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STUDY INFORMATION AND CONSENT FORM 
 
Research Project: A comparison between a standardized (GLA:DTM Canada) 

and an individualized (JointEffort) exercise program on 
functional mobility, quality of life, pain management, and 
inflammatory biomarkers in knee osteoarthritis patients 

Principal Investigator: Dr. Jackie Whittaker PT PhD (1-780-492-5970) 

Co-Investigators: Kristen Barton 
Dr. David Hart  
Dr. Ania Kania-Richmond 
Emma Smith 
Dr. Ryan Martin 
Dr. Prism Schneider 

Research Coordinator: Kristen Barton (1-403-827-2182) kibarton@ucalgary.ca 

Sponsor/Funder(s):  
 

McCaig Institute for Bone and Joint Health ENCORE 
Catalyst Award  
 

 
INFORMED CONSENT  
You are being asked to participate in a research study that will compare a standardized 
(GLA:DTM Canada) and an individualized (JointEffort) exercise program on functional mobility, 
quality of life, pain management, and inflammatory biomarkers in knee OA patients.  
 
This consent form will give you a summary of what the research is about and what your 
participation will involve. Specifically, it explains the purpose of the study, provides 
information about the exercise programs, the type of information you will be asked to provide, 
possible risks and benefits, and your rights as a participant. This form is only one part of the 
process of informed consent. Please take the time to read this carefully and to understand 
any accompanying information. If you would like more detail about something mentioned 
here, or information not included in this form, please feel free to ask the principal investigator 
or the research coordinator. You may take as much time as you wish to decide whether or not 
to participate in this study. You will receive a copy of this form. 
 
BACKGROUND  
Osteoarthritis is the leading cause of disability worldwide and affects more than 4.4 million 
people in Canada (13% of Canadians). Osteoarthritis can cause joint pain, stiffness, loss of 
range of motion, and inflammation, which can impact quality of life. Current guidelines for OA 
management recommend weight loss, patient education, exercise therapy, bracing, 
viscosupplementation, and anti-inflammatory/pain medications prior to joint replacement 
surgery. Unfortunately, current practice trends are not consistent with these guidelines and 
focus largely on joint replacement. Recently, research from a group in Denmark has shown a 
reduction in the progression of knee OA symptoms, joint related painkiller use, individuals on 
sick leave, and higher physical activity levels 12 months after a combined patient education 
and standardized group exercise therapy program (GLA:D®). Based on the Danish success, 
the GLA:D® program has been made available in Canada. To date it is unclear if the 
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GLA:DTM Canada program will result in outcomes similar to those seen in Denmark, or how 
the GLA:DTM program compares to existing individualized  OA care programs (i.e. JointEffort). 
 
WHAT IS THE PURPOSE OF THE STUDY? 
The objective of the study is to 1) assess the association between participation in the 
GLA:DTM standardized program and functional mobility, quality of life, pain management, and 
inflammatory biomarkers in knee OA patients, 2) assess the association between participation 
in the JointEffort individualized program and functional mobility, quality of life, pain 
management, and inflammatory biomarkers in knee OA patients, and 3) assess if there are 
any differences in outcomes between the standardized (GLA:DTM) and individualized 
(JointEffort) exercise programs. 
 
WHAT WOULD I HAVE TO DO? 
The GLA:DTM program consists of 1) pre- and post-program outcome measurement (self-
reported and functional outcomes); 2) 2, 1-1.5 hour education sessions including information 
on OA disease characteristics, treatments and self-help strategies; and 3) a neuromuscular 
exercise (warm-up, circuit training, and cool down) training program administered in 1 hour, 
small (up to 10 persons) group-based, supervised sessions twice weekly for 6 weeks. The 
goal of the exercises is to restore neutral, functional alignment of the legs by building 
compensatory functional stability and improving sensorimotor control.  
 
