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1. Study title
An investigation into the immune response to tuberculosis infection and development of novel diagnostic markers
2. Invitation Paragraph

You are being asked to participate in this study as a “control” subject who has no evidence of tuberculosis.  We need to study people who do not have this disease in addition to studying patients who do, so that we can compare their responses.   How tuberculosis causes disease is poorly understood.  The purpose of this study is to understand how tuberculosis causes disease by studying sputum, blood and urine samples.  This knowledge may help us develop new treatments for people with tuberculosis and new tests to diagnose it.  If you choose to take part, we will ask for you to provide samples for analysis in the laboratory.  We will save frozen samples to measure mediators and your body’s response to tuberculosis.  We will also share a part of your blood sample with collaborating laboratories / partners based in the UK and overseas, as part of a collaboration to develop a better TB blood test. We may also analyse the genetic material in the samples, such as RNA and DNA, to characterise how your body controls TB infection. You will remain anonymous and the researchers will not be able to identify you from your samples.
The following information outlines the reasons why the study is being done. We would be grateful if you could take time to understand the following information and then decide whether you wish to take part or not. Before deciding please take time to read carefully and discuss it with friends, relatives and your GP if you wish. If anything is not clear or if you would like more information, please ask. If you do not wish to take part please let us know and your decision will not affect the standard of care you receive. Thank you for reading this.

3. What is the purpose of the study?

The purpose of the study is to find out how tuberculosis infection causes disease and how to diagnose it more effectively.
4. Why have I been chosen?

You have been chosen because you have no evidence of tuberculosis and therefore are a good comparison to people who do have tuberculosis.
5. Do I have to take part?

Your participation is voluntary. It is up to you whether or not you take part. You may take as long as you need to decide. If you do decide to take part you will be given this information sheet to keep and will be asked to sign a consent form. You are still free to withdraw at any time and without giving a reason. This will not affect the standard of care you receive.

6. What will happen to me if I do take part?

You will be asked to sign a consent form and your age and sex will be documented.   We will ask you some questions, and then whether you can provide a sputum and urine sample.  We would like to take a blood sample of 50 millilitres (equivalent to 8 teaspoons). This is about twice as much blood that we would normally take for a blood test. This may be taken as part of your routine blood tests or as a separate sample either now, or at a later date.  You will be given a copy of this control patient information sheet and your signed consent form to keep.  In some instances, we will ask you for further samples at a later date, if you are willing to provide further samples.  The total amount of blood taken would be no more than 50 millilitres.
7. What do I have to do?

You will need to provide a sputum sample if you can and a urine sample and to allow us to carry out the blood test either at this visit or at a later date.
8. What is the drug or procedure that is being tested?

No drug is being tested. We will perform some tests on your samples that will identify how your immune system reacts to TB and we will measure immune mediator levels to compare them with patients with TB.
9. What are the alternatives for diagnosis or treatment?

This study does not affect your diagnosis and does not affect your access to treatment.

10. What are the side effects of taking part?

The side effects of taking part include the pain and sometimes bruising that arises from having a blood test, and the inconvenience of providing additional samples.
11. What are the possible disadvantages and risks of taking part?

The main disadvantage in taking part is the additional time spent in clinic for the samples to be taken. Your samples will remain anonymous and the researchers will not label the samples with your name.  
12. What are the possible benefits of taking part?

We hope that information about how your immune system reacts (compared with patients with TB) will help us develop new treatments and tests for tuberculosis.  However, this is very unlikely to change any treatment that you receive.
13. What if new information becomes available?

Sometimes during the course of a research project, new information becomes available about what is being studied. If this happens, your study doctor will tell you about it and answer any of your concerns.
14. What happens when the research study stops?

When the study stops we will analyse the results. There will be no affect on your care or access to treatment as a result of this study. 

15. What if something goes wrong?

In the unlikely event that you are harmed by taking part in this research project, there are no special compensation arrangements. If you are harmed due to someone’s negligence, then you may have grounds for a legal action but you may have to pay for it. Regardless of this, if you wish to complain about any aspect of the way you have been approached or treated during the course of the study, the normal National Health Service complaints mechanisms may be available to you.

16. Will my taking part taking part in this study be kept confidential?

If you consent to take part in research no one apart from your treating doctor in this hospital and the TB research team will read your medical records and your name will not be disclosed to anyone else. Your blood sample will be anonymised before any tests are carried out on it. 
17. What will happen to the results of the research study?

The results of the study will be used to help us understand how people’s immune systems react in tuberculosis and help to develop better tests for tuberculosis. The results might be published in a medical journal, but this could be a number of years after you have completed the study. Your study doctor will be able to help you get a copy of the published results. Your personal details will not be published in any report or publication.

18. Who is organising and funding the research? 

The research is being funded by Southampton University, the National Institute for Health, the Technology Strategy Board and other research funding applications are in progress.

19. Who has reviewed the study?

The study has been approved by the NRES Committee South Central – Southampton A Research Ethics Committee.
20. Contact for further information

For questions about your responsibilities or rights as a participant, please contact your consultant; Dr Ben Marshall (023 8079 6228) or Paul Elkington (Tel: 023 8079 6671).  The Tb nurses (023 8071 3180) are also happy to give you advice.
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