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INTRODUCTION

You have been invited to participate in a study to look for the genes that may cause eczema. Please take your time to decide whether you would like to participate. Discuss it with your friends and family. Please ask the study doctor or nurse to explain anything you do not understand.

WHAT IS THE PURPOSE OF THE STUDY?

This study of eczema is designed to answer the following questions (which may or may not be relevant to you):

1) Why do some people develop eczema and some people don’t?

2) Why do some people get their eczema severely and some patients don’t?

3) Why do some patients respond to their treatments and some don’t?

4) Why do some patients develop side effects from particular treatments and some patients don’t?

5) Is there any way we can predict whether your eczema will get better or worse over time?

6) Can we develop tests to aid in the diagnosis of eczema?

7) Can we use this information to develop better treatments?

WHAT WILL THE STUDY ENTAIL?

1) Completion of a questionnaire telling us about you and your family’s eczema treatments

2) A member of the study team will look at your medical notes

3) A blood sample (12mls or approximately 2 teaspoons) to look at your DNA (genetic make up)

4) A blood sample (5 mls or approximately 1 teaspoon) to look at indicators of how bad your eczema is and (if relevant) how your body handles your drug treatment.
5) An optional additional 12 mls of blood if you consent to take part in the NIHR Bioresource (please see below).
6) An optional skin biopsy (up to six; two biopsies on each occasion, up to 3 times) and/or additional 50 mls of blood if you consent to take part in the functional component of this study (please see below).

7) Optional skin tape strip samples (up to twelve) to look at metabolites in the skin if you consent to take part in the functional component of this study (please see below).
8) Optional skin swab (up to twelve) to look at the microbes and their products on your skin if you consent to take part in the microbiome component of this study (please see below).
RECALLING YOU IN THE FUTURE 
We may wish to ask you for further information about your eczema and for additional samples in the future.  We may want to do this because in our investigations we are studying a component that may change with time and/or treatment, or we may find out something that requires additional information to better understand its significance and assist in developing new treatments for atopic eczema.   You do not have to agree to be recalled – this is entirely optional.  If you do agree to be recalled a member of the study team would approach you at your next clinic appointment or phone you/write to you if you do not have an appointment scheduled if that is okay with you.
TAKING PART IN THE NIHR BIO-RESOURCE

As well as asking you to take part in the Eczema Genetics study we would also like to ask you to participate in the NIHR Bio-resource initiative at Guy’s and St. Thomas’ Hospitals.  As our research develops it is possible that we will want material from your sample and related data to be shared with other biomedical researchers, including those from other countries and those working on studies other than Eczema.  
We are therefore also asking you to agree to be part of a group of individuals who are willing to consider being involved in future research projects and are happy to be selected for these projects on the basis of genetic/biochemical results obtained from your donated sample and other information provided or obtained from your medical notes.   You will form part of the NIHR BioResource at Guy's & St Thomas' NHS Foundation Trust and King's College London (GSTT/KCL), which is part of a national project supported by the Department of Health National Institute for Health Research (NIHR) involving clinicians and researchers in other centres across the UK who are establishing similar collections - collectively called the NIHR BioResource). 
As a member of the NIHR BioResource you will only be approached about additional research projects, which have been approved by an ethics committee.  We would never ask you to consider joining a study which had not been properly approved.  Each new study we ask you to consider being involved in would be explained to you and would come with its own information sheet and consent form.  We will not approach you more than 4 times per year.  
If you subsequently change your mind and no longer wish to be considered for future research you can withdraw from the NIHR BioResource at any time without affecting your involvement in the main project or any other aspect of the clinical care you receive.  We will simply note in our records that you are happy to allow us to continue to work on the samples already provided but do not wish to be contacted again in the future to consider any further projects.

TAKING PART IN THE FUNCTIONAL COMPONENT OF THIS STUDY
As well as asking you to take part in the Eczema Genetics study we may also invite you to participate in the functional component of this study.  This will allow us to study how genetic factors influence the way in which skin cells and blood immune cells function in people with eczema. We are therefore also asking you to agree to donate (1) up to two small skin biopsies (up to 6 mm diameter; on up to three separate occasions), (2) up to 100 mls of blood being taken (see section ‘what will happen to the tissue sample that I give?’ below) and/or (3) tape strip(s) of your skin.  