The JointEffort program consists of: 1) one appointment aimed at individualized program 
design (1-1.5 hours); 2) a nutritional seminar taught by a registered dietician explaining 
dietary recommendations for OA patients and inflammatory conditions, including weight loss 
and/or management (1 hours); and 3) an individualized exercise (strength and neuromuscular 
training, balance training, and range of motion exercises) training program administered in 1 
hour, small (up to 10 persons) group-based, supervised sessions twice weekly for 6 weeks. 
 
Questionnaires  
If you agree to participate in this study, you will be asked to complete the following 
questionnaires at baseline, at 2 months, and at 12 months: 

1) Demographic information (age, sex, height, weight, and body mass index) and possible 
comorbidities; 

2) The Knee Injury and Osteoarthritis Outcome Score (KOOS) will be used to assess 
pain, stiffness, and physical function in patients with knee OA; 

3) The Intermittent and Constant Osteoarthritis Pain (ICOAP) Score will be used to 
assess pain related to knee OA; 

4) The EQ-5D-5L questionnaire will be used to assess pain, other symptoms, function in 
daily living, function in sport and recreation, and knee related quality of life; 

5) The Patient Knowledge Questionnaire on OA (PKQ-OA) will be used to assess OA 
related knowledge; and 

6) The Arthritis Self-Efficacy Questionnaire will be used to assess the individual’s view of 
their self-efficacy to manage with effects of chronic arthritis.    

 
Each questionnaire will take about 7-12 minutes to complete. Attendance, exercise log, and 
medication use details will be recorded at each visit.  
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Physical Functional Testing  
For functional mobility assessment, all participants will complete the 40m Face-Paced Walk 
Test and the 30s Chair Stand Test at baseline, 2, and 12 months.  
 
Blood Draw 
A blood serum sample (4ml) will be collected at baseline, 2, and 12 months will be analyzed 
to assess for inflammatory biomarkers. 
 
WHAT ARE THE RISKS? 
There are no anticipated risks or harms related to your involvement in the GLA:D or 
JointEffort programs. You will complete questionnaires that will require your time. The 
GLA:DTM Canada and JointEffort programs do involve an exercise program so it is possible to 
experience some level of stiffness or discomfort after exercising. However, you will be taught 
to monitor your exertion throughout the program, with the goal of any increase in soreness 
returning to the pre-exercise level by the next day. Any ‘red flags’ such as prolonged increase 
in pain that may occur will be addressed by the program instructors.     
 
WILL I BENEFIT IF I TAKE PART? 
You may or may not benefit directly from participating in the GLA:DTM Canada and JointEffort 
programs program. However, completing exercises related to improving muscular strength 
and endurance near your affected joints is important for protecting joints, reducing symptoms, 
and improving mobility. Executing exercises properly that are targeted near the knee joints 
has the potential of preventing the progression of knee OA and need for future joint 
replacement surgery. Information learned from this study may help other people who have 
knee OA, regarding future exercise programming prescription. 
 
DO I HAVE TO PARTICIPATE? 
Your participation in this study is entirely voluntary, and is based upon your full understanding 
of the study and upon your written consent. If you volunteer to be in this study, you may leave 
the study at any time.  
 
 If, for any reason, you decide not to continue in the study, you may withdraw by informing the 
principal investigators or research coordinator (written or verbal withdrawal). You will have the 
option of including the data that you have provided up until the point of withdrawal in the 
study. This will in no way affect the quality of care you receive at this institution. You may also 
refuse to answer any questions you do not want to answer and remain in the study.  
 
WHAT ARE THE COSTS FOR PARTICIPATING IN THIS STUDY? 
Participation in this study may cause some inconvenience to you (e.g., finding time to 
participate). Parking costs will be covered for assessments (program design, 2 month follow 
up visit, and 12 month follow up visit). Participants will not incur any further costs as a result 
of participation in the study. 
 
