any discomfort or risk related to taking these.  We have arranged them to be taken at the same time as your usual blood tests, so that you do not have to have any extra procedures.
When you have your operation the surgeon will take small samples (biopsies) of liver and fat.  Taking these samples is an extra procedure to the normal surgical process.  There is a chance that the areas where the samples are taken may be sore, or bleed.  The surgeon is aware of this and will try to minimise any discomfort and manage any risks.  It will be the surgeon’s decision to take samples.  If they do not feel it is essential they will not take them.
What are the possible benefits of taking part?
Overall, the study should help to identify which type of diet is of most benefit to patients undergoing weight loss surgery. 

The results of the study may also help to show if there are benefits of following this type of short-term diet for a wider range of people, for example those trying to lose weight without surgery.

Also, as part of the monitoring process, we will inform the bariatric team of any of your results which may help your care.  However, we cannot promise the study will help you personally.  

What will happen if I don’t want to carry on with the study?
You can withdraw from the study at any time, without giving a reason.  As your results will be important, we will still use the data collected up to the point where you withdraw. 

If you consented to samples being held for further research within the research unit, any blood or tissue samples that can still be identified as yours will be stored.  However we will destroy all your identifiable samples, if you wish.
Will any genetic tests be done?
No.
However we will be looking to see how your body responds to the low energy diet.  We will look for changes in the amount of enzymes and other chemicals that regulate the body.  As part of this we will check to see if the genes responsible for these chemicals have increased or decreased.

Will my taking part in the study be kept confidential?
Yes. We will follow ethical and legal practice and all information about you will be handled in confidence. 
If you join the study, some parts of your medical records and the data collected for the study will be looked at by authorised persons from the University of Nottingham who are organising the research. They may also be looked at by authorised people to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and we will do our best to meet this duty. 

All information which is collected about you during the course of the research will be kept strictly confidential.  It will be stored in a secure and locked office, and on a password protected database.  Any information about you which leaves the hospital will have your name and address removed (anonymised) and a unique code will be used so that you cannot be recognised from it.  

Your personal data (address, telephone number) will be kept for 1 year after the end of the study so that we are able to contact you about the findings of the study and possible follow-up studies (unless you advise us that you do not wish to be contacted).  All other data (research data) will be kept securely for 7 years.  After this time your data will be disposed of securely.  During this time all precautions will be taken by all those involved to maintain your confidentiality.  Only members of the research team will have access to your personal data.

Involvement of the General Practitioner/Family doctor (GP)
If you consent to take part in the study, you are allowing us to view your medical notes.  We will also let your doctor know that you have agreed to take part, and will provide them with information about the study.

What if there is a problem? Or something goes wrong?
If you have a concern about any aspect of this study, you should ask to speak to the researcher who will do their best to answer your questions.  The researcher’s contact details are given at the start of this information sheet.  If you remain unhappy please contact the Co-Investigator, Mr Paul Leeder.  His contact details are at the end of this leaflet.  
The local patient advice and liaison service (PALS) offers help, support and advice to patients, relatives or carers, about any issues relating to Derby Hospitals.  You can contact them if you have any concerns that you do not wish to discuss with the research team, or for independent advice or support.  They also provide information and support should you wish to complain formally.  

PALS at Derby can be contacted by telephone or email: 



Freephone: 0800 783 7691


pals@derbyhospitals.nhs.uk
What happens when the research study stops?
You will continue being cared for by the Bariatric surgery team.  You will be offered appointments and will be followed-up the same as any other patient.  

What will happen to the results of the research study?
Once all the samples have been analysed the results will be collated by the researcher.  It is expected that the study will be completed by October 2014. 

Full results will be made available to Derby Hospital NHS Foundation Trust.  It is hoped that results will also be published in academic journals.  The study detail and results will also be published as part of the evidence towards a postgraduate degree, for the researcher.

As a participant you can ask to receive a copy of the full results.  You will not be identified in any report/publication.

Who is organising and funding the research?
The University of Nottingham is paying for the research.  It is being partly funded by the Schools of Biomedical Sciences and Graduate Entry Medicine and Health.  They are also supporting the study by providing laboratory space, training, and access to library and computer resources.

The meal replacement products, such as soups and milkshake mixes, have been provided free of charge by the company that distributes them.

None of the health professionals in the bariatric team that are looking after your care have been paid to recruit you.  They will not receive any additional payments for providing your care.  None of the research team will receive any additional payments for recruiting you.

Who has reviewed the study?
All research in the NHS is looked at by independent group of people to protect your interests, called a Research Ethics Committee. This study has been reviewed and given favourable opinion by the National Research Ethics Service - West Midlands.
Further information and contact details:
If you would like to speak to someone involved in organising this research project, you would like advice as to whether you should participate, or if you are unhappy with the study; please contact:


Mr Paul Leeder

Consultant General Surgeon

Royal Derby Hospital, Uttoxeter Road


Derby, DE22 3DT

Tel: 01332 789430
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