If you are willing to donate a small sample of your skin, we will sample an area of skin (6mm) using a punch biopsy, which is a small round bladed instrument. It takes 20-30 minutes and will be carried out by a doctor or specialist nurse.  Shortly before the procedure, you will receive a small injection of local anaesthetic to numb the area, so you will not feel any pain. The biopsy area will require 2 to 3 stitches and will be covered with the appropriate dressing. Biopsy sites should not be allowed to get wet for 24-48 hours after the biopsy. You will need to have the stitches removed 10-14 days later at your GP surgery. We will contact your GP and send the appropriate documentation. Alternatively you can arrange to see the research nurse/coordinator at the hospital to have the stitches removed. 
TAKING PART IN THE MICROBIOME COMPONENT OF THIS STUDY

As well as asking you to take part in the Eczema Genetics study we would also like to ask you to participate in the microbiome component of this study. This will allow us to study how microbes such as bacteria that live on skin may influence skin cells in eczema. We are therefore asking you to donate skin swab samples.
If you are wiling to donate a skin swab sample we will rub the area of skin with a swab to take the sample (see section ‘what will happen to the skin swab samples that I give?’ below).
WHAT ARE THE RISKS OF TAKING PART IN THE STUDY?

Blood tests can sometimes be a little uncomfortable and cause bruising at the site, however we will try to take a blood sample from you when you are having your routine blood tests taken. There are no other perceived risks.  
Skin biopsy is a routine investigation performed within the dermatology department and our experienced staff will take all safety measures to reduce the risk of any complications from the procedure. If you choose to provide skin biopsy samples there is a small risk of possible bleeding at the site of the sample, bruising around the site, and infection of the skin where the sample has been taken.
Skin swabs are a routine investigation performed within the dermatology department. This will not cause discomfort and there are no perceived risks. 

Skin tape strip sampling, which are very similar to standard sellotape, may cause very mild discomfort during the sampling. There are no other perceived risks. 
WHAT ARE THE BENEFITS OF TAKING PART IN THE STUDY?

You are being invited to participate in this study because you have eczema. The information obtained from this study will be very helpful in the future treatment of patients with eczema and as part of the NIHR Bio-resource your information and samples will help researchers in this and other fields of research the future but you will not benefit personally.  
DO I GET ANY MONEY FOR TAKING PART IN THE STUDY?

You will be reimbursed for reasonable travel costs incurred if you are required to attend outside of your clinical appointment but there will be no other financial benefit for taking part in this study.
WILL MY TAKING PART IN THE STUDY BE KEPT CONFIDENTIAL?
Yes. You will be assigned an anonymised study number, which will be used for all study-related communications. No person-identifiable information will be used in any correspondence. Only the Chief Investigator and approved delegated members of the study team will know which anonymised number relates to you. 

WHAT WILL HAPPEN TO MY DATA?

All your data will be stored in accordance with the Data Protection Act 2004 and the International Conference on Harmonisation for Good Clinical Practice. Your data will be held on a secure, confidential database for the purposes of this study, to which only the Chief Investigator and approved delegated members of the study team will have access. The database may be one developed and maintained by Guy’s and St Thomas’ NHS Foundation Trust, held on a secure server behind the NHS Trust firewall, known as CAPTURE. Identifiable information about you (eg name, date of birth and NHS number) entered on this database will only be accessible to the Chief Investigator and approved delegated members of the study team.  By consenting to take part you are agreeing that, in the event of an inspection or audit by the sponsor or Regulatory Authorities, authorised staff and CAPTURE administrators will also have access to your identifiable information and study data.

All study data and samples used and analysed in the research will be anonymous and identified by a unique study identification number.

Our team collaborate on eczema research throughout the world. By signing the consent form, you are agreeing that your anonymised study data and your samples can be shared with research collaborators and industry partners who may be located outside of the country. Anonymised data will be retained within the department for as long as this and future studies of eczema continue.
WHAT WILL HAPPEN TO MY DNA?

