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INFORMATION SHEET

Name of project

The effect of manual therapy and exercise on age-dependent lung function: a randomised controlled trial.
Introduction
You are invited to take part in this research because you are between 50 and 65 years of age and you do not have a history of lung disease. The project is designed to test whether manual therapy and exercise can alter age-dependent changes in lung function.  

What is this research?

This research is designed to investigate whether the combination of manual therapy and exercise produces greater improvements in lung function than exercise alone. The project is being conducted on people with no history of lung disease between the ages of 50 and 65. 
What does this research involve? 
This research involves the administration of exercise with and without two forms of manual therapy: mobilisation and manipulation. You will be randomly allocated to one of three groups. The first group will receive a standardised treadmill walking exercise program of 10 minutes duration; the second group will receive a mobilisation protocol designed to increase mobility in the joints and muscles of the chest wall followed by the same treadmill exercise program; and the third group will receive a manipulation protocol designed to increase mobility in the joints and muscles of the chest wall followed by the same treadmill exercise program.
Interventions will be administered on six (6) occasions over a 3 week period (weeks 1-3 of the trial). You are required to attend a total of eight (8) times over a period of 9 weeks. 
Lung function, chest expansion and quality of life will be measured on four (4) occasions over the 9 week period. All measurements are non-invasive.

It is expected that lung function will improve in all participants. However, we expect it to improve more and be sustained for longer in the groups that receive manual therapy. If correct, combining manual therapy and exercise has the potential to reverse the normal decline in lung function associated with ageing.
What are the risks associate with this research?
The risks associated with this research involve possible side effects resulting from manual therapy intervention. These can include muscle soreness, restriction in movement or pain. You may have none, some or all of these. The vast majority of side effects associated with manual therapy resolve within 48 hours without the need for any other treatment. However, sometimes they can last longer. If a side effect or reaction does occur, tell one of the people associated with the trial. They will arrange for a senior clinician to discuss the best way of managing the side effect with you. By excluding people from the trial who are known to have symptoms or conditions that increase the risk associated with manual therapy intervention, we have attempted to minimise the potential risk to the participants who go on to be enrolled in the trial. 

Our responsibilities to you.
We will follow all of the procedures to ensure your safety and wellbeing throughout the trial. 
In the event that you do experience a side effect, we will arrange and/or provide the appropriate level of care for you.

Your privacy and confidentiality will be maintained at all times. Only the investigators involved in this trial will have access to your information and only for the purposes outlined in this Information Sheet.

This research will not provide any immediate benefits to the wider community.

You will not receive any payments for participating in the trial. However, you will receive complimentary treatment vouchers at Southern Cross University Health Clinics. 
Your responsibilities to the research.
You agree to attend 8 sessions over a 9 week period. Involvement is not uniform across this period and is divided into two stages: the active stage between weeks 1 and 3 which involves 6 sessions; and the measurement stage between weeks 4 and 9 which involves 2 sessions. 
Participation is completely voluntary. Each session will take approximately 30 minutes. Depending on what group you are in, you will receive exercise only, exercise plus mobilisation or exercise plus manipulation. If you wish to leave the trial just tell one of the people associated with the trial.  
Dissemination of the research results.
The results of this study may be published in a peer-reviewed journal and presented at conferences. Only group data will be reported. You can obtain a summary of the results once the trial has been completed on request by competing the appropriate section on the Consent form.

All data will be retained for 7 years. Hard copies will be stored in a locked filing cabinet in the university office of the Chief Investigator. Electronic data will be encrypted and stored in a password protected file on the university computer of the Chief Investigator. 
Participant Consent.
Signed written consent is required for participation in this trial. Consent will be requested at the initial assessment session. Consent is specific and only for use in relation to this trial.    
Inquiries
If you would like more information about this research, please contact:

            Associate Professor Sandra Grace

            School of Health and Human Sciences

            Tel: 6620 3646

            Email: Sandra.grace@scu.edu.au 
Feedback
You can receive a summary of the results by email on request by providing your email address (see consent form).
This research has been approved by the Human Research Ethics Committee at Southern Cross University: approval number ECN-16-211.


Complaints about the research/researchers.
If you have concerns about the ethical conduct of this research or the researchers, the following procedure should occur. 
Write to the following:

The Ethics Complaints Officer

Southern Cross University

PO Box 157

Lismore  NSW  2480

Email: ethics.lismore@scu.edu.au

All information is confidential and will be handled as soon as possible.
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