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INFORMATION AND CONSENT FORM
(For participants)

Title of the research project: Evaluating Tools to Communicate Scleroderma Research Results to Patients
Short title: Tools to Communicate Research Results

[bookmark: _heading=h.30j0zll][bookmark: _heading=h.1fob9te]Introduction
You are being invited to participate in this study because you are a person living with scleroderma. This research is carried out to test different communication tools designed to share scleroderma research results with patients. Our research team invites you to participate in this research project because you have scleroderma, are 18 years or older, speak English or French, and have access to the Internet. We would like your feedback on one communication tool that shares information on a recently published study. 

In order to make an informed decision, you have the right to know the purpose and procedures used in this research project as well as the potential benefits, risks, inconveniences and compensation associated with it. 

Before agreeing to participate in this research project, please read the information contained in this consent form. You may contact the research team and ask as many questions as you deem necessary to understand the implications of your participation (see Contact Information section). You do not have to participate in this research project if you do not wish to. Declining to participate will not affect your relationship with the research team. If you decide to participate in the research project, you will be asked to consent electronically at the bottom of this page.

Nature and objectives of the research project
[bookmark: _heading=h.3znysh7]The SPIN team is looking to develop and test different communication tools, to improve how information on scleroderma research is disseminated to patients. The purpose of this study is to compare dissemination tools to determine which are most effective in facilitating understanding of research results. 

Research project procedures
Your participation consists of giving 10-15 minutes of your time to view a research communication tool and answer an online questionnaire on your opinions and impressions of the communication tool. These research activities can be completed at a time that suits you. 
Communication tool – Once you have consented to participate, you will be shown a communication tool summarizing the main content and findings of a recently published study on scleroderma.
Questionnaire - After viewing the communication tool, you will be asked to complete a set of questions online, using the Qualtrics platform, on your opinions and impressions of the communication tool. It will take about 10-15 minutes to view the tool and answer the questions. If there are some questions you do not want to answer, you are not obliged to. 

[bookmark: _heading=h.2et92p0][bookmark: _heading=h.tyjcwt]Risks and inconveniences of participating in this research project
Physical Risks
As this research involves viewing a communication tool and answering questions only, we do not anticipate there will be any physical risks from your participation.
Psychological Risks
This study is of minimal risk and we do not anticipate there will be any psychological risks from your participation. You can view the communication tool and complete the questionnaire at a time that is suitable to you. If you are unsure about anything you have read in the research articles disseminated in the tools, you can speak to your rheumatologist about this.
Risks of breach of confidentiality
Information about you will be collected electronically, using the Qualtrics survey platform. The investigator responsible for this research takes measures to protect your personal data (see the “Confidentiality” section below).
Inconveniences associated with your participation in research
[bookmark: _heading=h.3dy6vkm]We do not anticipate that there will be any inconveniences from participating in this study.

[bookmark: _heading=h.1t3h5sf]Potential benefits of participating in this research project
We cannot guarantee that you will receive any personal benefit from participating in this research project. However, information learned from this study may lead to significant improvements to SPIN’s communication tools, which may benefit other patients in the future. 
Declaration of conflict of interest
The researcher responsible for this research has no conflict of interest to declare.
[bookmark: _heading=h.4d34og8]
Compensation
You will not receive any financial compensation for your participation in this research project.

[bookmark: _heading=h.2s8eyo1]Confidentiality
The Principal Investigator (Dr. Brett D. Thombs) is responsible for the confidentiality and security of research data. 
All data collected (including personal information) will remain confidential within the limits provided by law. To protect your privacy, you will be assigned a unique participant identification number within the study data system, to make sure your data is not associated directly with your name. Your data will be kept in an encrypted database. Only requests authorized by the principal investigator (Dr. Brett Thombs) will be granted access to this encrypted information. While the researcher responsible for the research is committed to protecting your data by taking all possible precautions to avoid a breach of confidentiality related to the use of these technologies, it cannot be guaranteed that these safeguards will be 100% effective. 
[bookmark: _heading=h.17dp8vu][bookmark: _heading=h.p0znamlltg5m]Research data will be stored for 15 years after the end of the research by the researcher responsible for this research project, after which we will destroy all potentially identifying information in a secure manner and retain only the minimal information needed to reproduce our study findings.
[bookmark: _heading=h.436fl396ejjc]For monitoring, control, protection and security purposes, your research file as well as your medical records may be examined by regulatory bodies in Canada as well as by authorized representatives of the CIUSSS du Centre-Ouest-de-l'Île-de-Montréal research ethics committee. These people and organizations will have access to your personal data, but they adhere to a privacy policy.

[bookmark: _heading=h.3rdcrjn]Voluntary participation and right to withdraw
Your participation in this research project is voluntary. You are free to refuse to participate. You can withdraw from this research project at any time, without having to give reasons, by informing the researcher in charge of this research or a research team member.
Your decision not to participate in this research project or to withdraw from it will have no impact on your relationship with the research team. If you withdraw from the research project, no further data will be collected. The data already collected as part of this research will nevertheless be kept, analyzed or used to ensure the integrity of the research project, as specified in this information and consent form.

Future use of data, Communication and Publication of research results
Future use of data: If you allow it, the data collected from you could be used for future research projects related to this research or for other future research, with appropriate ethics review and approval.
Communication and publication of research results:
This research will present its results in an aggregated form (the results of all research participants are combined), and no identifying information about individual participants will be included in reports, publications, or other research communications. 

Should you suffer harm
By agreeing to participate in this research project, you do not waive any of your rights and you do not release the lead researcher and the establishment from their civil and professional liability. If you should suffer any harm whatsoever as a result of any activity related to this research project, you will receive all necessary medical care or social services.

[bookmark: _heading=h.26in1rg]Contact information
Thank you for taking the time to read the information about this study. If you have any questions or experience problems in connection with this research project, or if you wish to withdraw from it, you can contact the SPIN Team at spingeneral@gmail.com or at 1-800-370-5099 (Canada and USA toll-free).  
For any questions regarding your rights as a participant in this research project or if you have any complaints or comments to make, you can contact the local quality and complaints commissioner of the CIUSSS du Centre-Ouest-de-l’Île-de-Montréal at (514) 340-8222 ext. 24222.

Declaration of Ethics Approval
The psychosocial research ethics committee (PSY) of the CER of the CIUSSS du Centre-Ouest-de-l'Île-de-Montréal has given its ethical approval to the research project and will ensure its follow-up.


CONSENT

[image: /var/folders/q2/55p_mfbs4ll9sz16v3959zgmw8mps_/T/com.microsoft.Word/Content.MSO/77199946.tmp] I have read the consent form and I consent to participate in this SPIN study to review and rate communication tools. 
	After consenting, participants will continue to the communication tool and questionnaire.
 
[image: /var/folders/q2/55p_mfbs4ll9sz16v3959zgmw8mps_/T/com.microsoft.Word/Content.MSO/77199946.tmp] I have read the consent form and I do not consent to participate in this SPIN study to review and rate communication tools. 
	After declining to participate, the survey will close.
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