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Cilia sub-study


Participant Information Sheet

Study Title: The BRIDGE study - Bronchiectasis Research Involving Databases, Genomics and Endotyping to match the right treatment to the right patient. – Cilia sub-study

Study Researcher: Professor James D. Chalmers <<insert local PI’s name>>
We are inviting you to take part in the BRIDGE cilia sub-study 
Thank you for taking part in the EMBARC BRIDGE study.  We invite you to donate extra samples (nasal brushings) to the BRIDGE study.  Before you choose whether to take part, we want you to understand why we are doing the study.  We also want to tell you what it will involve if you agree to take part.  Please take time to read this information carefully.  You can ask us any questions you have and talk to other people about it if you want.  We will do our best to answer your questions and give you any more information you ask for.  You do not have to decide straight away.
Why are we doing this study?

The aim of BRIDGE is to create tests that can categorise people with bronchiectasis at the cell level to help match treatments to people.  Cilia are tiny hair like structures that line the lungs and the nose.  Their job is to beat in a coordinated way and move phlegm out of the lungs.  We wish to see how well these cilia move in people with bronchiectasis.  This will be achieved by looking at cilia taken from the nose under microscopes in the laboratory.
Why have I been contacted?
We are inviting approximately 300 people who are taking part in the main BRIDGE study to take part in the cilia sub-study.  You are being asked to participate because you are taking part in the EMBARC BRIDGE project at a site which specialises in ‘cilia’ testing.
Do I have to take part?

No.  It is up to you to choose, taking part in this sub-study is entirely up to you.  You can choose to take part or choose not to take part.  If you choose to take part, you can stop the study at any time.  You do not have to give a reason for not taking part or for stopping.  If you do not want to take part or want to stop the study the medical care you get and your relationship with the medical or nursing staff looking after you will not be affected.  Participation in every aspect of this study is voluntary.  You may choose to take part in none, all, or some of the components of the study, without your clinical care being affected in any way.

What will happen to me if I take part?
At your first EMBARC BRIDGE visit we will explain this sub study to you, and you will have the chance to ask any questions you want to about the study.  If you do decide to take part, you will be asked to sign a consent form and will be given this information sheet and a copy of the signed consent form to keep.  If you agree to take part, you will be asked for samples of cells from your nose at the first visit when you are well in a procedure called a nasal brushing.  A nasal brushing involves removing surface cells from the inside of the nose with a small brush.  Please feel free to ask if you would like to see the brush we would use before making your decision.  This procedure is safe and has been used routinely for the diagnosis of respiratory diseases for several years. 

This study involves donating nasal brushing sample(s) at visit 1 when you are well and another sample(s) at the start of an infection when you are feeling less well.  This will add an extra 5 minutes to the study visit.
What the possible benefits of taking part?
We do not foresee any direct clinical benefit to you from taking part in the study.  However, the outcome of the study could help the care of other patients in the future.  Although we do not anticipate that it is likely, if we do identify anything which may be important to your care, we will notify your respiratory consultant and general practitioner as appropriate.

What are the possible disadvantages and risks of taking part?

Participating in the study will have no implications for you or your treatment, or for future insurance.  There is some temporary discomfort associated with the taking a nasal brushing.  Rarely people experience a small nosebleed after the nasal brushing.  Any nose bleed will be treated appropriately by applying pressure to the nose whilst seated until bleeding ceases.
Who is organising and funding the research?
The study is being sponsored by the University of Dundee and is organised by Professor James Chalmers in collaboration with specialists from across Europe.  It is funded by a variety of organisations, including the European Respiratory Society (ERS) and  Asthma and Lung UK.
What will happen to the samples taken as part of the study?
Your samples will be analysed by the researchers.  After the study has completed the samples may be stored by the Tayside Biorepository, a secure facility for storing anonymous patient samples for up to 10 years. 

