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PARTICIPANT INFORMATION SHEET

PATIENTS
Title of the Study: Biomarker discovery in psoriasis and other inflammatory skin diseases

Version and date of Participant Information Sheet: Version 2, 29/11/11

REC Name: London-London Bridge
REC Reference: 11/LO/1692
INTRODUCTION

You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. A member of our team will go through the information sheet with you and answer any questions you have. Please take time to read the following information carefully. Talk to others about the study if you wish. 

Part 1 tells you the purpose of this study and what will happen to you if you take part. 

Part 2 gives you more detailed information about the conduct of the study. 

Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.

Psoriasis is an inflammatory skin disease that affects 2% of the population. It is characterized by the presence on skin of scaly, red and well demarcated plaques that cause embarrassment and reduce the life quality of patients. At present there is no definitive cure available and the treatments in use are not effective in all patients and are often accompanied by considerable side effects. 

This research project will identify biomarkers associated with psoriasis and/or that predict the patient response to therapy with biologic drugs. A biomarker is a characteristic that is objectively measured and can be used as an indicator of normal biologic processes, pathogenic processes, or pharmacologic responses to a therapeutic intervention. 
Blood and skin samples of psoriatic patients will be collected and compared to those of healthy volunteers and atopic dermatitis patients, in order to identify biomarkers that characterize psoriasis patients as compared to the control groups.

PART 1

WHAT IS THE PURPOSE OF THE STUDY?

The purpose of this research study is to identify biomarkers associated with psoriasis and/or that predict the patient response to biologic therapy with the ultimate aim to improve patients’ therapy.

WHY HAVE I BEEN INVITED?

You have been invited to participate because you suffer from chronic plaque psoriasis or atopic dermatitis (disease control group) and therefore you are a suitable candidate for our study cohort.
DO I HAVE TO TAKE PART?

No, it is up to you to decide whether or not to take part. If you do, you will be given this information sheet to keep and be asked to sign a consent form. You are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

WHAT WILL HAPPEN TO ME IF I TAKE PART?

In order to participate in this study you will need to donate blood and skin samples, which will be collected by a member of the clinical research team.
Atopic dermatitis patients

You will be asked to provide a 60 ml sample of blood (4 tablespoons)) twice and one small (6 mm) skin punch biopsy (described below), from both lesional and non-lesional skin. Your blood will be taken at 2 different time points, so we can have a precise baseline to study your immune system.

In addition you will be asked some questions about yourself, including gender, age, family history, known allergies/autoimmune diseases, whether you are taking any medication.

Psoriasis patients

If you are affected by psoriasis and you are starting a therapy with a biologic drug, you will be asked to provide a 60ml blood sample (4 tablespoons) twice before the therapy starts and 3 times during (at 1, 4 and 12 weeks). You will be also asked to provide a small (6mm) skin punch biopsy (described below), from both lesional and non-lesional skin, before the therapy starts and at week 1 and 12.

Punch Skin Biopsy Procedure

A biopsy is a procedure to remove a very small piece of your skin under local anaesthetic. Before taking the biopsy, the area, usually the thigh or buttock area, will be disinfected and injected with a local anaesthetic. Following that, a piece of your skin of the size indicated below (6mm) will be taken. 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 the first 3 days after taking the biopsy. You will need to have the stitches removed approximately 10-14 days later at your GP surgery. We will contact your GP and send the appropriate documentation.

[image: image1]  Biopsy size

WHAT ARE THE POSSIBLE RISKS OF TAKING PART IN THIS STUDY?

Potential risks of the skin biopsy include local discomfort, bleeding, or rarely infection. There is also a small potential risk of scarring or local hyper pigmentation. After injection of a local anaesthetic intolerance reactions are possible in very rare cases. 

Taking blood samples might cause discomfort and bruising. 

The collection of samples for this study will be scheduled to coincide with your routine clinical visits in as many cases as possible.

WHAT ARE THE POSSIBLE BENEFITS OF TAKING PART?

You will not receive any financial benefit for taking part in this study. However the information obtained from this study will be very helpful in the development and design of future treatments for patients with psoriasis or atopic dermatitis, but is unlikely to benefit you personally.

DO I GET ANY MONEY FOR TAKING PART IN THIS STUDY?

