Participant Information Sheet
The ESCAPE Trial:
Investigating whether prolonged antibiotics can prevent permanent Pseudomonas infection in bronchiectasis

Chief Investigator
Professor James Chalmers

We are inviting you to take part in a research trial
Before you choose whether or not to take part, we want you to understand why we are doing the trial. We also want you to know 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 have I been contacted?
We are inviting you to take part because you have bronchiectasis and you have had a new infection caused by Pseudomonas aeruginosa in the last 6 months. This means that you might be eligible to take part in this trial, called ESCAPE. The ESCAPE trial will recruit 326 people with bronchiectasis across the UK. 
Why are we doing this trial?
Bronchiectasis is a lung disease that causes people to have significant cough and chest infections. One reason for infection can be having bacteria in the lungs. One bacteria, called Pseudomonas, can cause lung infection in people with bronchiectasis. Pseudomonas eventually infects the lungs of around 1/3 of all people with bronchiectasis. It often doesn’t go away when treated with antibiotic tablets and can need to be treated with antibiotic injections or inhaled antibiotics. The bacteria can become what is called “colonised”, which means there is infection of the lungs that can remain even after people take several courses of antibiotics. Colonisation is the word that used when people become permanently infected with Pseudomonas. People with Pseudomonas infection can have more flare ups of their bronchiectasis (exacerbations) where symptoms get worse and more antibiotics are needed. As Pseudomonas colonisation is very difficult to get rid of, it would be much better to prevent it from happening rather than trying to treat it after a person has become colonised. 
We want to find out if it is possible to prevent a person with bronchiectasis becoming colonised with Pseudomonas. We’ll look to see if giving an antibiotic treatment early in the infection, when the Pseudomonas is first found in the lungs, and symptoms may not have yet appeared, can get rid of the infection and prevent it becoming permanent. Preventing the Pseudomonas infection from becoming permanent should prevent long term problems that can be caused by Pseudomonas.
The guidelines for treating people with bronchiectasis recommend different treatments for preventing Pseudomonas colonisation after a new infection. However, there aren’t any good research trials which back up the use of these treatments. By doing this clinical trial, we hope to understand which treatments work best for people with bronchiectasis who have a new Pseudomonas infection.  
What is being tested?
We want to find out whether treating someone with a new infection of Pseudomonas with a course of antibiotics, followed by a 3-month course of inhaled antibiotics, could get rid of the infection and improve bronchiectasis symptoms. 
The trial will compare people with bronchiectasis who receive the trial treatment with people who do not receive the trial treatment. You won’t be able to choose whether you receive the trial treatment or no trial treatment. This will be decided in a random way (a bit like tossing a coin but done by a computer). You’ll be told whether you will get the trial treatment or not. 
· Trial treatment: this will involve a 2-week course of oral or intravenous antibiotics followed by a 3-month course of inhaled antibiotics. 
· No trial treatment (usual care): this would include a course of oral or intravenous antibiotics, only if required to treat symptoms of infection. 
If you are selected to receive the trial treatment, you’ll be given antibiotics (either by mouth or through an intravenous drip), followed by a 3-month course of inhaled antibiotic treatment through a nebulizer machine. The antibiotics your doctor prescribes will be ones that are often used in people with bronchiectasis and are included in the British Thoracic Society Guidelines for treating bronchiectasis infections. 
If you are selected to receive the trial treatment, you’ll take antibiotics even if you don’t have any symptoms of infection and your doctor will decide which antibiotics are most suitable to prescribe. 
If you’re selected to receive no trial treatment, you’ll receive the usual care and your doctor will decide if you need any antibiotics. If you have symptoms caused by an infection you may be given a short course of antibiotics. No treatments will be withheld.
Main research question:
Is there a difference in the number of exacerbations experienced by people who receive the trial treatment compared to people who do not receive the trial treatment?
What will happen to me if I take part?
[bookmark: _Hlk202360960]You’ll be in the trial for a total of 2 years and will have to attend 4 or 5 visits with your local research team. These visits will be in addition to your usual care team. For the first 3 months you will receive either the trial treatment or your usual treatment, depending on which treatment you receive. Your doctor will decide which antibiotics to prescribe for you in both cases. Please see the visit diagram and visit table below for when you need to come for visits. If you’ve recently had a sputum test which shows you have Pseudomonas then visits 1 and 2 can take place at the same time. If you’ve not had a recent sputum test that showed Pseudomonas, then you’ll be invited to attend visit 1 and provide a sputum sample for testing. If the sputum result from visit 1 is positive, you will then attend visit 2 on a different day. At each visit we’ll ask about your medicines and illnesses and check your medical notes.
Do I have to take part?
No. It is up to you to choose, taking part in this trial 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 trial 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 trial, the medical care you get and your relationship with your medical or nursing staff will not be affected.
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AI-generated content may be incorrect.]An overview of the ESCAPE trial visits:


Visit 1 (screening), this might be combined with visit 2
The first visit is called screening, where we’ll carry out assessments to see if it’s ok for you to take part in the trial. We’ll ask you to complete a consent form to confirm that you wish to take part in the trial. We will ask what medications you are currently taking and review your medical history. We will ask details about you, such as age, sex, ethnicity. We’ll use this information to see if the treatments work better in different people. We’ll also ask you about gender and sexual orientation, if you have any disabilities or caring responsibilities, your education level and whether you work or not. You don’t have to answer these questions if you would prefer not to. We ask these questions to see if the people taking part in the study are similar to the general population of people with bronchiectasis.
We’ll then carry out some assessments:
· Physical examination
· Pulse and blood pressure
· Height and weight
· Temperature
· Oxygen levels – a painless clip is attached to your finger to measure the amount of oxygen in your blood
· Pregnancy test (urine), for women of childbearing age
· ECG (electrocardiogram) – a tracing of your heart rate
· Sputum sample: if you have not had a recent sputum test, you’ll be asked to produce a sputum sample that will be tested for Pseudomonas
· Questionnaires – you’ll be asked to complete questionnaires which will assess how troublesome your bronchiectasis is and how it impacts on your quality of life.
Visit 2 (the start of the trial), this might be combined with visit 1
We’ll tell you if you are suitable to take part in the trial. You’ll be asked to complete some questionnaires to assess how troublesome your bronchiectasis is and how it impacts on your quality of life.
You’ll be allocated to receive either the trial treatment, or no trial treatment (where you’ll continue with your usual care). If you are allocated the trial treatment, you will receive a prescription for a short course of antibiotics to take by mouth and a prescription for inhaled antibiotics to take using a nebuliser. If your doctor thinks it would be better for you to have a short course of antibiotics by a drip, rather than by mouth, they’ll arrange this for you. If you are allocated to no treatment, your doctor will decide if you have symptoms of an infection, whether you need to take antibiotics or not. If you do need antibiotics, your doctor will give you a prescription for these.
Sputum samples: You’ll be asked to provide two sputum samples. One clinical sputum sample that will be tested in the hospital laboratory for Pseudomonas, and one research sputum sample for research testing. If you are unable to produce two sputum samples during the trial visit, you will be provided with a sputum collection pot and a pre-labelled postage box with instructions on how to post a sample to the research laboratory. You will be asked to post a fresh sputum sample within 7 days of when you attended the trial visit. 
Symptom diary: you will be asked to complete a symptom diary every day electronically. If you complete the symptom diary electronically, you will have the choice to receive an automatic email every day with a website link to complete the diary, or you can complete the diary on a smartphone application (app). You will need to provide your email address to the research team who will add this to the database. Your email address will only be accessed by the local research team and the University of Dundee trial team only for the purpose of giving you access to the electronic diary. If you are unable to complete this electronically, you will be provided with a paper diary to complete weekly to record any new exacerbations.
Visit 3 (phone call after 2 weeks)
After 2 weeks, we’ll contact you by phone to ask about your health and any changes to your medications. If you were allocated the trial treatment, we’ll ask whether you have been taking the medications that were prescribed to you. 



Visit 4 (at 3 months)
We’ll ask about your health and any changes to your medications. You’ll be asked to complete some questionnaires to assess how troublesome your bronchiectasis is and how it impacts on your quality of life. If you were allocated the trial treatment, we’ll ask whether you have been taking the medications that were prescribed to you.
Sputum samples: You’ll be asked to provide two sputum samples. One clinical sputum sample that will be tested in the hospital laboratory for Pseudomonas, and one research sputum sample for research testing. If you are unable to produce two sputum samples during the trial visit, you will be provided with a sputum collection pot and a pre-labelled postage box with instructions on how to post a sample to the research laboratory. You will be asked to post a fresh sputum sample within 7 days of when you attended the trial visit. 
Visit 5 (at 1 year) and Visit 6 (at 2 years) 
We’ll ask about your health and any changes to your medications. You’ll be asked to complete some questionnaires to assess how troublesome your bronchiectasis is and how it impacts on your quality of life.
Sputum samples: You’ll be asked to provide two sputum samples. One clinical sputum sample that will be tested in the hospital laboratory for Pseudomonas, and one research sputum sample for research testing. If you are unable to produce two sputum samples during the trial visit, you will be provided with a sputum collection pot and a pre-labelled postage box with instructions on how to post a sample to the research laboratory. You will be asked to post a fresh sputum sample within 7 days of when you attended the trial visit. 
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	Visit 1
	Visit 2
	Visit 3 
	Visit 4
	Visit 5
	Visit 6