WHAT HAPPENS IF I HAVE AN INJURY? 
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If you suffer a physical injury during participation the study, medical care will be provided to 
you in the same manner as you would ordinarily obtain any other medical treatment.  By 
signing this consent form, you do not give up any of your legal rights.  
 
WILL MY RECORDS BE KEPT PRIVATE? 
Your identity will be kept strictly confidential. Consent forms with identifying information will be 
converted to text to have unique identification numbers so that anonymity can be maintained. 
Your files will be kept in either a locked filing cabinet in the JointEffort Office (Active Living, 
University of Calgary) or on a secure password protected computer by the research team. 
You will not be identified by name in any reports of the completed study. Data stored on 
computers will be password protected. Your privacy is protected by legislation that requires 
the researchers and assistants to ensure that access to the records is secure.  
 
You have the right to access, review and request changes to your personal health 
information. Access to your personal health information will take place under the supervision 
of the research team. It is anticipated that the results of this study will be shared with others in 
the following ways: with yourselves; within the research team; within the University of Calgary; 
at conference presentations; and in published articles. The principal investigator will keep any 
personal health information about you in a secure and confidential location for five years and 
then destroy it according to institutional policies.  
 
The research team will keep the information they see or receive about you confidential, to the 
extent permitted by applicable laws. Even though the risk of identifying you from the data is 
very small, it can never be eliminated. 
 
You have the right to be informed of the results of the study. Upon request, results will be sent 
to you. Note that there is typically a period of months to years between your participation and 
publication of final results. 
 
IF I SUFFER A RESEARCH-RELATED INJURY, WILL I BE COMPENSATED?  
In the event that you suffer injury as a result of participating in this research, no compensation 
will be provided to you by the University of Calgary or the researchers. You still have all your 
legal rights. Nothing said in this consent form alters your right to seek damages.  
 
DO THE INVESTIGATORS HAVE ANY CONFLICTS OF INTEREST? 
There are no conflicts of interest to declare related to this project.  
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CONSENT 
 

Title of Study:  A comparison between a standardized (GLA:DTM Canada) and individualized 
(JointEffort) exercise program on functional mobility, quality of life, pain management, and 
inflammatory biomarkers in knee osteoarthritis patients. 

Principal Investigator(s):  Jackie Whittaker PT, PhD         Phone Number(s): (780) 492 5970 

Study Coordinator: Kristen Barton                                     Phone Number(s): (403) 827-2182 
 

 Yes No 
Do you understand that you have been asked to be in a research study?   
 

Have you read and received a copy of the attached Information Sheet?   
 

Do you understand the benefits and risks involved in taking part in this  
research study?   
 
Have you had an opportunity to ask questions and discuss this study?   
 
Do you understand that you are free to leave the study at any time,   
without having to give a reason and without affecting your future medical care? 
 
Has the issue of confidentiality been explained to you?    
 
Do you understand who will have access to your study information?   
 
Do you understand that your data will be kept at minimum of 5 years?   
 
Who explained this study to you? _______________________________________________ 
 

I agree to take part in this study:   
 
Signature of Research Participant _______________________________________________ 
 
(Printed Name)_______________________________________Date:___________________ 
 
Signature of Witness _________________________________________________________ 
 
A Witness line is only required if you anticipate that your participants will be unable to read the 
consent for themselves.  If so, an impartial witness (i.e. not associated with the study team) must be 
present during the entire informed consent discussion and is witnessing that the participant 
understood what was discussed (i.e. not just witnessing the signature process). 
 
I believe that the person signing this form understands what is involved in the study and 
voluntarily agrees to participate. 
 
Per ICH GCP this should be signed by the person who is conducting the informed consent discussion 
(if that is not the Investigator – the person that obtained the consent needs to sign here) 
 
Signature of Investigator or Designee __________________________ Date __________ 

 
THE INFORMATION SHEET MUST BE ATTACHED TO THIS CONSENT FORM AND A 

COPY GIVEN TO THE RESEARCH PARTICIPANT 


