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Invitation

You are being invited to take part in the above research study conducted by the respiratory research team. We are inviting people with COPD who are suffering with breathlessness and who feel limited by this during daily tasks. Before agreeing to the research, please take time to read the following information carefully and discuss it with friends, relatives and your Respiratory Consultant if you wish. Ask a member of the research team if you have any questions or need further information. Take time to decide whether or not you wish to take part. This research will be contributing to an educational qualification. Thank you for reading this information sheet.

What is the purpose of this study?

Patients with Chronic Obstructive Pulmonary Disease (COPD) often experience breathlessness at rest or on exertion. This study will investigate whether airflow oscillation (vibration) can reduce breathlessness and increase exercise capacity in COPD. The airflow oscillation will be delivered using a device. This study has been designed to test whether the use of this device is superior to an alternate device and acceptable for COPD patients who are suffering with breathlessness.
Do I have to take part? 
No, it is up to you to decide whether or not to take part. If you decide to take part you will be given this information sheet to keep and 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. A decision to withdraw, or a decision not to take part, will not affect the standard of care you receive. The data collected to the point of withdrawal may still be used. If you are currently undergoing exercise based research then you may need to wait until you have completed this study before we can continue.
Whilst we appreciate our volunteers, you may not be able to take part if you meet the following criteria: has significant disease other than COPD causing breathlessness, have uncontrolled bleed pressure or cardiovascular disease, have current or recent rib fractures or pneumothorax, are pregnant, have been coughing up blood or have participated in pulmonary rehabilitation in the last 6 months. The researcher will discuss this with you prior to enrolment to check eligibility. However if any of these change throughout the trial you must alert your researcher immediately.

What will happen if I take part? 
A member of the research team in the Respiratory Biomedical Research Unit at Glenfield Hospital will contact you to explain the study, answer any questions that you may have and ask whether or not you would like to take part. A convenient appointment at the Respiratory Biomedical Research Unit, at Glenfield Hospital for your initial visit, will be arranged. Below is an explanation of what will happen on your visits throughout the duration of the trial.







Lung function: You will be required to perform breathing tests to assess your lung capacity and respiratory muscle strength. 
Exercise capacity: There are two different tests that need to be completed to gage your exercise tolerance. These are called the Incremental Shuttle Walking Test and the Endurance Shuttle Walking Test. This will involve walking between two cones, 10 meters apart at a set pace (recorded as bleeps on CD) until you feel you need to stop. These may take up to 20 minutes each dependent on your walking ability. One of these tests (the Incremental Shuttle Walking Test, is performed twice on your first visit and once on your second visit to account for learning of the test). Your breathlessness score will be taken before and after performing the tests and your heart rate and oxygen saturations will be monitored throughout. If you require oxygen then you will be required to use this at your prescribed rate. You will rest for 20 minutes between each exercise test.
Questionnaires: You will be asked to complete some questionnaires regarding your quality of life, anxiety and depression, and symptoms related to your COPD. 
Randomisation: Once you have completed these tests you will be randomly allocated to one of the two device groups. The allocation of participants to the groups is in a 1:1 ratio and is done using an automated system. You will then be taught how to use the device.

Activity monitor: You will be asked to wear a physical activity monitor for one week at the start and one week at the end of the trial. This will explore how much you do day-to-day and will not interfere with your normal daily tasks. 
The Device: You will be asked to use a device for 8 weeks three times throughout the day for a minimum of 5 minutes at a time. This device is a High Frequency Airway Oscillating device (HFAO) which provides a resistance to your breathing and vibrates the air as you breathe. This was developed by Actegy LTD. You may also be randomised to a mock device but you or your healthcare professional will not know which group you are in until after the trial period. These devices will look and feel the same and will give us an idea as to whether the working device provides therapeutic benefit over the mock device. You will be required to fill in the diary after every use. You may receive messages weekly to remind you to use the device and to provide a contact if you need to report any issues. You may keep the device after the study however this will no longer be maintained by the study team.
What are the possible disadvantages and risks? 
There are minimal identified risks to participating in this research. The exercise tests are designed to measure your endurance and you may experience some breathlessness during and after for a small amount of time. There will be no lasting affects following this testing. You will be required to make three visits to hospital, which may be an inconvenience, however we are happy to reimburse travel expenses or provide a taxi where appropriate.
What are the possible benefits of taking part? 
Participants involved in the study will be provided with the device and manual, this will be yours to keep after the study has ended. If you are randomised to the alternative device group you will receive the original device on completion of the study. As this study is exploring the benefits of this device, we do not yet know if this is effective and therefore we cannot guarantee any direct benefits to you. The information we get from this study may help us to reduce breathlessness in patients with COPD in the future. 
What if something goes wrong? 
If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions (01162502758). There are no special compensation arrangements in the unlikely event that you are harmed through taking part in the research project. If you are harmed due to someone’s negligence you may have grounds for legal action but may also have to pay costs for such action. Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been treated during the course of this study the normal National Health Service complaints mechanisms would be available to you. Advice can be sought from the Patient Information and Liaison Service (PILS). Their contact number is 08081788337 and email address pils.complaints@uhl-tr.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. With your consent we will contact your GP for relevant reports. Only authorised members of the research team will routinely have access to your medical records and personal data. Contact details will be stored for the duration of the study to manage appointments and share the study results with you. By signing the consent form, you will acknowledge and authorise these procedures.
What if I withdraw from the study?