	
	Screening 
	Trial Start
	Week 2 
(phone call)
	Month 3

	Month 12
	Month 24

	Complete consent form
	X
	
	
	
	
	

	Health & medication check
	X
	X
	X
	X
	X
	X

	Physical examination
	X
	
	
	
	
	

	ECG 
	X
	
	
	
	
	

	Height & weight  
	X
	
	
	
	
	

	Blood pressure, pulse, temperature and oxygen 
	X
	X
	
	X
	X
	X

	Pregnancy test (if applicable)
	X
	
	
	
	
	

	Clinical sputum sample
	X*
	X
	
	X
	X
	X

	Research sputum sample (to be posted if not provided at visit)
	
	X
	
	X
	X
	X

	Questionnaires 
	
	X
	
	X
	X
	X

	Symptom diary (to be completed every day)
	
	X
	X
	X
	X
	X

	Treatment allocation 
	
	X
	
	
	
	

	Antibiotic prescription (if required)
	
	X
	
	
	
	


The ESCAPE Trial Visit Schedule:
*the visit 1 sputum sample may not be required. If this is not required, visit 1 and visit 2 will take place on the same day.
Will taking part in the trial affect my usual care?
No, you’ll continue to receive your usual care including taking any medications which you normally take. We will ask your GP to not prescribe new long-term inhaled antibiotics for the first 3 months of the trial. However, if inhaled antibiotics are required as part of your usual care, this will not be withheld. 
What will happen when the trial finishes? 
The trial treatment won’t be continued after the end of the trial. The antibiotics you have been given are all available for your doctor to prescribe these to you if they think you need them. If the trial treatment shows a possible benefit, this may change how people with bronchiectasis are treated in the future. 
We hope to finish the trial in November 2030 but it may take up to a year before the results are published. We will send you a letter with the trial results once we have them. 
What are the possible benefits of taking part?
[bookmark: _Hlk202361369]Right now, there are no approved treatments for bronchiectasis in the UK. By taking part in this study, you’ll be helping us find out whether long-term inhaled antibiotics could help you and others with the condition in the future.
Even if you’re placed in the group that doesn’t receive the trial treatment, your role in the study is still really important. You’ll have regular check-ups, and your bronchiectasis symptoms will be closely monitored throughout the trial. This can help keep a close eye on your health.
Every person who takes part, whether they get the trial treatment or not, helps provide valuable information. Your contribution could lead to better treatments and care for people with bronchiectasis in the future. While you might not feel the benefit straight away, your involvement could make a big difference for others like you.
What are the possible disadvantages and risks of taking part?
If you receive the trial treatment, your doctor will prescribe you with antibiotics. It’ll be up to them which antibiotics to prescribe. They’ll choose antibiotics which are commonly used in people with bronchiectasis and are recommended in the British Thoracic Society guidelines. They will be approved to be used in people with lung infections. All medications have the potential to have some side effects. When you receive your antibiotics there will be a patient leaflet with them. This leaflet will tell you how to take your antibiotics and any known side-effects. 
Will I receive any payment for taking part?
You won’t receive any payment for taking part, but you will receive reasonable travel expenses to attend the in-person research visits. 
Contraceptive advice 
Certain treatments may not be appropriate for women trying to conceive or who are pregnant. The medication patient leaflet will provide details on this and if appropriate, your doctor will remind you to use contraception while taking any trial treatments. 
Who is organising and funding this research?
This trial is being sponsored by the University of Dundee and NHS Tayside. It is being funded by the National Institute for Health and Care Research. The trial is being organised by Professor James Chalmers.
The researchers and your doctor will not receive any personal payment for your participation in the trial. Your hospital will only receive payment to cover the costs of your participation.
How have patients and the public been involved in the trial?
Patient partners from the European Lung Foundation have been involved in developing the design of the trial and will be involved in the running of this trial. They have also helped to write this information sheet.
Who has reviewed this trial? 
This trial has been reviewed and approved by North East - Tyne & Wear South Research Ethics Committee.

