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[bookmark: _jw9m95fwl7jc]Facilitating Accelerated Clinical Evaluation of Novel Diagnostic Tests for COVID -19
(FALCON): Work Stream B – Breath Testing
We are inviting all people aged 18 years or older who have COVID-19, or might have COVID-19, to take part in a study to improve diagnosis of this disease. The NHS currently uses a laboratory test which can take up to 48 hours to detect and report the presence of the COVID-19 virus. This long wait makes it harder to decide how best to treat the patient in a safe and effective way. Scientists are working hard to find faster COVID-19 diagnostic tests. 
[bookmark: _pyjplsjsmc5e]We would be grateful if you would consider helping our research which aims to make sure that any new tests used by the NHS are not only quicker than the standard laboratory test, but that they give clear and reliable results.
[bookmark: _n84bevvr0t6v][bookmark: _htt2tv9z0v31]Below you’ll find answers to some of the questions you may have which will help you to decide whether you are want to take part. If you have any other questions, ask the hospital study team or the people named at the end of this Information Sheet. You may not want to take part. That’s fine. Your care and treatment will be no different.
Why are you doing this study?
[bookmark: _tprdgkr781vy]The tests we use now to find out if someone has COVID-19 are based on similar tests used to diagnose other types of virus. When the pandemic struck, these tests had to be introduced very quickly. We know they are slow and don’t always give the correct result. We urgently need new ways to test for virus which overcome these problems. Our study will make sure that any new test we want to use in a particular place, like a hospital, care home or testing centre, gives clear, rapid and reliable results.  

Who are the researchers?
[bookmark: _r9wgi1lyopur]Our study involves researchers across England. Manchester University NHS Foundation Trust is responsible for managing the study. 

Who can take part in the study?
Anyone aged 18 years or older, who has been diagnosed as having COVID-19, or is suspected of having COVID-19, may take part.

If I agree to take part what happens next? 
We will start by collecting information about your health and lifestyle, which may have an effect on the substances present in your samples. We then take a breath sample. To do this, you will need to blow into a tube for as long as you can without becoming uncomfortable. We use a new sterile collection tube for each participant. The last 50ml of air you breathe out will be collected into the tube. We will also ask you provide a sample of saliva, which involves taking a swab from the inside of your cheek. Finally, we may take a 300ml sample of the background air but you don’t have to do anything for this. The samples will then be analysed, and any leftover samples will be disposed of. You may also be asked your views on what it was like to undergo the test and take part in the study.

What happens to my samples?
We will analyse your samples immediately with the new, faster test. This will usually be done by a representative of the company that makes the tests. The scientists who handle those samples will not be able to identify you from the sample tubes or from any data we might share. Because we don’t yet know how accurate the test is, we will not tell you the result of the new test.

What are the downsides to being involved? 
Apart from the possible inconvenience of having further samples taken there are no additional downsides.

What are the benefits of being in the study?
You will not benefit directly from taking part in the study. However, if we are confident that the new, faster tests give clear and reliable information, which means that health care professionals will be able to provide more effective patient care. People with negative results will be able to immediately get on with their lives without the need for lengthy quarantine. Public health officials and the government will be able to make more appropriate choices when deciding how best to control virus spread.

Can I drop out of the study early?
Although we would encourage you to work with us and provide the samples we need for our research, you are free to drop out at any time. You don’t have to give a reason. 

To leave the study, use the contact details at the end of this Information Sheet. This will not affect your clinical care. 

What if something goes wrong?
If you have any concerns or complaints about the way you have been approached or treated, before or during the study, please feel able to contact Professor Richard Body (richard.body@mft.nhs.uk) or the study sponsor (getinvolvedresearch@mft.nhs.uk). The normal NHS complaints mechanisms will also be available to you.

How will you keep my information secure?
Your health data will be kept private and only reviewed by: (1) study team members who will have permission to securely access your data; or (2) by staff at the sponsor organisation who are working on the study or by regulatory authorities, who must check we are running the study correctly. Your personal details will be stored on secure NHS servers.

How will you use the information about me?
We will need to use information from you and from your medical records for this research project.  This information will include your NHS number, name and contact details.  People will use this information to do the research or to check your records to make sure that the research is being done properly.

People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead.   We will keep all information about you safe and secure.  Some of your information may be sent to researchers based in other countries. They must follow our rules about keeping your information safe.

Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.

What choices do I have about how my information is used? 
You can stop being part of the study at any time, without giving a reason. You need to be aware that we are required to keep some of the data we already have from you in case we are inspected by a regulatory authority. It will not be possible to take your data out of the results analysis once your personal information has been deleted at the end of the study.

Where can I find out more about how my information is used?
You can find out more:
· at www.hra.nhs.uk/information-about-patients/;
· in our leaflet available from www.hra.nhs.uk/patientdataandresearch;
· by asking one of the research team;
· by sending an email to covid.research@mft.nhs.uk; or 
· by ringing us on 0161 701 7540 

Is there a cost or financial benefit in taking part? 
There is no cost to participating in this study, nor is there any financial reward for staff. To compensate you for the inconvenience of having additional tests, we will offer you £25.00 for each visit.  This will be given to you once samples have been collected, either in the form of a paper voucher or via email. 

Who is funding the research?
[bookmark: _GoBack]The research is funded by the National Institute for Health Research, the national funding agency which invests in science and research in the United Kingdom.  This work stream is also being funded by Ancon Ltd, the manufacturer of this test.

Where will the study results be published?
The results will be published in medical journals and on websites relating to COVID-19 diagnosis, so that others doing similar work can learn from them. It will not be possible to identify you from the information that is published.

What if I have more questions?
The hospital study team is available to answer any questions you may have. You can also contact us using the following details:

	Chief Investigator:
Professor Richard Body
Emergency Department
Manchester Royal Infirmary
Oxford Road
Manchester
M13 9WL
Email: emerging@mft.nhs.uk

	Trial Co-ordinator:
Dr Eloïse Cook
EMERGING Research Group
Manchester Royal Infirmary
Oxford Road
Manchester
M13 9WL
Email: emerging@mft.nhs.uk
Tel: 0161 701 7540
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