The DNA extracted from your blood cells will be securely stored according to nationally accepted guidelines.  The sample you provide for the Eczema Genetics study – approximately 2 teaspoons  - be used for scientific research related to eczema. This DNA sample will be stored for as long as this and future studies of eczema continue at St. John’s Institute of Dermatology.  St. John’s Institute will claim property rights over the blood collected. In EU law samples are given by patients to us as ‘gifts’.
If you have also provided a sample for the NIHR Bio-resource – an additional 2 teaspoons - this sample will be stored in the NIHR Bio-resource at Guy’s and St. Thomas’ NHS Foundation Trust.
WILL ANY GENETIC TESTS BE DONE?
We will use the samples you provide to look at genes related to our research in eczema and other allergic related diseases only. We will not use your DNA for any tests to learn about your risk of developing any other disease. 
WHAT WILL HAPPEN TO THE TISSUE SAMPLE THAT I GIVE?
Samples that we obtain from you will be processed and stored at King’s College London, Guy’s Campus, London. 
Research on samples and tissue will be carried out by investigators at Kings College London and collaborators that work with our researchers.  These individuals may be within the UK, Europe and also outside the European Union. 

 This may include study using a microscope (histology), growing cells (cell culture), and investigating how cells are working at a molecular level. We may use the cells taken from the skin biopsy to create so called ‘pluripotent stem cells’. These cells are constantly dividing and they can be grown in the laboratory for a long time.  This allows researchers to have an unlimited supply of these cells in the future for additional tests. This valuable resource that can be used in experiments to work out cell function, how genes affect this function (for example by changing or deleting certain genes within the cells) and also to create ‘models’ (for example, ‘3D’ skin models).  The cells might be transferred to researchers in other countries.
Samples will be anonymised and not directly marked with your name.  Data relating to your samples will be held in protected databases.  Samples that are not used immediately will be stored for future use in this study.  Only researchers involved in the study will have access to the tissue and blood samples.  The samples will be coded.  The samples will be used in the studies described above. If samples are used in future studies, not covered by the present research proposal, the approval of the local Research Ethics Committee will be sought.
WHAT WILL HAPPEN TO THE SKIN SWAB AND TAPE STRIP SAMPLES THAT I GIVE?
Samples that we obtain from you will be processed and stored at King’s College London, Guy’s Campus, London. 
Research on samples will be carried out by investigators at King’s College London and collaborators that work with our researchers.  These individuals may be within the UK, Europe and also outside the European Union. 

This may include extraction of the microbial DNA from the samples to look at the microbial genes. This allows researchers to identify which microbes are present on the skin and how they may function. We may grow the bacteria taken from the sample in the laboratory. This allows researchers to use the bacteria in experiments to work out the effects of bacteria on skin cells. The samples may be processed using mass spectrometry methods. This tells researchers which products of metabolism (metabolites) are present on the skin. 

Samples will be anonymised and not directly marked with your name. Data relating to your samples will be held in protected databases.  Samples that are not used immediately will be stored for future use in this study.  Only researchers involved in the study will have access to the tissue and blood samples. The samples will be coded. The samples will be used in the studies described above. If samples are used in future studies, not covered by the present research proposal, the approval of the local Research Ethics Committee will be sought.
WHAT WILL HAPPEN AFTER THE STUDY?

We will not be able to provide individual results of the blood tests until all the study samples have been collected and the final analysis completed.  Your treatment will not be affected whether or not you decide to participate in the study. 

It is possible that commercial partners and other researchers may become involved in this research in the future.  This would mean that both patient samples and results may be used by commercial partners and other researchers in the development of new treatments, diagnosis etc.  All information and samples provided by you will be stored in an anonymised manner and would only be released for analysis in an anonymised form for research, and without any intellectual property or commercial rights being carried forward to you, the sample donor.  By participating in this research you are agreeing to the potential future use of your samples and results by commercial partners and other researchers. 
WHO CAN I CONTACT FOR FURTHER INFORMATION ON THE STUDY?

Please insert local contact details:

Please contact Professor Smith or the research nurses on 0207 188 6277 / 0207 188 6273 / 0207 188 9142 at any time if you have questions about the study. 

If you wish to talk to an independent advisor before consenting to participate in this study please contact

CERES, PO Box 1365, London, N16 0BW

WHAT HAPPENS IF I WISH TO WITHDRAW FROM THE STUDY?

Your participation is voluntary. You may refuse to be in this study, or withdraw from the study at any time.  If you withdraw from the study, your DNA will be removed from the store and destroyed - any research data we have collected about you will not be used in our studies. None of these actions will affect your future treatment. If you decide to participate, your doctor can decide to withdraw you from the study at any time. If you have understood all the information above and wish to participate in the study you will be asked to sign an Informed Consent Form. You should keep a copy of this Information Sheet for yourself.
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