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PATIENT INFORMATION SHEET FOR THE ACUTE STUDY
Is continuous positive airway pressure (CPAP) effective in patients with acute respiratory failure?
We are inviting you to continue participation in the ACUTE trial. This research study is organised by the University of Sheffield and undertaken in the West Midlands Ambulance Service.  Before you decide whether to continue it is important for you to understand why the research is being done and what it will involve.  Please read the following information carefully. Ask us if there is anything that is not clear or if you would like more information. If you agree to continue we would like you to sign a consent form to confirm your ongoing involvement.
What is the purpose of the study?

The ACUTE study aims to see whether treating acute respiratory failure with continuous positive airway pressure (CPAP) delivered by paramedics improves outcomes.
Acute respiratory failure is a medical emergency. It occurs when heart or lung disease suddenly develops or worsens and leads to the patient being unable to maintain oxygen levels in their blood. Then the patient is at high risk of death and needs emergency treatment.

CPAP is a potentially useful treatment that could be given by paramedics in an ambulance. It involves delivering oxygen under increased pressure through a tight-fitting facemask. Its use in hospital can reduce the risk of death in people with lung disease and improve breathing in people with heart disease. Small studies undertaken outside the UK have suggested that using CPAP in an ambulance may save more lives than delaying its use until arrival at hospital. However, it is uncertain whether this treatment could work effectively in NHS ambulance services, and if it represents value for money.

This study is comparing CPAP delivered by paramedics in ambulances with current standard oxygen treatment using a loose fitting face mask. We will follow patients up for a month to see how you progress.  We will also measure each patient’s quality of life, need for admission to intensive care, and length of stay in hospital. 
The study has been approved by the XXXXXX Research Ethics Committee and is funded by the UK government’s Health Technology Assessment programme.

Why was I included in the ACUTE trial?

The paramedic treating you for acute respiratory failure thought that CPAP could possibly ease your symptoms and improve your chances of a good outcome. After checking that you met the conditions for taking part in the trial you were enrolled in the study. You will then have had a 50:50 chance of being treated with CPAP or a standard oxygen mask. In addition you will have also received any other standard treatments required such as nebulisers. On arrival in hospital you will have received usual treatments.
Due to the seriousness of acute respiratory failure, and the need for urgent treatment, it was not possible to give much information about the study earlier. We would now like to give you further details and ask you whether you would like to continue participation.

What are the possible benefits of taking part?

Previous research has suggested that CPAP could improve both symptoms and outcomes in acute respiratory failure. Also helping with the study may help to improve the treatment of people with acute respiratory failure in the future.
Do I have to take part?

No, it is up to you to decide.  After reading this information sheet, and asking any questions, you will be asked to sign a consent form to allow us to use your medical data and to approach you with a questionnaire 30 days after you enter the study. 
You are free to withdraw from the study at any time, even after signing the consent form, and without giving a reason.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.  We will need to keep the information you have given up to the time you withdraw, but will not collect any new information or send you the questionnaire. We have agreed with an independent NHS ethics committee, who ensure that research is carried out safely and with patient interests at heart, that we can use some anonymous data about whether you survived or needed intensive care treatment.
What will happen to me if I agree to continue participation?

One month after arriving in hospital we will examine your medical records and record what treatments you required and how long you stayed in hospital. We will also send you a questionnaire in the post, or telephone you, asking you about your health and recent use of health services. If the follow-up questionnaire identifies any potential hospital admissions or adverse events that were not recorded in the hospital records, then we will contact your GP for further details.
At the end of the trial the researchers will compare patients who had CPAP against standard oxygen treatment, to see if it is possible to tell which treatment helped patients most.
What will happen if I agree to continue participation?

One month after arriving in hospital we will:

· Examine your medical records.

· Record what treatments you required and how long you stayed in hospital.

· Post, or conduct a telephone questionnaire asking about your health and recent use of health services. 

· Contact your GP for further details about any new health problems
At the end of the trial the researchers will compare patients who had CPAP against standard oxygen treatment to see if it is possible to tell which treatment helped patients most.

Will my personal information be kept confidential?

We will inform your GP that you have taken part in this study. All information that is collected about you during the course of this study will be kept strictly confidential. The information will be stored in a secure West Midlands Ambulance Service building. An electronic copy of the information will be sent to the University of Sheffield where it will be kept in a secure, encrypted, password-protected computer file, which can only be accessed by the research team and regulatory authorities. We will destroy all identifiable information five years after the end of the study. An anonymised copy of the computer file (with any details that might identify you removed) will be retained and made available to other researchers for use in future studies.
What will happen to the results of the research study?
We will publish the results using social media, scientific journals, and produce a plain English report. You will not be personally identified in any report or publication we produce. You will be asked if you wish to receive a summary of the results when the trial is completed.
Where can I get further information?
Further information can be obtained from the ACUTE Study Manager:
Dr Sam Keating
Clinical Trials Research Unit
School of Health and Related Research
University of Sheffield

Regent Court, 30 Regent Street

Sheffield
S1 4DA

0114 222 5156
s.m.keating@sheffield.ac.uk 
What if there is a problem?
If you have a concern about the study, you should ask to speak with the research paramedics who will do their best to help.  If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure.  Details can be obtained from the West Midlands Ambulance Service:

The Patient Experience Team, West Midlands Ambulance Service NHS Foundation Trust, Trust Headquarters, Millennium Point, Waterfront Business Park, Waterfront Way, Brierley Hill, West Midlands, DY5 1LX
www.wmas.nhs.uk

complaints@wmas.nhs.uk

Telephone:  01384 246366
Fax:  01384 451677 
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