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Cognitive impairment in Chronic Obstructive Pulmonary Disease (COPD): Effects of exercise and exercise training
INFORMATION FOR PARTICIPANTS
Introduction
You are invited to take part in a research study into ‘difficulties with thinking and memory’ in people with COPD.  The objective is to investigate the number of people with COPD who have difficulties with thinking and memory and if there is an improvement with exercise. 
The study is being conducted within this institution by:

· Dr Lissa Spencer  Chief Investigator, Department of Physiotherapy SLHD

·  Miss Amanda Piggott – Co-Investigator, Department of Physiotherapy SLHD

·  Ms Wing Shan Kwok - Co-Investigator, University Sydney

·  Professor Andrew Baillie - Co-Investigator, University Sydney and SLHD 

·  Professor Jennifer Alison - Co-Investigator, University Sydney and SLHD 
Study Procedures
You have been referred to pulmonary rehabilitation which is part of the routine management for people with COPD. The studies will be offered as part of your routine management. If you agree to participate in the studies, you will be asked to sign the Participant Consent Form.  
As part of your routine initial assessment you will be asked to take part in:
·  Spirometry to measure your lung function 
·  Some questionnaires to assess:
· St George’s Respiratory Questionnaire, COPD Assessment Tool           which will assess quality of life
· Hospital Anxiety and Depression Score which will assess anxiety and depression
·  Six-minute walk test and Endurance Shuttle Walk Test to assess your exercise 
   capacity.
Study 1

This will include the addition of completing the Montreal Cognitive Assessment. This will take approximately 15 minutes, and will assess any difficulties you may have with thinking and memory. 
Study 2

This will involve either walking for 20 minutes on a treadmill at a speed determined by your walk test or sitting quietly in a room. You will be randomly allocated to one or the other. You will then perform the Montreal Cognitive Assessment directly after the exercise session. This part of the study will determine if one session of exercise improves your thinking and memory. 

Study 3

This would involve undertaking the routine pulmonary rehabilitation program (exercise and education) twice a week for 8 weeks, and performing the Montreal Cognitive Assessment on competition. There will be a follow-up at 6 months. This part of the study will determine if exercise training for a longer period of time (over 8 weeks) will improve your thinking and memory.
In addition, the researchers would like to have access to your medical record to obtain information relevant to this study. You can choose to be part of one, two, or all three studies.

Risks
The risks of participating in this study are that you may feel some fatigue and or muscle pain from the exercises you will be asked to do during the pulmonary rehabilitation program and the exercise tests described above. If you report pain or fatigue that is not normal, the supervising physiotherapist will assess you and refer you to your GP or specialist for review. 
Benefits
We intend that this research study will further medical knowledge and may improve future treatment of thinking and memory difficulties in people with COPD. 
Costs
Participation in this study will not cost you anything, nor will you be paid. 
Voluntary Participation
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.
Sometimes during the course of a study, new information becomes available about the treatment that is being studied.  While you are participating in this study, you will be kept informed of any significant new findings which may/may not affect your willingness to continue in the study.

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, Lissa Spencer, Amanda Piggott or Wing Shan Qwok will discuss it with you and answer any questions you may have.  If you would like to know more at any stage, please feel free to contact them on 9515 9857. 
This information sheet is for you to keep.
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 X17-0395
The conduct of this study at the RPAH has been authorised by the SLHD. Any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer on 9515 6111 and ask for the Research office and quote protocol number X17-0395
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