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PARTICIPANT INFORMATION SHEET – Version 2, 7th February 2016
Title of research programme: “Novel technologies for diagnosing and monitoring pulmonary diseases”

You are being invited to take part in a research study.  Before you make a decision it is important to explain why the research is conducted and what it will involve.  Please take time to read the following information carefully and discuss it with friends, relatives and your GP if you wish. Do not hesitate to ask us if there is anything that is not clear or if you would like additional information.  Take time to decide whether or not you wish to take part in our study.

1. What is the purpose of the research study?

We believe that many lung diseases can change certain chemicals in people’s blood, saliva, urine and chest fluids. These chemicals or ‘biomarkers’ may be detectable even before a patient develops symptoms or we see changes on hospital scans and chest X-rays. We want to look at new tests including genetic testing in our research laboratories to try and work out which of these chemicals are different in people with lung disease and if these chemicals change with treatment. This research programme is contributing to an educational study, it may help to diagnose lung diseases earlier, and improve our care in the near future.
2. Why have I been chosen to participate?

Your doctor is concerned that you might be suffering from a lung condition called Chronic Obstructive Pulmonary Disease (COPD). We would like your help by providing occasional extra samples when you attend our hospital for routine tests and treatment.
3. Do I have to participate in this study?

It is up to you to decide whether you would like to take part or not. If you decide to take part, you will be given this Participant Information Sheet and we will ask you to sign a Consent form. You are free to withdraw from the study at any time without providing us with a reason.

4. What will happen to me if I agree to participate in the research?
Firstly we will ask you some questions about your health. We will then ask you to breathe deeply into a tube measuring the amount of carbon monoxide in your breath and spit into a collection container. We may then ask you to provide us with a blood and urine sample. 
We may ask to take an extra biopsy or sample of fluid from the lung only if you are undergoing this procedure as part of your routine care. We will take the samples at the same time of this procedure. 
It is up to you to decide what sample(s) you want to provide us with, depending on how comfortable you feel. 
The samples will be stored in the Hywel Dda University Health Board and sent to different research institutions who are collaborating with the doctors there. These include research laboratories in Aberystwyth University and/or other institutions for specialized laboratory analyses that are not currently available in hospitals. The samples you provide now, will be kept and may also be used for new tests in the future if new technologies are invented.
At present we dispose of all samples after 10 years. However, we are looking at transferring them to a long term local storage tissue bank. We are currently applying for government approval for this longer term storage and if this is granted, your samples will be moved to this facility in the Health Board.
If you want, you can request for your samples to be disposed of at any time.
5. What will I have to do?

There are no lifestyle restrictions if you help. We will want you to continue your normal activities and all usual health treatments and medications will be unchanged. 
If you attend hospital at a later date, we may ask you again for samples to see if the ‘biomarkers’ have changed e.g. after treatment for your lung condition. Again, we would only ask you for biopsy or a lung fluid sample if you were having samples taken as part of your routine hospital treatments.
6. What are the side effects of participating in this study?

There are no known side effects from taking part in this study, but we will need 5 minutes of your time to answer the screening questions and consequently up to 60 minutes do the breath, sputum and blood tests depending on the number of samples you want to provide us with. The extra biopsy or sample of lung fluid will take around 30 extra seconds and will only occur after your routine samples have been taken and if the doctor doing the routine procedure is satisfied that taking an additional sample at the same time is acceptable.
7. What are the benefits associated with me taking part in this research study?
The results of the research will have no direct benefits to you but may benefit patients with lung diseases in the future by moving towards earlier diagnosis and more personalized treatments. Unfortunately, we cannot pay you for participating in this study.
8. What will happen if something goes wrong?

If you feel that you have any reason to complain about any aspect of the way you have been approached in the hospital or further treated during the course of the study, the normal National Health Service complaints mechanisms are available to you.

9. Will my participation in this study be kept confidential?

All the collected information about you during the course of our research programme will be kept strictly confidential. Any information that leaves the hospital will be coded so you cannot be identified from it. In addition, we will not give any identifiable information to life insurance, private medical insurance companies or any other third parties. 
10. What will happen with the results generated by this research programme?

The findings from our study may be published in scientific journals and presented at conferences in a fully anonymized way. You are welcome to contact the researchers for a report every 2-3 years.  
11. Who is organizing and funding this research?

This research is the result of a collaboration between Hywel Dda University Health Board and Aberystwyth University. It is funded by the European Social Fund, the Brazilian Government through the project “Science without Borders,” Tenovus Charity and a pharmaceutical company ProTEM Services Ltd. The company has had no influence on the design of this research and will not keep samples but it jointly funds a KESS PhD student within the University.
12. Who has reviewed the study?

Our research study has undergone review by medical doctors and scientific researchers within Hywel Dda University Health Board and across Wales As well as an NHS Research Ethics Committee (WALES REC 7). 
Contacts for further information:
For independent advice, please contact Mr Chris Tattersall, R&D Department, Withybush Hospital, Tel: 01437 773813.
Email: chris.tattersall@wales.nhs.uk
If you have any further queries please do not hesitate to contact:

Prof. Keir Lewis
Chief Investigator
Hon. Consultant, Hywel Dda University Health Board &
Professor of Respiratory Medicine, Swansea University

Telephone: 01554 783133

Email: k.e.lewis@swansea.ac.uk
Mr. Adrian Mironas
PhD Postgraduate Researcher
Institute of Biological, Environmental and Rural Sciences, Aberystwyth University

Telephone: 01970 622303

Email: adm16@aber.ac.uk
Ms. Rachel Paes 

PhD Postgraduate Researcher

Institute of Biological, Environmental and Rural Sciences, Aberystwyth University

Telephone: 01970 621531
Email: rap23@aber.ac.uk
Prof. Luis Mur
Director of Research of the Biology and Health Theme 
Institute of Biological, Environmental and Rural Sciences, Aberystwyth University

Telephone: 01970 622981
Email: lum@aber.ac.uk 
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