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Participant Information Sheet: Acute Respiratory Tract Illness in an HIV infected population.
We would like to invite you to take part in a research study. This study will aim to provide new information regarding respiratory tract infections in people with and without HIV infection. 
Before you decide, it is important to understand what the research is about and what it will involve. Feel free to talk to others about the study and please ask us if anything is not clear.
Names of investigators: 
Dr James Brown





Dr Marc Lipman





Professor Margaret Johnson.

Email:



rf.acuterespiratory@nhs.net
Telephone: 


07468 934026
What is this study about?

This study will investigate how often people get acute respiratory illnesses such as chest infections. We want to evaluate how HIV infection affects respiratory illness and to do so we will study groups of people with and without HIV infection.   
Who is performing this study?

The study is being led by Dr Marc Lipman (Consultant in Respiratory and HIV medicine) and other members of the clinical and research team will undertake parts of the research. 
How long will the study last for? 

We plan to follow study participants for one year. If you do not think that you would be able to participate for this time then the study might not be appropriate for you. 

Why have I been invited?

You have been randomly selected from clinic lists to be invited to participate in the study or invited by another person who is participating in the study. We will follow up groups of people with and without HIV infection and compare rates of respiratory illness and you have been invited to participate in the group without HIV infection. 
Do I have to take part? 

It is up to you to decide if you want to take part. We will describe the study and go through this information sheet with you. If you agree to take part we will then ask you to sign a consent form. You are free to withdraw at any time, without giving a reason. This will not affect any care or treatment you may be receiving.
What will happen I decide to participate in the study?

1.
We will arrange to meet to complete the initial documentation for the study. This will take at most 1 hour (all other appointments after this will be much shorter). At this initial appointment we will ask you to sign a consent form. We will then collect some details regarding your medical history and ask you to complete a questionnaire concerning your current symptoms. 

2.
We will then take a swab from your nose and throat and ask you to provide sample of sputum (phlegm) as well as having a blood test for markers of infection and the body’s response to infection. We will only need to take around 10mls (two tea-spoons) of blood. If you are not able to provide a sample of sputum then it may be possible to get a sample by a technique called induced sputum. This involves breathing in a vapour of dilute salty water (about as concentrated as sea-water) for up to 15-20 minutes. In two out of three cases this is enough to allow participants to cough a sample of fluid from the chest. We will analyse the sputum samples and swabs to look for bacteria and viruses. 

3.
We will perform a simple test of lung function (spirometry): this simply involves blowing into a hand-held machine that will measure the amount of air that you are able to blow out.

We will aim to follow-up people who participate in the study for 1 year and measure how often people develop respiratory illnesses in this time. During this time we would like you to let us know whenever you get a new respiratory illness. To record these illnesses we would like you to complete a diary each week. This can be completed in paper form, via a website, or by email. Most of the time you would simply need to report “no new symptoms”, so we don’t think that this will take more than 2 or 3 minutes to do.

If you do develop a respiratory tract illness such as a chest infection during the study then we would like you to let us know and then come up to the hospital to be seen. We will pay your transport costs for getting to hospital. At these times we will ask you to provide samples of sputum (phlegm), blood tests and a swab from your nose. We will use these samples to look for any micro-organisms that might be causing these infections. We will also ask you to complete a questionnaire regarding your symptoms at these times and to keep a simple diary of how long you remain unwell. This will be done using a daily diary card which can be filled out on paper whilst you remain unwell. If you have other tests (Chest X-Rays or CT scans, echocardiograms or lung function tests) performed as part of your medical care whilst you are in this study then we may use information from these tests (with your permission), but no scans or X-Rays will be performed for research purposes.  
Why will an HIV test be done? What happens if I don’t want this test? 
One of the main aims of this study is to find out if people with HIV infection have more frequent or more severe respiratory problems than people who are HIV negative. We therefore need to know whether people in the study have HIV infection. You don’t have to have this test if you don’t want to, but unfortunately we will not be able to include you in this study if you do not wish to have an HIV test. 
Are there any possible disadvantages or risks of taking part?

We do not anticipate any significant risks of taking part in this study. Participation will involve completing questionnaires concerning your symptoms and medical history at the initial visit and then every 4 months for the duration of the study (1 year) after that. The swabs from your nose and throat and the blood test may cause mild discomfort. In a few cases the induced sputum test may cause wheezing, therefore if you have asthma you should let us know. 
Are there any possible benefits of taking part?

