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    October 2015
PARTICIPANT INFORMATION SHEET

Project title: Test and Treat “TnT”
Invitation to participate in a research study on sexual health

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. Please take time to read the following information carefully and discuss it with friends. Ask us if there is anything that is not clear to you. Thank you for reading this.

What is the purpose of the study?

Treatment of sexually transmitted infections such as chlamydia or gonorrhoea may prevent infection of the womb (pelvic inflammatory disease/PID) or testicles (epididymitis). But more research is needed. The main aim of this study is to see if offering rapid testing for chlamydia/gonorrhoea and on the spot treatment can reduce infection rates in young people.  
Why have I been chosen?

We are asking students to help us if they are aged 24 or younger and have had penetrative sexual intercourse at least once.
What if I am pregnant?
You can still take part.

Do I have to take part?

It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason. As the study is about sexually transmitted infections (STIs), only students who have had penetrative sexual intercourse can take part.

What will happen to me if I take part?

What will happen to everyone
You will be asked to complete a short confidential questionnaire on sexual health and to provide urine samples (if male) or self-taken vaginal samples using cotton buds (if female). You will be given simple instructions on how to provide the samples in the nearest toilet. These baseline samples will not be checked for chlamydia and gonorrhoea until the end of the study after seven months. Therefore it is very important that you understand that if you are worried that you may have been exposed to risk of a sexually transmitted infection, or if you would like to be tested for other infections or HIV, you should get checked at a sexual health clinic. 

eg The Courtyard Clinic, St George’s Hospital, Tooting, London SW17  Tel 020 8725 3353. Alternatively ring NHS Direct on 0845 4647.

We will ask for your mobile number and email address so we can invite you to provide further samples and complete another brief questionnaire at college after seven months. This time the samples will be tested on the spot with confidential results provided within two hours. Students with infections will be invited to see a specialist nurse in a private room in college and registered as patients of the sexual health clinic at St George’s NHS Trust. Students with chlamydia infection will be given antibiotics to treat the infection. The specialist nurse will also answer their questions and advise on how to make sure sexual partners are treated as well. For students infected with gonorrhoea, the nurse will arrange treatment by a doctor at St George’s sexual health clinic.
We also need your permission to use your details to obtain your NHS number so we can examine your medical records including sexual health clinic, general practice or hospital records. With your agreement we would also like to store your samples for future use in ethically approved research on sexual health. Finally some students may be asked if they are willing to take part in confidential interviews about their opinions of “Test and Treat.”

What will happen to students offered extra tests?
In order to see if testing and treating young people for chlamydia/gonorrhoea can reduce infection rates, half the colleges will be visited again after one and four months.  This time students will be asked to provide samples for rapid, on the spot testing for chlamydia/gonorrhea with results provided within two hours. As described earlier, students found to be infected will be invited to come to a private room to see the nurse for immediate, same day advice and treatment. 
What will happen to students not offered extra tests?
Students at the remaining colleges will not be offered extra tests. Like all participants they can go to a sexual health clinic if they want to have a check-up. 
What are the risks of taking part?

When you sign the consent form you should note that your initial samples will be tested for chlamydia and gonorrhoea. However the tests will not be done for seven months. You could have a sexually transmitted infection without having any symptoms. This could lead to infection of the womb or testicles with a risk that you could have chronic pain or become infertile. This is why if you could have been at risk of infection, or have any symptoms which could be due to a sexually transmitted infection, it is vital that you have a check-up at a sexual health clinic even if you are participating in the study.
What are the possible benefits of taking part?

Students who provide samples for rapid Test and Treat in college will be checked for chlamydia and gonorrhea and treated if necessary. This might prevent infection spreading to the testicles or womb. All students who take part in the TnT study will be given £5 and a lollipop at recruitment and £10 and a lollipop at seven months follow up. Those who take part in interviews will receive £10 for their time.
What if there is a problem? If you have a problem related to the study, please contact us as soon as possible (contact details below). If we cannot help you, you will be directed to the Patient Advice and Liaison Service (PALS) at St George’s Tel 020 8725 2453 pals@stgeorges.nhs.uk. 
Will my taking part be kept confidential?

All information which is collected about you during the course of the research will be kept strictly confidential. 
 What will happen to the results of the research study?

The results of the study will be published in a scientific journal within five years. A copy of the published results will be available from Dr Oakeshott (details below).

Who is organizing and funding the research? The study is being organized by St George’s and funded by the National Institute for Health Research.
Contact for further information

If you have any questions the research team will be happy to answer them. Please feel free to contact GP Dr Pippa Oakeshott at the Population Health Research Institute, St George’s, University of London, SW17. Telephone 0208 725 0153   Email: oakeshot@sgul.ac.uk
Thank you for reading this. If you understand what the study involves and wish to take part, please speak to the researcher who gave you this leaflet.
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