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Information and Consent Form

Title of research project:

Research Team:

Research project Supervisor 

Full name

Position (professor, researcher, Master’s student, Doctoral student, etc.)

Polytechnique Montréal – Department of [SPECIFY]
Telephone: 1-514-340-4711 ext.  xxxx
Email: 

Co-supervisor

Full name 

Position

University or faculty affiliation

Under the direction of 

Full name

Position

Polytechnique Montréal – Department of [SPECIFY]
Telephone: 1-514-340-4711 ext.  xxxx

Email: 

Research project funding:
This research project is funded by [Company name, CRNSG, CRSH, IRSC, FQRNT... ].

Conflicts of interest

The research team does not have a conflict of interest in terms of the present research project.

Preamble
We are inviting you to participate in a research project that seeks to [general summary of research project’s main objectives (ex: understand how to get dynamic images of the human body using the innovative new XYZ technology).  

Prior to consenting to participating in this research project and signing this consent form, please take the time to fully read all the information provided. 

We invite you to ask any and all questions you consider relevant to the research project supervisor, or to any team member, and to request clarification for any word or concept that is unclear to you. We also invite you to request guidance from any individual from whom you judge appropriate, in regards to your participation. 

Overall presentation of the research project
The main objectives of the research project are: [list the realistic objectives of the research project, in both the short- and long-term].

To achieve our objectives, we will [succinctly explain the major steps of you research project in clear and non-technical terms, avoiding jargon, or acronyms. Indicate what you hope to demonstrate, and what will be required of participants. If participants are experts in a certain field, you may use more current technological terminology appropriate to the field of study (for example: we will perform tests with 100 individuals in order to determine the muscular strength required to use our apparatus.)].

Inclusion and exclusion criteria

For this research project, we are recruiting individuals that [describe the criteria specifically; using bullet points may help participants to understand. Explicitly indicate what criteria will exclude participants (for example: You may not participate in this study if you have received a diagnosis of X disease). 

Nature and duration of your participation in the research project

[DESCRIBE THE RESEARCH PROJECT IN A CLEAR AND UNDERSTANDABLE WAY FOR ANY PARTICIPANT. ONE PARAGRAPH PER ACTIVITY]

Risks which may stem from participation in this research project:
If the research project does not have any specific risks, write: the present activity should not present greater risks than those encountered in daily life.

If the research project does have specific risks, write
: Your participation in this research project comprises certain risks:

· [LIST RISKS, INDICATING THEIR NATURE, GRAVITY, AND PROBABILITY. For example: “Use of a virtual reality helmet may cause headaches that should disappear after its use has ended.”  etc. ]

In order to reduce the risks associate with this research project, the research team will: [INDICATE THE MEASURES TO BE TAKEN BY RESEARCHERS IN ORDER TO REDUCE RISKS ASSOCIATED WITH THE PROJECT. For example “We will take frequent pauses in order to reduce the risks of headaches in participants. Participants may also request a pause at any time.”].
Inconveniences that may stem from your participation in this research project

Describe the main inconveniences, and the measures that will be taken to reduce them. For example: “Some questions may make you uncomfortable due to their personal nature. You are free to answer or not answer these questions.” 
Advantages that may stem from your participation in a research project
[INDICATE THE ANTICIPATED PERSONAL ADVANTAGES AND BENEFITS OF PARTICIPANTS (For example, your participation will enable you to get a profile of your cardiac and respiratory performance because of your VO2/MAX results). In the event that no direct benefits are anticipated for participants, write: You will receive no personal benefit from your participation in the present research project. Regardless, your participation will permit advances in the field of XYZ or will improve understanding of XYZ phenomenon or technology].
Financial Compensation 

INDICATE THE NATURE, MEANS OF OBTENTION, AND MEANS OF COMPENSATION.
Compensation in the event of participant injury / damages 
If your participation in the research project results in any injury whatsoever, you in no way wave your legal rights, nor relieve researchers, funding organizations, and Polytechnique Montréal of their professional and legal responsibilities.

Voluntary participation and possibility of ceasing participation:

Your participation in this research project is voluntary. Thus, you are free to cease participating at any time, and can decide to cease participation in the activity without having to justify yourself, and without risk of prejudice. To cease participation in the activity, please verbally notify the appropriate individual on the research team.

If participant data can be deleted once the participant has left the research project, write: In the event that you cease participation, you can request that your data be destroyed. Note however that once analysis has been completed and results have been published and disseminated, it will be impossible to delete data or results that your participation has provided.

