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Evaluating functional capacity in people with chronic obstructive pulmonary disease (COPD)
INFORMATION FOR PARTICIPANTS
Introduction
You are invited to take part in a research study called “Evaluating functional capacity in people with chronic obstructive pulmonary disease (COPD)”. We are interested in assessing a new test that measures functional exercise capacity and determining how this relates to daily activity levels and whether performance on the test improves after pulmonary rehabilitation.  
People with COPD often have reduced functional capacity. One of the goals of pulmonary rehabilitation is to increase functional capacity but we only have tests that measure walking. The new functional test also measures activities with the arms, such as stacking shelves. 
The study is being conducted in the Physiotherapy Gymnasium at Royal Prince Alfred Hospital (RPAH) by:

· Professor Jennifer Alison (Professor; Discipline of Physiotherapy, Faculty of Health Sciences, University of Sydney and Clinical Specialist Physiotherapist, RPAH);  
· Dr. Lissa Spencer (Clinical Specialist Physiotherapist, Department of Physiotherapy, RPAH); 
· Dr. Zoe McKeough (Senior Lecturer, Discipline of Physiotherapy, Faculty of Health Sciences, University of Sydney);
· Dr. Marcelo Velloso (post-doctoral fellow Physiotherapy Department, Federal University of Minas Gerais, Brazil).
· Ms Liliane Mendes, PhD student, University of Sydney
Study Procedures
If you agree to participate in this study, you will be asked to sign the Participant Consent Form. You will then be asked to attend the pulmonary rehabilitation gymnasium on five occasions for testing.
Visit 1: On the first day you will be asked to complete the St George´s Respiratory Questionnaire (SGRQ) and to perform spirometry, one six minute walk test (6MWT), two Glittre ADL tests and one modified Glittre ADL test. If you have done the 6MWT and spirometry in the previous two weeks, you will be asked for permission to use these test results for the study, rather than repeat these tests.  Before you leave you will be fitted with an activity monitor worn on your thigh and be asked to wear this continuously for seven days.  The activity monitor measures the energy expenditure during your common activities of daily living.
Visit 2: This visit will occur one week after Visit 1. On this visit you will return the activity monitor and then do one 6MWT, and two Glittre Endurance tests. If you 
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have done a second 6MWT in the previous 3 weeks you will not be asked to repeat this test.
Visit 3: On this visit you will be asked to do two endurance shuttle walk tests. 
At this point in the study you will participate in the 8-week pulmonary rehabilitation program that has been recommended as part of your routine clinical care. At the end of the program, you will be asked to attend the final two study visits. 

At Visit 4 you will be asked to repeat some of the tests you did before pulmonary rehabilitation. These test will be: spirometry, St George’s respiratory Questionnaire, and two Glittre Endurance tests. Between Visits 4 and 5 you will be asked to wear the activity monitor on your arm again for another seven days. 
At Visit 5 you will be asked to do one six-minute walk test, one modified Glittre ADL test, one endurance shuttle walk test.

Your participation in the study will be complete at the end of Visit 5.
Details of the Exercise tests:

The Glittre ADL test will be performed on a 10 meter indoor track. At the beginning you will sit in a chair, then stand from the chair and walk approximately five meters, climb up and down two stairs and then walk another five meters to the end of the track where there are two shelves (one at shoulder height and one at waist height). On the top shelf there will be three cartons weighing 1kg each. You will be asked to place these cartons from the top shelf to the bottom shelf, then onto the floor, then back to the bottom shelf and back to the top shelf. After this you will walk back over the stairs and sit down. From starting to returning to the chair is called 1 lap. During the test you will wear a back pack with weights (men 5Kg, women 2.5Kg). You will be asked to do five laps as quickly as possible. In the first 5 laps you will be allowed to stop and rest if you need to. 
The modified Glittre ADL test will be the same as above except you will not wear a back pack with weights.

The Glittre Endurance test will be the same as the modified Glittre ADL test except that you will be asked to continue as long as possible or until 20 minutes is reached. The pace of the test will be set by an auditory signal (a beep) set at a level that is just below the speed that you did in the modified Glittre ADL test.

The endurance shuttle walk test will be performed on a 10 meter indoor track. You will be asked to walk up and down the track at a pace set by an external auditory beep. The pace of walking will be calculated from your 6-minute walk test. You will be asked to walk for as long as possible at this pace or until 20 minutes is reached.
Every minute during both the Glittre Endurance test and the endurance shuttle walk test you will be asked how breathless you feel. You will also wear a small monitor that will measure your pulse rate and your oxygen levels. 
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During the tests you will also be asked to wear the activity monitor.

Finally, the researchers would like to have access to your medical record to obtain information relevant to this study.

Risks
All medical procedures - whether for diagnosis or treatment, routine or experimental – involve some risk of injury.  In addition, there may be risks associated with this study that are presently unknown and unforeseeable.
The risks of participating in this study are:

The exercise tests will place temporary physical stress on you. The exercise test may result in feelings of breathlessness or fatigue. However, in Glittre ADL test and the modified Glittre ADL test you will be allowed to stop and rest if needed. You can stop the Glittre Endurance test and the endurance shuttle walk test whenever you feel necessary.  You will continually have your pulse rate and oxygen saturation monitored during exercise. Tests will be terminated at any stage if the researchers decide this is necessary (e.g. if your oxygen saturation falls or your pulse rate is high) or if you request to stop.
Benefits
 While we intend that this research study furthers medical knowledge and may improve treatment of Chronic Obstructive Pulmonary Disease in the future, it may not be of direct benefit to you.
Costs
Participation in this study will not cost you anything, nor will you be paid.
Voluntary 
Participation in this study is entirely voluntary.  You do not have to take part in it.  If you do take part, you can withdraw at any time without having to give a reason.  Whatever your decision, please be assured that it will not affect your medical treatment or your relationship with the staff who are caring for you.  
Confidentiality
All the information collected from you for the study will be treated confidentially, and only the researchers named above will have access to it. The study results may be presented at a conference or in a scientific publication, but individual participants will not be identifiable in such a presentation.

Further Information
When you have read this information, Liliane Mendes or Dr Lissa Spencer will discuss it with you further and answer any questions you may have.  If you would like to know more at any stage, please feel free to contact Liliane or Lissa on 9515 9857.
This information sheet is for you to keep.
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Ethics Approval and Complaints
This study has been approved by the Ethics Review Committee (RPAH Zone) of the Sydney Local Health District.  Any person with concerns or complaints about the conduct of this study should contact the Executive Officer on 02 9515 6766 and quote protocol number X14-0199
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