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INFORMATION AND CONSENT FORM 

 
 
Research project title: Evaluation of an advanced practice physiotherapy model of care for 

older adults referred to neurosurgery for spinal pain: a randomized 
controlled trial 
 

Principal investigator of the research  

project: 

François Desmeules, pht, Ph. D., Centre de recherche de l’Hôpital 
Maisonneuve-Rosemont, CIUSS de l'Est-de-l'île-de-Montréal 
 

Co-investigators/sites: Simon Lafrance, pht, M.Sc., Centre de recherche de l’Hôpital 
Maisonneuve-Rosemont, CIUSS de l'Est-de-l'île-de-Montréal, 
Carlo Santaguida, MD, FRCS(C), McGill University 
Julio Fernandes, MD, FRCS(C), Université de Montréal 
Kadija Prerreault, pht, Ph. D., Université Laval 
Brenna Bath, pht, Ph. D., University of Saskatchewan 
Debbie Feldman, pht, Ph. D., Université de Montréal 
Luc J. Hébert, pht, Ph. D., Université Laval 
 
 

Knowledge user: Paul Santaguida, M.Sc., CareAxis 
 

Funding agency: The Canadian Institutes of Health Research (CIHR) 
 

Sites: Nine physiotherapy CareAxis affiliated clinics in the Montreal region 
 
 
INTRODUCTION 

 
We are inviting you to participate in a research project. However, before you agree to participate in this project and 
sign this information and consent form, please take the time to read, understand and carefully consider the following 
information.  
 
This form may contain words that you do not understand. Please ask the principal investigator of this project or a 
member of his/her research staff all the questions you consider useful and ask them to explain to you any word or 
information that is not clear. 
 
NATURE AND OBJECTIVES OF THE RESEARCH PROJECT 

 
The purpose of this project is to compare the current CareAxis model including a single session with the advance 
practice physiotherapist to a new model including 6 sessions with the advance practice physiotherapist in adults with 
neck or low back pain referred in neurosurgery. Standard treatment includes physiotherapy assessment and 
treatment. Treatment may include an exercise program, manual therapy, education regarding the condition and 
advices. The new model comprising 6 sessions includes the same interventions as in the standard treatment but 
repeated over 6 sessions. We are therefore interested in evaluating the efficacy of the one session model compared 
to the 6 sessions model. The current project has two main objectives: 

1. To compare the effectiveness of the current one session model compared to multiple sessions (6 sessions in 
total over a 12-week period) in terms of pain, disability and quality of life.  

2. To compare the two models of care in terms of health care costs and cost effectiveness. 
 
To carry out the research project, we intend to recruit 136 participants, men and women, aged 65 years old and 
over. 
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HOW THE RESEARCH PROJECT WILL PROCEED 

 

This research project will be conducted in nine physiotherapy CareAxis affiliated clinics in the Montreal region. 
 

1. Duration and number of visits 

 
Your participation in this research project will last 6 months and will include 1 or 6 visits (depending on your group). 
The first visit will be 60 minutes in duration, if needed subsequent visits will be 30 to 45 minutes in duration. 
 
2. Nature of your participation 

 
If you accept to participate in this project, your participation will consist of being assessed by a CareAxis advanced 
practice physiotherapist as it would be for your standard care. If you are randomized (one chance out of two) in the 
multiple session group, you will also see the physiotherapist five additional times, for a total of 6 sessions. 
 
You will also complete health care questionnaires (pain, disability and quality of life) and health care resource use 
(rehabilitation, physician visits, medication or other health care usage) four times, during your first visit and after 6, 
12 and 26 weeks following your initial visit. Questionnaires can be completed online on the REDCap secure platform 
or via telephone depending on your preference. The time to complete these questionnaires is estimated at 
approximately 30 to 40 minutes. During your first visit, we will also ask you to complete a satisfaction questionnaire 
regarding the care received in physiotherapy. The time to complete is estimated at approximately 5 minutes. We will 
also ask you to complete a second questionnaire concerning your satisfaction with the care obtained after 26 weeks. 
The answers to these questionnaires will not be disclosed to your physiotherapist or other professionals, only 
members of the research team will have access to that information. 
 
In addition, in order to adequately describe the management of the CareAxis care team, we will take from your 
CareAxis physiotherapy file all the information necessary to describe the received treatment. 
 
INCIDENTAL FINDING 

 
Although they are not subject to a formal medical assessment, the results of all of the tests, examinations, and 
procedures that you will have to do while you are participating in this project may identify previously unknown 
problems, which is called an incidental finding. This is why, in the presence of a particularity, the principal investigator 
of the project will call you. 
 
ADVANTAGES ASSOCIATED WITH THE RESEARCH PROJECT 

 
You may benefit personally from participating in this research project, but we cannot guarantee it. Furthermore, we 
hope that the results obtained will contribute to the advancement of scientific knowledge in this area and to the 
development of better treatments for patients. 
 
RISKS AND DISADVANTAGES ASSOCIATED WITH THE RESEARCH PROJECT 

 
In addition to the time you spend participating in this research project and traveling, you will not encounter any other 
inconvenience related to your participation in the research project. 
 
Since your consent is given remotely, there is a risk of disclosure of your participation to an unauthorized third party 
if this consent form is returned with your signature by email. This can happen if consent is returned to the wrong 
address or if the content of the communication is intercepted and misused. If you would like to consent to the 
research otherwise, please let the research team know and suggest alternatives. 
 