If participant data cannot be deleted once the participant has left the research project, write: Note that it will be impossible to delete data your participation has provided, should you decide to cease participation in the research project. [Explain why the data and/or results cannot be deleted].
Throughout your participation in this research project, you will receive pertinent information relevant to your participation. 

The research team and the Comité d’éthique de la recherche (Research Ethics Committee) reserve the right to remove you from a research project if you do not respect guidelines, if there are potential administrative reasons to remove you, if your participation is no longer safe, or for any other reason related to the feasibility of the research project. Should such a situation arise, the Research Team will inform you as quickly as possible.  

Confidentiality and protection of personal information 
The research team will collect and store all personal data in a secure manner, and will respect and protect its confidential nature.

The following is how we will protect your personal information during collection:

· [INDICATE WHAT PERSONAL INFORMATION WILL BE COLLECTED AND THE PHYSICAL AND COMPUTER-BASED PROTECTIVE MEASURES THAT WILL BE TAKEN]

The following is how we will protect your personal information during data analysis and transfer between team members:

· [INDICATE WHAT PERSONAL INFORMATION WILL BE COLLECTED AND THE PHYSICAL AND INFORMATION-MANAGED BASED PROTECTIVE MEASURES THAT WILL BE TAKEN]

The following is how we will protect your personal information during result publication:

· [INDICATE WHAT PERSONAL INFORMATION WILL BE COLLECTED AND THE PHYSICAL AND INFORMATION-MANAGED BASED PROTECTIVE MEASURES THAT WILL BE TAKEN]

The following is how we will protect your personal information after the end of the research project:

· Your data will be stored by the Research Team, for a period of [7 years, 10 years, 25 years or other timeframe, as per (see application form)] after the research project has come to an end.

· [INDICATE WHAT PERSONAL INFORMATION WILL BE COLLECTED AND THE PHYSICAL AND INFORMATION-MANAGED BASED PROTECTIVE MEASURES THAT WILL BE TAKEN]

If the research project entails a group discussion, it is important to remind participants of the following: In order to maintain the confidentiality of group discussions, we request that you use your discretion, and do not divulge what is discussed during group sessions with those who are not a part of the research project. 

You have the right to view your research data profile to verify the accuracy of information gathered for as long as the research team or Polytechnique Montréal have said information. Note however, that in order to preserve the scientific integrity of the research project, some information will only be accessible upon the research project’s completion. 

Dissemination of research results 

[INDICATE HOW PARTICIPANTS WILL BE INFORMED OF RESEARCH RESULTS]

Compensation in the event of participant injury / damages 
If your participation in the research project results in any injury whatsoever, you in no way wave your legal rights, nor relieve researchers, funding organizations, and Polytechnique Montréal of their professional and legal responsibilities.
Reference and resource people
If you have questions about scientific aspects of the research project, or to cease participation in the study, please contact: FULL  NAME at (514) 340-4711, ext. XXX or via email at XXX. 

For all concerns regarding your rights or the responsibilities of the research team in regards to your participation in this project, you can contact the Comité d’éthique de la recherche at Polytechnique Montréal at 514-340-4711, ext. 4420 or via email at: ethique@polymtl.ca

Consent to participation in a research project
1. I have read and understood the attached documentation, which describes the nature and the process of the research project, as well as the risks and inconveniences that this project may incur. 

2. I understand that I have the right to satisfactory answers in response to any questions that I have in regards to my involvement in this project, and this, throughout my participation therein.

3. I freely consent to participation in this research project, after having had the time to consider it, to my complete satisfaction. I confirm having felt no pressure to participate. 

4. I understand that as a participant in this research project, I do not renounce any of my rights, nor do I waive researcher’s legal responsibilities. 

5. I understand that I can consult the research data profile that the research team has created with my data.

6. I can, at any time, with verbal warning, decide to immediately cease participation, and that at that time, I will immediately be freed from my commitment.  

7. I have received a copy of the present document.

[INCLUDE SPECIFIC CONSENT INFORMATION HERE]

	Participant first and last name 

(block letters)
	
	Participant signature 

	
	
	  Date:



Research team commitment 
I hereby confirm that I myself, or a representative, has explained to the above-mentioned individual the nature of their participation in the present research project, have asked if they have questions, and have answered any questions posed. I or we have clearly indicated that the individual remains free to cease participation in the study at any time, via simple verbal notification. I, along with the research team, commit to respecting the modalities described in the present consent and information form, and I declare having provided a signed copy of the latter to the individual concerned. 

