Patient Information Sheet for PROTOCOL 0264
COLLECTION OF VENOUS AND CAPILLARY BLOOD

SAMPLES FOR THE DEVELOPMENT OF NEW DIAGNOSTIC

DEVICES FOR CARDIOVASCULAR CONDITIONS. (NOVEL STUDY)


We would like to invite you to take part in a research study. 

Before you decide 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 it with friends and relatives if you wish. Please ask if there is anything that is not clear to you or if you would like more information. Take time to decide whether or not you wish to take part. You can also discuss the study with Dr Ravi Jamdar who is the independent contact for the study on 0141 211 5719.
The Association of Research Ethics Committees publish a leaflet entitled “Health Research and You”. This leaflet gives more information about medical research and looks at some questions you may want to ask. A copy may be obtained from http://www.arec.org.uk/index.asp?pageid=435886 or by post from The Association of Research Ethics Committees AREC Office 13, Cherry Drive, Durham, DH6 2BG. 

What is the Purpose of the research?

Multi-Sense Technologies Ltd is developing new point-of-care diagnostic devices for people who have been diagnosed with Heart Failure/MI.
What will happen if I agree to take part?

The research involves taking a sample of blood from your arm (up to 24ml, which is about a tablespoonful) which will be tested on device(s) which are being developed by Multi-Sense Technologies Ltd. You may also be asked to provide up to 6 fingerstick samples of blood. This will take no longer than 30 minutes and will occur at your planned clinic visit. 

Taking part in the research will not affect your normal standard of care. Participation in this research study is restricted to once within any 6 month period over the life span of the study.
Will my taking part in the study be kept private?

Yes – only authorised staff will have access to your information. 

Do I have to take part?

No – your participation is completely voluntary and should you decide during the research that you wish to stop then you are free to do so and that all data gathered up to that point with either be kept with your consent or destroyed if that is what you want.
Will I receive payment or expenses?

A sum of up to £10 will be paid to cover travelling expenses if you are asked to attend outwith this clinic appointment for the purposes of this study.  

Are there risks or benefits to taking part?

The only risks to taking part are those associated with taking blood draw (e.g. bruising / infection). Blood will be taken by a trained member of staff. As the data will be anonymised you will not receive any feedback from your participation in this study. There are no immediate benefits to taking part. However, this could change if the device proves to be successful.
What will happen to the Blood Sample and Information?

Any plasma remaining from your blood sample will be stored by Multi-Sense Technologies Ltd, at Multi-Sense Technologies Ltd, for up to 5 years and may be used in the development of this new diagnostic device. Some of your blood may also be used in the development of other cardiac devices that Multi-Sense is also developing. Surplus blood will be retained for future research purposes with consent. Sometimes it may be necessary to send your samples to other laboratories for additional tests. This may be to the hospital laboratory or other testing centre. Samples being sent to other labs for testing will be anonymous.  As the data will be anonymized you will not receive any feedback from your participation in this study Any testing carried out by the company will be the same as the testing carried out at the hospital. After 5 years your sample will be destroyed. 

The information obtained from your blood sample will be stored securely on a password protected computer by Multi-Sense Technologies Ltd. Multi-Sense Technologies Ltd cannot identify who you are from your blood sample.  No genetic testing will be done on your blood sample.
How do I complain?

If you have a concern about any aspect of this study, you should ask to speak with the Study Staff who will do their best to answer your questions. 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.
What will happen to the results of the study?

The results of the blood tests are analysed on an ongoing basis to enable the development of the product(s). 
Who is funding the Research?

Multi-Sense Technologies Ltd, is funding the research.
Who has reviewed the study?

West of Scotland Research Ethics Committee have reviewed the study and given favourable opinion. 
What do I do now?
Please contact the Research Nurse or speak to them at your next clinic visit for more information or to consent to the study
Thank you for taking the time to read this – please ask any questions if you need to.
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