What will happen with the information collected about me?
All information that is collected about you during the research will be kept strictly confidential.  The results of the study will not be recorded in your medical notes.  No data about individual patients will be published or shared with others. 

Identifiable information about you and your collected study data will be stored locally and designated members of the research team will have access to this information.
For data management purposes, your identifiable information and coded study data/will also be securely stored on a password-protected database(s) in the University of Dundee.  Specified members of the data management team will also have access to your identifiable information. 

Your data will be archived securely for 10 years after the end of study, after which it will be destroyed.  With your permission, we will inform your GP of your participation in this study. Identifiable information about you will not be published or otherwise shared.  Your anonymous study data will be archived after the end of the study and may be shared with other researchers internationally.
Identifiable information about you and the information collected about you during the study will be stored by your local research team either on paper or on their local UoD/NHS computers. Only certain members of the research team can access this information. 
People who don’t need to know who you are won’t be able to access your name or contact details. Your data will have a code number instead. Only certain members of your local research team will have the link between your code number and your personal information.
Information collected about you during the study is called “study data”. Your study data will be securely stored on password protected databases in the University of Dundee. 
Your study information will be kept securely for 10 years after the end of the study. After 10 years your identifiable information will be removed, and the rest of the information will be kept for research purposes. If you’d like to be informed about future studies that you might be interested to participate in, we’ll ask you to sign a consent to allow your local research team to hold your contact details.

With your permission, we may inform your GP of your participation in this study. Identifiable information about you will not be published or otherwise shared.  Your anonymous study data may be shared with other researchers who are working with us and running the study in different countries around the world. 

What if something goes wrong?

If you have any concerns about your participation in the study you have the right to raise your concern with a researcher involved in carrying out the study or a doctor involved in your care. 
If you have a complaint about your participation in the study first you should talk to a researcher involved in the study.  You can also make a formal complaint.  You can make a complaint to the Chief Investigator of the study, Professor James Chalmers, or to the Complaints Officer at your hospital. 

Complaints and Feedback Team

NHS Tayside

Ninewells Hospital

Dundee DD1 9SY

Freephone: 0800 027 5507

Email: tay.feedback@nhs.scot

If you think you have come to harm due to taking part in the study there are not any automatic arrangements to get financial compensation.  You might have the right to make a claim for compensation.  If you wish to make a claim, you should think about getting independent legal advice but you might have to pay for your legal costs. 

Insurance

The University of Dundee and Tayside Health Board and Co-Sponsoring the study.  The University of Dundee holds Clinical Trials indemnity cover which covers the University’s legal liability for harm caused to patients/participants. 
The Scottish Health Boards which are participating as trial sites, are members of the NHS Scotland Clinical Negligence and Other Risks Insurance Scheme (CNORIS) which gives legal liability cover of Scottish Health Boards for this trial. This will cover their liability for carrying out the trial.
NHS Health Trusts in England have membership of an insurance scheme from the NHS Litigation Authority (NLA). 
NHS Health Trusts in Wales have membership of an insurance scheme from the Welsh Risk Pool. 
NHS Health Trusts in Northern Ireland have membership of an insurance scheme from the Clinical Negligence Fund.
As organisations around the world are participating as study sites, the co-sponsors shall put in place appropriate site agreements with those organisations which shall contain provision for suitable insurance cover for the liability of those organisations in relation to their conduct of the study.

You should be aware that if you apply for health, life, travel or income protection insurance you may be asked questions about your health, including medical history, pre-existing medical conditions, if you have had any genetic test or your participation in this study.  It is not anticipated that your involvement in the study will adversely affect your ability to purchase insurance but some insurers may use this information to limit the offer of cover, apply exclusions or increase any premium.  If you have a diagnosed medical condition, even where the condition is diagnosed as part of a research study, the insurer may take this in to consideration when deciding whether to offer insurance to you. 

