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Impact of Pre and Post-operative Physiotherapy using a Digital Application on Clinical and Hospital Outcomes after Total Knee Arthroplasty


Invitation
[bookmark: _GoBack]                                                                                                                  
You are invited to participate in a research study assessing the impact of digital pre and post-operative rehabilitation on outcomes after total knee replacement surgery. Optimising muscle and joint function before knee replacement surgery is believed to result in a faster recovery and better overall result. Using a digital format where exercises are performed by the patient at home is a newer, potentially cost-effective method of pre and post-operative rehabilitation, but its effectiveness is not known. The digital application used in this study involves an exercise program that is emailed daily to patient and can be downloaded at home on either a computer or portable device such as an iPad. The program will outline the exercises to be done daily, including a short video demonstrating how to perform the exercises. Each day a reminder will be sent to the patient as well as questions regarding whether the exercises were performed and how much pain was experienced whilst doing the exercises. This allows your program to be monitored by a qualified physiotherapist and adjusted as required.
This study aims to determine if the result after total knee replacement is improved with a digital pre and post-operative rehabilitation program.

The research is being conducted by Dr David Liu, Orthopaedic Surgeon, at the Gold Coast Centre for Bone and Joint Surgery, and Miss Emily Bogue and Mr Joshua Twiggs at 360 Knee Systems. The research study is sponsored by 360 Knee Systems. 
The principal investigator, Dr David Liu, is a consultant to 360 Knee Systems but is not receiving any remuneration from the sponsor of the trial (360 Knee Systems). There are no conflicts of interest with regards to conduct of the study.
Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being conducted and what it involves.

Please take time to read the following information sheet carefully and discuss it with others if you wish.


Purpose of the Study
The purpose of the study is to determine the impact of digital pre and post-operative rehabilitation on your hospital stay and results of surgery. Maximum length of the study is 6 months for each individual patient. 
Duration of the Study
If you decide to participate in the study, you may or may not be allocated into a group that receives exercises prior to and after your surgery via email and electronic format. This may benefit you as you have access to a specific exercise program designed to optimise your muscles and joints prior to surgery as well as an exercise program after your surgery. The benefit overall to the community will be contribution to a body of knowledge around rehabilitation and total knee arthroplasty. 

Potential Risks
The risks associated with the study may be discomfort and pain experienced whilst completing the exercises. In this instance, you will be able to contact the Physiotherapist to have the program adjusted. Otherwise your knee replacement and recovery pathway will be exactly the same as what is usually experienced by all patients.

Anticipated Inconveniences 
The inconvenience will be time taken to complete the exercises and the questionnaires prior and after the surgery. The time commitment completing the exercises pre and post-operatively is approximately 20 minutes a day. You will be sent questionnaires to complete at 4 time points over the six-month period, which will take approximately 10 minutes to complete. 

Other Study Participation
Please advise the investigator if you are participating in any other studies.
 
Confidentiality 
As part of this research study, your health information will be maintained in line with the Privacy Act 2012. The results of research conducted using the database may be presented at a conference or in a scientific publication but individual patients will not be identifiable in such a presentation. 



Voluntary Participation
Participating in the research is voluntary. You do not have to do so. If you do, 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. 


Further Information
When you have read this information, Dr David Liu 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 him on +61 7 55980205.


Ethics Approval and Complaints
The Greenslopes Research and Ethics Committee has reviewed the study protocol. Should you wish to discuss the study or view a copy of the Complaint Procedure with someone not directly involved, particularly in relation to matters concerning policies, information or complaints about the conduct of the study or your rights as a participant, you may contact the Greenslopes Research and Ethics Committee on Ph: (07) 3394 7819 or by email to researchandethics@ramsayhealth.com.au.



Any person with concerns or complaints about the conduct of this study should contact Ms. Di Sapwell, Director of Nursing, John Flynn Private Hospital on 07 5598 9008 or the Ethics Committee Secretary, Greenslopes Hospital, who is nominated to receive complaints from research participants.
You should contact them on 07 3394 7322 and quote Study Number 


                              Thank you for taking the time to consider the study.

                 If you wish to take part in it, please sign the attached consent form.

                                      This information sheet is for you to keep.
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