The UK Calciphylaxis Study

PATIENT INFORMATION LEAFLET

Introduction
You are being invited to take part in a research study because you have calciphylaxis. Before you decide about whether to take part it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and discuss with others if you wish. Please ask if there is anything that is not clear or if you would like more information. 

Thank you for reading this.
What is the purpose of the study?
Calciphylaxis is a rare disease affecting around 25-30 people in the UK per year – almost all with advanced kidney disease.  At present we do not know exactly why certain people develop the illness.  In addition there is no definite treatment that seems to be successful at curing calciphylaxis.  The purpose of this research is to study people who get the disease in as thorough a way as possible – with information about their other illnesses, all medications, test results from their local hospital as well as taking blood samples, DNA (‘a person’s genetic blueprint’) and a sample of any tissue that will be taken as part of their medical care (eg a skin biopsy to confirm the diagnosis).  We plan to work with doctors in other countries to all collect the same information and therefore build up a much clearer picture of the illness. We aim to understand the causes and risk factors for the illness as well as identifying more effective treatments.

Do I have to take part?
No, taking part is entirely voluntary. If you take part but later change your mind you can of course withdraw at any time and still expect the highest quality of care from your renal team.  

What will happen if I consent to the study?
Your doctors or nurses will record information about your health as well as medications from the medical records.  Results from your normal blood tests in the year leading up to the calciphylaxis, as well as during the illness, will be recorded.  As well as your usual blood tests, extra blood samples will be taken for gene and blood analysis – equivalent to 3 - 4 teaspoonfuls at the start of the study and after 1 week, 2 weeks and monthly thereafter during the course of the illness.  There will be a maximum of 8 needle punctures over the course of the study and as far as possible your doctors will try and co-ordinate this with blood tests they need to do as part of your clinical care.  
If for any reason samples of your tissue are taken as part of your clinical care (eg skin biopsy to confirm the diagnosis of calciphylaxis), part of the sample will be sent to the University of Manchester for storage in compliance with the Human Tissue Act. This tissue will be used in the future, with your consent from today, in medical research projects which will have to be approved by a properly constituted research ethics committee, to help us better understand calciphylaxis. A range of analysis of genetic analysis may take place in relation to kidney diseases. Samples will be disposed of as clinical waste in compliance with the Human Tissue Act 2004 and in line with national best practice guidance.
What are the possible disadvantages and risks of taking part?
As discussed above taking part will entail some extra blood tests.

What are the possible benefits of taking part?
There may be no benefits in taking part in the study.

Will the information be confidential?
Your GP will be informed that you are taking part in this study.  Also any other medical practitioners involved in your care may be informed of your participation. Otherwise, all information is anonymised and you will not be identifiable by the researchers carrying out the study outside your local hospital. Any information collected is held in the strictest confidence on a secure database held by the Vascular Research Group at Salford Royal NHS Foundation Trust Hospital.
Who has reviewed the study?
This study has been approved by a research ethics committee

Where will results of this study be made available?
Results will be presented at national and international conferences, published in scientific journals and published in easy to understand language on one or more kidney patient websites. You will never be mentioned by name in these.
Local Contact for further information:
Sr Lesley Haydock
Clincal trials nurse

Vascualr Research Group

Salford Royal NHS Foundation Trust

Tel: 0161 206 1309

You will be given a copy of this information sheet and a signed consent form to keep.
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