VOLUNTARY PARTICIPATION AND RIGHT TO WITHDRAW 

 
Your participation in this research project is voluntary. You are therefore free to refuse to participate in it. You can 
also withdraw from this project at any time, without having to provide reasons, by informing the research team. 
 
Your decision not to participate in this research project or to withdraw from it will not have any effect on the quality 
of care and services to which you are entitled or on your relationship with the teams that provide them. 
 
The principal investigator of this research project, the Research Ethics Board of the CIUSSS (Centre intégré 
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universitaire de santé et de services sociaux [Integrated University Centre for Health and Social Services]) of the 
Est-de-l’Île-de-Montréal region or the funding agency may terminate your participation, without your consent. This 
may happen if new discoveries or information indicate that your participation in the project is no longer in your best 
interest, if you do not follow the research project instructions, or if there are administrative reasons for abandoning 
the project. 
 
However, before you withdraw from this research project, we suggest that you contact us. 
 
Unless you advise otherwise, if you withdraw or are withdrawn from the project, the information and material already 
collected in the context of this project will nevertheless be stored, analyzed, or used to ensure the integrity of the 
project. 
 
Any new knowledge acquired during the course of the project that could affect your decision to continue participating 
in this project will be communicated to you quickly. 
 
CONFIDENTIALITY 

 
While you are taking part in this research project, the principal investigator of this project and members of his/her 
research staff will collect information about you in a research file; this information is needed to meet the scientific 
objectives of this research project. 
 
This information may include information contained in your medical record, concerning your past and present health, 
your lifestyle, as well as the results of all the tests, examinations, and procedures that will be carried out. 
 
All the information collected will remain confidential to the extent provided for by law. You will be identified only by 
a code number. The key to the code linking your name to your research file will be kept by the principal investigator 
of this research project. 
 
The encoded research data may be transmitted by the principal investigator of the project to his collaborators. 
However, the principal investigator and the people to whom he/she transmits the research data are required to 
comply with the confidentiality rules in force in Quebec and in Canada, regardless of the country. 
 
The principal investigator of this research project will keep these research data for at least 7 years. 
 
The research data may be published or be the subject of scientific discussions, but it will not be possible to identify 
you. 
 
For the purposes of monitoring, control, protection, and safety, your research file and your medical records may be 
consulted by representatives of the funding agency, the institution or the Research Ethics Board of the CIUSSS of 
the Est-de-l’Île-de-Montréal region. All these individuals and organizations adhere to a confidentiality policy. 
 
You have the right to consult your research file to verify the information collected and to have it corrected as needed. 
Furthermore, access to certain information before the end of the study could involve removing you from the project 
in order to preserve its integrity. 
 
POSSIBILITY OF MARKETING 

 
The research results stemming from your participation could lead to the creation of commercial products. However, 
you will not be able to receive any financial benefit from this. 
 
FUNDING FOR THE RESEARCH PROJECT 

 
The principal investigator of this research project has received funding from the funding agency to conduct this 
research project.  
 
COMPENSATION 

 
You will not receive financial compensation for your participation in this research project. 
 
IN THE EVENT OF INJURY 

 
Should you suffer any injury whatsoever following any procedure related to this research project, you will receive all 
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the care and services that your health condition requires. 
 
By agreeing to participate in this research project, you do not waive any of your rights or release the principal 
investigator of this research project, the funding agency, or the institution from their civil and professional liability. 
 
IDENTIFICATION OF CONTACT PERSONS 

 
If you have questions about the research project or if you have any problem that you believe is connected to your 
participation in this research project, you can contact the investigator in charge of the research project, François 
Desmeules, Pht, Ph.D., at 514.252.3400, extension 5607. 
 
For any question concerning your rights as a participant in this research project or if you have any complaints or 
comments to make, you can contact the Service Quality and Complaints Commissioner for the CIUSSS of the Est-
de-l’Île-de-Montréal region at 514-252-3400, extension 3510. 
 
MONITORING THE ETHICAL ASPECTS OF THE RESEARCH PROJECT 

 
The Research Ethics Board of the CIUSS of the Est-de-l’Île-de-Montréal region has approved and will monitor the 
project. For any information, you can contact the Board's administrative office at 514-252-3400, extension 5708. 
 
 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2021-053004:e053004. 11 2021;BMJ Open, et al. Lafrance S



 

Information and consent form 
CER-CEMTL 2021-2261 – Adult participant - Version of 2020/01/05. Page 5 of 5 

Research project title: Evaluation of an advanced practice physiotherapy model of care for 
older adults referred to neurosurgery for spinal pain: a randomized 
controlled trial 

 
SIGNATURES 

 
 
Participant’s signature 

 
I have read the information and consent form. The research project and this information and consent form have been 
explained to me. My questions have been answered and I have been given enough time to make a decision. After 
thinking it over, I consent to participate in this research project under the conditions set out in this form. 
 
I authorize the research team to access to my physiotherapy file. 
 
If my consent is returned by email, I understand that this increases the risk of disclosure of my participation to 
unauthorized third parties. 
 
I authorize the principal investigator of this research project to contact me to ask whether I am interested in 
participating in other research projects. 
 

Yes  No  

 
 
 
 

Participant's name Signature Date 
 
 
Signature of the person obtaining consent 

 
I have explained the research project and this information and consent form to the participant, and I have answered 
the questions he/she asked me. 
 
 
 

Name of the person obtaining consent Signature Date 
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