	Supervisor first and last name 
(block letters)
	
	Supervisor signature 

	
	
	  Date:



	Student first and last name
(block letters)
	
	Student signature

	
	
	  Date:



�The following sections must be included in the Information and Consent Form, for all research projects that involve human beings. 





 Ensure you complete the sections highlighted in blue, then remove the highlighting.


Make the information clear, and adapt it to the knowledge level of prospective participants (i.e. scientific literacy, educational level, language and linguistic abilities, etc.)


According to the context and nature of the research project, it may be possible to eliminate some paragraphs if they are not pertinent. These choices must be justified to the Comité d’éthique de la recherche (CÉR).


The present form is a basic overview. All information which is likely to improve the understanding of prospective participants and likely to increase ease of understanding may be added.


Remove these inserted comments once the form is complete.





�List the Research Team, but limit contact information to a single individual in order to avoid confusion.


�If there are co-supervisors, please indicate them here.


�If the project is lead by students, the individual responsible for the team should be indicated here. 





If the project is not lead by students, please remove this section from the form.


�When indicating funding sources, it is helpful to add “funding agency (provincial or federal)” so participants understand the nature of the funding agency listed.


�If there is a conflict of interest, indicate it and describe it here. 





First and last name indicates specifically who is in a conflict of interest for this research project. [DESCRIBE THE CONFLICT OF INTEREST AND WHAT WILL BE DONE TO MANAGE IT]


��In a clear and easily understandable way:





Describe the tasks to be completed (i.e. answer a questionnaire, complete an interview, receive a treatment), the themes (ex. you will be asked about your state of health, your well-being) the , activities, the various procedures involved (i.e. being photographed, you will be filmed, a muscle sample will be taken from your arm, etc.), etc.


Indicate the place, duration, and number of meetings with the research team (i.e. duration of each meeting and total duration of all meetings. For example: three meetings of 30 minutes each, every six months, over a total of 18 months) A summary in table form, may help present this information. 


If you are using a complex machine, an immersive virtual environment, or apparatus that could be considered unusual, adding a picture featuring someone using said apparatus may help participants understand its use.





�For interviews: Describe the process of and the themes that will occur during the interview, indicate the expected duration and location of the interview, etc. 





For physical tests: Describe what participants will be asked to do (ex: run at high speed, jump laterally, have an x-ray in a certain position, have blood samples taken, etc.) and indicate the expected duration of the test.





For psychological tests: Describe what participants will be asked to do (ex: answer questions about their well-being, anxiety levels, etc.,) and indicate the expected duration of the test. 





For video, audio, or photographic recordings: Describe what will be recorded and how recordings will be used. Justify why recordings must be made as part of the study (ex: we will film participants during an activity to measure movements using video analysis software. etc.).


�According to the ÉPTC (transl: “risk is a function of the gravity or seriousness of the injury and the probability that this will occur in participants or others.” (� HYPERLINK "https://ethics.gc.ca/fra/tcps2-eptc2_2018_chapter2-chapitre2.html" \l "b" ��Chapter 2, Part B�). Risk level is thus measured according to these criteria. Risks may be diverse in nature, and must be precisely described for participants:


Biomedical (lesions, bruises, fractures, loss of consciousness, etc.)


Psychological (traumatic memories, suicidal thoughts, etc.)


Social (stigma, discrimination, damage to private life or reputation, etc.)


Legal (arrests, professional ethics committee, etc.)


Hierarchical (being fired, criticism from peers, etc.)


Relational (family ties, friendships, etc.)


Economic (access to care and services, loss of salary, etc.)


Computer/data (loss of confidential information, identity theft, etc.)





�Inconveniences are physical or psychological discomforts that the participant may experience as a result of participation in the study   (ex: study time commitment, feeling claustrophobic during an MRI, fatigue after a training session, time required to travel to the research centre, home visits, affixing of position markers on individuals’ bodies by a team member, administration of tests, possible embarrassment in terms of subjects discussed, painful memories, etc.).





Be realistic and reasonable.


� Compensation may be offered to recompense participants for loss of time, or fees incurred from participation in the research project (ex. travel fees, parking fees, childcare fees, etc.).





Compensation may also encourage research project participation, but must not be able to be qualified as excessive or overly convincing. (Refer to EPTC (in French), � HYPERLINK "https://ethics.gc.ca/fra/tcps2-eptc2_2018_chapter3-chapitre3.html" \l "1" ��Art. 3.1, « Incitations »�)





• Mention the nature of the compensation (ex. cash, gift card, reimbursement of meal or parking fees, etc.) 