We will give you the results of your lung function tests and (if you wish) also give these to your GP. This might help your future care. 

During the study we will ask you to contact one of the research team if you get any new respiratory symptoms such as coughing, blocked or runny nose, breathlessness or chest pain. If this happens we will then arrange to see you again and take swabs from your nose and a sample of sputum again. If we identify any micro-organisms that are causing infection at these times then this might help to treat you.

What if I want more information about the study?

Please ask one of the research doctors or nurses if you have any questions about the study. 
Will my taking part in the study be kept confidential?

Yes. It will not be possible to identify you from any published results. All information gained within this study will be kept securely on hospital computers.

What will happen if I don’t want to carry on with the study?

If you no longer want us to use your data in this way, please contact Dr Lipman and we will delete your files. If, for some reason, you lose the ability to consent to the study (for instance if you are too unwell to consent) then we would withdraw you from the study although in this circumstance we would still use the information obtained whilst you retained the capacity to consent. 
What will happen to the results of the research study?

We hope that the results of this study will help to improve care in the future. Some results may be presented at medical conferences or published in medical journals. You will not be identifiable from any published information.
Who is organising and funding the research?
This study is being organised by the Royal Free Hospital and University College London. It is funded by the National Institute for Health Research (which is part of the NHS) and the British HIV Association.

What will happen at the end of the study?

After 1 year of follow up this study will be completed. We will analyse the information collected and may present results at medical or scientific meetings or in medical journals. We would like to investigate any changes in lung function over a longer period so we will ask you if you are prepared to be followed up over a longer period at the end of this study.
Will information about me be passed on to anyone else?
No information that could identify you will be passed on to anyone outside of the research group without your specific consent. It may be that tests undertaken as part of this study will provide clinically useful information (for instance about your lung function or about micro-organisms causing infection). When this happens we will let you know, and will ask you if you would like this information to be passed on to your usual doctor or to your General Practitioner. This is optional and you do not have to agree to have any information passed on. 

What will happen to the samples taken during this study?
This study will involve taking samples of blood, sputum (phlegm) and swabs from your nose and throat. Some of these samples will be tested immediately and some will be stored until the end of the study and then tested. The samples that are stored for later testing will be frozen and stored in a secure location in the microbiology department of the Royal Free Hospital. 
Is it possible to get information regarding this study in another language?

If English is not your first language and you would like to discuss the study in another language please let us know and we will make arrangements to use a translator to discuss the study and help answer your questions in another language. This will usually be done with a telephone translation service. 

Will I be paid for taking part in the study? 

Unfortunately we are not able to offer payment for taking part in the study. However we can cover the costs of travel and other expenses associated with visiting the hospital for the study, to a maximum of £7.50 per visit. 

Who has reviewed the study? 
Before any research is allowed to happen, it has to be checked by a group of people called a Research Ethics Committee. They make sure that the research is fair. Your project has been checked by the London Hampstead Research Ethics Committee (reference 14/LO/1409).
What if there is a problem?

If you wish to complain, or have any concerns about any aspect of the way you have been approached or treated by members of staff you may have experienced due to your participation in the research, National Health Service or UCL complaints mechanisms are available to you. Please ask your research doctor if you would like more information on this. 
In the unlikely event that you are harmed by taking part in this study, compensation may be available. 

If you suspect that the harm is the result of the Sponsor’s (University College London) or the hospital's negligence then you may be able to claim compensation.  After discussing with your research doctor, please make the claim in writing to Dr Marc Lipman who is the Chief Investigator for the research and is based at the Royal Free Hospital. The Chief Investigator will then pass the claim to the Sponsor’s Insurers, via the Sponsor’s office. You may have to bear the costs of the legal action initially, and you should consult a lawyer about this.
Additional information is available from: 

Patient Advice and Liaison Service, Royal Free London NHS Foundation Trust, Pond Street, London NW3 2QG.
Telephone: 020 7472 6446 / 6447 (020 7472 6445 – 24 hour answer phone)

Fax:
 020 7472 6463

Email: rfh.pals@nhs.net

This sheet is for you to keep and we will give you a copy of the signed consent form.

Thank-you for reading this. 
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