What will happen with the information you collect about me?
Identifiable information about you and the information we collect about you during the trial will be stored by your local NHS team on paper or on local NHS computers. Only members of the research team which need to see your information will have access to it. 
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 trial team will have the link between your code number and your personal information.
Information collected about you during the trial is called “trial information”. Your trial information will be securely stored on password protected databases in the University of Dundee. Your trial information will be kept securely for 25 years after the end of the trial. This is a legal requirement for trials using medication. After 25 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 trials that you might be interested to participate in, we’ll ask you to sign a consent to allow your local trial team to hold your contact details.
We’ll ask your permission to tell your GP or consultant that you are taking part in this trial.
Information which identifies you will not be published or shared. De-identified trial information may be shared with approved research partners to help bronchiectasis research. 
What if something goes wrong?
If you are concerned about your participation in the trial you have the right to discuss your concern with a researcher involved in carrying out the trial or a doctor involved in your care.
If you have a complaint about your participation in the trial, please talk to a researcher involved in the trial. You can also make a formal complaint. You can make a complaint to a senior member of the research team or to the Complaints Officer. 

LOCAL CONTACT DETAILS 

If you think you have come to harm due to taking part in the trial 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 are Co-Sponsoring the trial. The University of Dundee holds Clinical Trials indemnity 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.
If you apply for health, life, travel or income protection insurance you may be asked questions about your health. These questions might include questions about any medical conditions you have or have had in the past. We don’t expect that taking part in the trial will adversely affect your ability to buy insurance. Some insurers may use this information to limit the amount of cover, apply exclusions or increase the cost of insurance. Your insurer may take into account any medical conditions you have, including any which are diagnosed as part of a research trial, when deciding whether to offer insurance to you. 
Data Protection Privacy Notice
How will we use information about you? 
We’ll need to use information from you and from your medical records for this trial. 
This information will include your initials, NHS number or CHI number, name, date of birth 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. 
If you have provided your email address for the electronic symptom diary, this will be retained along with your trial data. We will keep your email address secure and won’t share it with anyone else.
The Sponsor is responsible for looking after your information. We’ll keep all information about you safe and secure. 
We may share data about you outside the UK for research related purposes to:
· complete the analysis of the trial results
· to continue research into bronchiectasis treatments
If this happens, we will only share the data that is needed. We will also make sure you can’t be identified from the data that is shared where possible. This may not be possible under certain circumstances – for instance, if you have a rare illness, it may still be possible to identify you. If your data is shared outside the UK, it will be with the following sorts of organisations:
· our partners who analyse your data
· future researchers who are doing ethically approved research 
We will make sure your data is protected. Anyone who accesses your data outside the UK must do what we tell them so that your data has a similar level of protection as it does under UK law. We will make sure your data is safe outside the UK by doing the following:
· (some of) the countries your data will be shared with have an adequacy decision in place. This means that we know their laws offer a similar level of protection to data protection laws in the UK
· we use specific contracts approved for use in the UK which give personal data the same level of protection it has in the UK. For further details visit the Information Commissioner’s Office (ICO) website
· we do not allow those who access your data outside the UK to use it for anything other than what our written contract with them says
· we need other organisations to have appropriate security measures to protect your data which are consistent with the data security and confidentiality obligations we have. This includes having appropriate measures to protect your data against accidental loss and unauthorised access, use, changes or sharing
· we have procedures in place to deal with any suspected personal data breach.  We will tell you and applicable regulators when there has been a breach of your personal data when we legally have to. For further details about UK breach reporting rules visit the Information Commissioner's Office (ICO) website
Once we have finished the trial, 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 trial.
We will keep your trial data for the minimum period of time required by the UK regulatory authorities, 25 years. The trial data will then be fully anonymized and securely archived or destroyed.
What are your choices about how your information is used?
· You can stop being part of the trial at any time, without giving a reason, but we’ll keep the trial information about you that we have already collected. 
· [bookmark: _Hlk181276973]You have the right to ask us to remove, change or delete data we hold about you for the purposes of the trial. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this.
· If you agree to take part in this trial, you will have the option to take part in future research using your data saved from this trial. 
Where can you find out more about how your information is used?
You can find out more about how we use your information at:
· https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/template-wording-for-generic-information-document/
· https://www.dundee.ac.uk/information-governance/dataprotection/ 
· http://www.nhstayside.scot.nhs.uk/YourRights/PROD_298457/index.htm 
Contact details for further information.
Thank you for taking time to read this information and for considering taking part in this trial.
If you would like more information or want to ask questions about the trial please contact the trial team using the contact details below.

Principal Investigator: [contact details]


Researcher Nurse: [contact details]
	
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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