Mention the conditions of receiving said compensation or incentive (ex. cash provided at the conclusion of the study, pro rata according to participation, etc.).


• Mention all freebies offered to participants and things that may be perceived as compensation (ex. ability to keep an item after the study has concluded, products provided, etc.)


• In the event a participant leaves the study, if compensation is monetary, the participant must receive the full amount. If the  compensation was distributed over time, compensation will be provided to the participant on a pro rata basis, as per their  participation.


• In the event of a draw, describe: prize attribution, date and place where winners will be revealed, how prize winners will be notified, and where prize winners can obtain their prizes. 


• If no compensation is offered, indicate: You will receive no financial compensation for your participation.


�Some research projects expose participants to clinical or medical  procedures which may cause physical or psychological injury. The following clause in italics must be added, and adapted to reflect the realities of your specific research project:





If you become injured after or upon [explain the potentially problematic procedure (ex: administration of a medication or a procedure related to the study], you will receive immediate assistance and health care, without incurring any fees. 





�Nature of identifying data.


Directly identifying information – the information identifies a specific individual through direct identifiers (e.g., name, social insurance number, personal health number).


Indirectly identifying information – the information can reasonably be expected to identify an individual through a combination of indirect identifiers (e.g., date of birth, place of residence or unique personal characteristic).


Coded information – direct identifiers are removed from the information and replaced with a code. Depending on access to the code, it may be possible to re-identify specific participants (e.g., the principal investigator retains a list that links the participants’ code names with their actual names so data can be re-linked if necessary).


Anonymized information – the information is irrevocably stripped of direct identifiers, a code is not kept to allow future re-linkage, and risk of re-identification of individuals from remaining indirect identifiers is low or very low.


Anonymous information – the information never had identifiers associated with it (e.g., anonymous surveys) and risk of identification of individuals is low or very low.


(Source: TCPS2, 2018: chapter 5)





Examples of measures:


Your name or identity will not appear in any report; 


Various research documents will be coded, i.e. your name will be replaced with a code, and only the primary researcher will have access to the names and codes list.  


Research will be published in scientific literature, and will be a part of presentations, but it will not be possible to identify you. 


If you accept that data will be retained for this project, the list linking your name to a code will be destroyed. It will thus no longer be possible to identify you and to remove data your participation provided.


 Research project data may be published in scientific journals or with others during scientific discussions. Regardless, no scientific or commercial publication or issuance of results will contain information liable to lead to your identification.


�It is important to clarify the following elements:


 Indicate if data will be destroyed after the study has concluded.


 In the case of interviews, indicate the existence of a transcript, and what will be done with recordings once transcription has been completed. 


 Indicate the conditions under which a secondary use may occur. 


 If data is Open Access, indicate and describe protective measures for this specific context.  


 If data must be provided as per federal funding agency requirements, indicate the conditions under which this data transfer or communication is to take place.


�Describe the means used to disseminate general results to participants, in a format that takes into account the language and educational abilities of participants (i.e. do not provide a scientific article unless participants are able to understand the content).


In terms of thank yous and in order to maintain good relations between researchers and participants, favour a proactive dissemination of research results (ex. a summary on your web page, transmission via email, summary in an employee newsletter, presentation in schools, make results available to  participants and their communities via a flyer summarizing research results, etc.)


�If there are two separate individuals, write a paragraph for each individual’s specific responsibilities within the study. (ex. Person X answers questions, Person Y manages the research team, etc.) 


�If specific consent must be sought, include it here. For example:


 


Access to a personal information file 


I accept that my [indicate the type of file] will be consulted by the research team during [indicate the expected duration of consultation via obtaining consent] in order to obtain  [indicate data sought or files to be consulted].


Yes  No 





Prospective secondary use


If you expect to use data gathered for an additional use other than that whjch is outlined for the research project described herein (ie you foresee another prospective use), it is necessary to obtain consent from participants for this secondary use. Note that creating a database may require specific guidelines.





I accept that data gathered in the context of the current research project will be used [indicate how the data will be used ], conditional to approval by the Comité d’éthique de la recherche. Yes  No 





Photo, audio or video recordings


I consent to [photos or audio or video recordings] wherein I appear, to be used in the context of [explain the publication context]. I understand that my [ image and/or voice] will be broadcast to the [public] and that it will be possible to recognize me.


Yes  No 
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