Participation in this study DOES constitute a “genetic test” as defined by insurance companies.  Your data will remain confidential unless we, the Sponsor, are legally required to disclose information by Court order or by statute.

Who has reviewed this study?

This study has been reviewed and approved by London- Chelsea Research Ethics Committee who are responsible for reviewing research which is conducted in humans.  The Research Ethics committee does not have any objections to this study going ahead.

For further information

Please see the main BRIDGE consent form for additional information.
Chief Investigator:

Professor James Chalmers

Ninewells Hospital & Medical School

University of Dundee, Scotland, UK 

jchalmers@dundee.ac.uk
Primary Investigator: <<insert local PI name, address here>>
Tel: <<insert recruitment centre telephone number here>>
For independent information about the EMBARC registry or to get advice please contact the European Lung Foundation: info@europeanlung.org
Thank you very much for taking the time to read and consider your participation in this study.  If you would like more information or want to ask questions about the study please contact the study team using the contact details above.

You can contact us Monday – Friday between 09:00-17:00.
Outside of those hours, if you taking part in the study and need advice you can contact your out of hours GP service or NHS24 via 111.
Data Protection Privacy Notice

How will personal information be used? 

We will only use your personal information to carry out this study.

The University of Dundee are the sponsors for this study based in the United Kingdom.  We will be using information from you and/or your medical records in order to undertake this study and will act as the data controller for this study.  This means that we are responsible for looking after your information and using it properly. University of Dundee or study sites will keep identifiable information about you for 10 years after the study has finished.
Your rights to access, change or move your information are limited, as we need to manage your information in order for the research to be reliable and accurate.  If you withdraw from the study, we will keep the information about you that we have already obtained.  To protect your rights, we will use the minimum amount of information which is personably identifiable as possible.

[Study site] will collect information from you and/or your medical records for this study according to our instructions.

[The study site] will keep your name, NHS number/hospital number and contact details confidential and will not pass this information to University of Dundee.  [Your local study site] will use this information to contact you about the study. They will make sure that relevant information about the study is recorded for your care and to check the quality of the study.  Authorised individuals from University of Dundee and regulatory organisations may look at your medical and research records to check the accuracy of the research study.  University of Dundee will only receive information without any identifying information.  The people who analyse the information will not be able to identify you and will not be able to find out your name, NHS number/hospital number or contact details.

[NHS/ other site] will keep identifiable information about you from this study for 10 years after the study has finished.

OR (for university of Dundee/NHS Tayside only)

We’ll need to use information from you and from your medical records for this study. 

This information will include your initials, NHS/CHI number, name and contact details.  Staff 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 don’t need to know who you are won’t be able to access your name or contact details. Your data will have a code number instead. 

We’ll keep all information about you safe and secure. 

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

Lawful reason for using your information

It is lawful for the University to use your personal data for the purposes of this study.  The legal reason for using your information is that using it is necessary for the research which is carried out in the public interest. 

It is lawful for the University to use your sensitive personal data (if applicable) for the purposes of this study.  The reason we use sensitive personal information such as data concerning health is that using it is necessary for scientific research purposes.  Legally we must ensure we have technical and organisational processes in place to respect your rights when we use your information.

Where can you find out more about how your information is used?
You can find out more about how we use your information at:

•
www.hra.nhs.uk/information-about-patients/

•
https://www.dundee.ac.uk/information-governance/dataprotection/ 

•
http://www.nhstayside.scot.nhs.uk/YourRights/PROD_298457/index.htm 

Contact details for further information {for other sites the PI’s contact details will be inserted}
Thank you very much for taking the time to read and consider your participation in this study.

If you’d like more information or want to ask questions about the study, please contact the study team using the contact details below.

Principal Investigator: [TBC]

Research team [names, tel, emails to be inserted here] 

You can contact us Monday – Friday between 09:00 -17:00.

Outside of those hours, if you need advice, you can contact your out of hours GP service/NHS24 via 111.
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