If you withdraw from the study, any data already collected may be retained in non-identifiable form and used in the research. In the unlikely event that you become unable to make decisions for yourself whilst taking part in the research (“loss of capacity”), the research team will retain data collected and continue to use it confidentially in connection with the purposes for which you gave consent. You may be withdrawn from the study by the researcher, in this instance you will be given a reason and your GP will be informed. 
What happens to the results of the study?

Procedures for handling, processing, storage and destruction of your data are compliant with the Data Protection Act 1998. Regulating authorities will have access to anonymous data only for the purpose of monitoring the quality of the research and ensuring patient safety. Anonymous data will be retained for 5 years within University Hospitals of Leicester NHS Trust, and indefinitely by the funding company, for regulatory purposes. Any information about you which leaves the hospital will have your name, date of birth and address removed so that you cannot be recognised from it. Data will be electronically stored, securely, in an encrypted format. 

The results of this study will be disseminated in peer and lay journals, professional publications and in presentations at conferences. Results will be reported to respect confidentiality. No identifiable information will be published. All participants will receive a summary of the results and are invited to attend a dissemination discussion in which participants can contribute ideas surrounding the design of the study and results of the study will be shared. This will occur at UHL at the end of the study in 2019. Notes will be taken at this event but the discussion will not be shared, this is primarily an opportunity to understand the study results. You are entitled to see any results or information about you under the Freedom of Information Act 2000. 
Who has reviewed this study?

All research that involves NHS patients and staff, information from medical records or uses NHS premises must be granted a favourable opinion from the NHS research ethics committee prior to commencement. A favourable opinion does not mean that you will not come into harm during the study, however it does mean that the committee is satisfied that your rights will be respected and that the risks are reduced to a minimum. This study has been reviewed and given favourable opinion by the Leicester South Research Ethics Committee. 
Who is organising and funding this research?

This study is sponsored by the University Hospitals of Leicester. This study is being funded by Actegy Ltd. who makes the original device. 
Contact details for further information: 
For further information please contact:

Professor Sally Singh or Enya Daynes MSC MCSP

Centre of Exercise Rehabilitation Science (CERS), University Hospitals of Leicester, Glenfield Hospital, Groby Road, Leicester, LE3 9QP.

Tel:  0116 250 2758
E-mail: enya.daynes@uhl-tr.nhs.uk
Thank you very much for considering taking part in this project.
Visit 1: Respiratory Biomedical Research Unit


Consent


Demographic information and medical history taken.


Physical examination: height, weight, oxygen saturations, heart rate, blood pressure and breathlessness score


Lung function tests


Incremental Shuttle Walking Test x2


Endurance Shuttle Walking Test


Health questionnaires





Randomisation to one of the devices.





After completion of the first visit you will be issued an activity monitor to wear for one week.





1 week





Visit 2: Respiratory Biomedical Research Unit


Lung function tests 


Teaching of device


Issued device and diary


Return activity monitor


Begin using device from today for 8 weeks. Three times throughout the day a minimum of 5 minutes at a time always on setting 2 (reducing breathlessness setting.








7 weeks





Visit 3: At your home


An activity monitor will be dropped off in your final week to wear for one week.





Visit 4: Respiratory Biomedical Research Unit


Physical examination: oxygen saturations, heart rate, blood pressure and breathlessness score


Lung function tests


Incremental Shuttle Walking Test 


Endurance Shuttle Walking Test


Health questionnaires


Return activity monitor








1 week
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