You will be reimbursed for reasonable travel costs incurred via application
WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL?

Yes. All the information about your participation in this study will be kept confidential. The details are included in Part 2.

Your GP will be informed of your participation in the study.

WHO CAN I CONTACT FOR FURTHER INFORMATION ON THE STUDY?

If you have any questions concerning the study please do not hesitate to contact Professor Frank Nestle on 02071889068.

This completes Part 1 of the Information Sheet. If the information in Part 1 has interested you and you are considering participation, please continue to read the additional information in Part 2 before making any decision.

PART 2
WHAT HAPPENS IF I DON’T WANT TO CARRY ON WITH THE STUDY?

Your participation is entirely voluntary. You may refuse to be in this study, or withdraw at any time. Neither of these actions will affect your future treatment. 

Identifiable data or tissue already collected with consent would be retained and used in the study. No further data or tissue would be collected or any other research procedures carried out on or in relation to you. You will be also given the additional option to have your collected samples destroyed if you wish. At the time of withdrawal you will be provided via mail or email with a form (“sample destruction form”) where you can state your will. 
WHAT HAPPENS IF I LOSE CAPACITY TO CONSENT DURING THE STUDY?

If you lose capacity to consent during the study you will be withdrawn from the study and Identifiable data or tissue already collected with consent would be retained and used in the study. No further data or tissue would be collected or any other research procedures carried out on or in relation to you.
WHAT IF THERE IS ANY PROBLEM?
If you have a concern about any aspect of this study, you should ask to speak with the researchers who will do their best to answer your questions (tel:02071888078)

If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure. Details can be obtained from the hospital.

In the event that something does go wrong and you are harmed during the biopsy there are no special compensation arrangements. If you are harmed and this is due to someone’s negligence then you may have grounds for a legal action for compensation against the Guy's and St Thomas' NHS Foundation Trust but you may have to pay your legal costs. The normal National Health Service complaints mechanism will be available for you (if appropriate).

WHO WILL HAVE ACCESS TO THE DATA GENERATED?

All information resulting from this study will be coded and anonymised and will be only accessible by medical research staff involved in this study for scientific analysis purposes.

All staff will have a duty of confidentiality to you as a research participant and nothing that would reveal your identity will be disclosed outside the research site.

WHAT WILL HAPPEN TO THE SAMPLES I GIVE?

Blood and skin samples that we obtain from you will be further processed using a variety of techniques such as histology, cell culture, protein biochemistry, molecular biology, flow cytometry, genetic and genomic analysis, including microarrays. DNA samples for genetic analysis will be coded and stored (potentially forever) until use. Samples used will be anonymised. Data will be held in protected databases.

The samples will be used in the study 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. Tissue and blood that is not used immediately will be stored for future studies in skin diseases, possibly in a Research Tissue Bank. This will only take place following the necessary Ethical approval required to establish a Research Tissue Bank. Only researchers involved in the study will have access to the tissue and blood samples. The samples will be coded and will not be directly marked with your name.

It is possible that commercial partners or collaborators (also outside UK) may become involved in this research in the future. This would mean that both patient samples and results may be used by commercial partners or collaborators in the development of new treatments, diagnosis etc. In this instance all samples and research would be anonymised. By participating in this research you are agreeing to the potential future use of your samples and results by commercial partners and collaborators. There will be no financial benefit for you if samples collected during the study are passed on to commercial companies.

WHAT WILL HAPPEN TO THE RESULTS OF THE RESEARCH STUDY?

The results of the research study will be discussed at scientific meetings and published in a scientific journal. You will not be personally identified unless you have consented to release such information.
WHO IS ORGANISING AND FUNDING THE RESEARCH?

This research project is funded by a Biomedical Research Centre (BRC) award to Guy's & St Thomas' NHS Foundation Trust in partnership with King's College London and King’s College Hospital NHS Foundation Trust.
WHO HAS REVIEWED THIS STUDY?

This study was given a favourable ethical opinion for conduct by the REC London-London Bridge.
If you have understood all the information above and wish to participate in this study, you will be asked to sign an INFORMED CONSENT FORM. You should keep a copy of the information sheet yourself. 

Thank you for considering taking part in this study and taking time to read this information sheet.
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