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INSTRUCTIONS
    

Study Title:  insert study title as written on the protocol

INFORMATION SHEET – CONSENT GIVEN IMPLICITLY
Instructions:

This Informed Consent Form (ICF) template has been designed to meet current regulatory and ethical standards. It is important that you follow the prescribed structure and format as set out in this template.

How to use this template  
· Please delete suggested text/examples in blue font if they are not relevant to the specific protocol

· Please ensure that all text included in the study ICF is applicable/appropriate to your study  
· Please read carefully the instructions in italics/grey background and  adapt text in Turquoise highlighting to your the research study (e.g., to select from the available options highlighted)

When writing your stUDY consent form, please remember to:
· Delete this instructional page prior to submitting your consent

· Use plain (lay) language that is easy for a non-medical person to understand and is appropriate for the study population; grade 8 is the recommended level.

· Use a size and font of text that is consistent and easy to read (size 11 or larger is recommended)

· Define all acronyms and abbreviations when they first appear

· Use the term « study doctor » when referring to physicians involved in the research, to ensure there is no confusion with the treating or primary care doctors.  Non-physician investigators should be referred to as « researchers »
· Ensure that the final document is properly formatted and free of spelling or grammatical errors and the pronoun « I or you » should be use consistently throughout a text, since they are not always interchangeable. Should bilingual documents be submitted ensure that versions of the document are congruent (e.g. that the match for content, style and intent).
· After all edits have been made, all text should be black 
REMINDER: 

The ICF is only a component of the informed consent process.  Researchers still need to have an informed discussion with, and respond to any questions raised by, participants. Consent is an ongoing process throughout the conduct of the study to ensure consent for participation is maintained.

Delete this instructional page prior to submitting your consent to the REB
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INFORMATION SHEET – 



CONSENT given implictly and anonymous OR confidential

Hôpital Montfort REB file #:  insert number 
Principal Investigator: insert name, department/if affiliate and telephone or pager number
Site Investigator: insert name, department and telephone or pager number
Sponsor/Funder(s): Insert the name of the Sponsor or, if applicable, the funder(s) of the research
CONFLICT OF INTEREST 

Describe any conflict of interest that exists or may appear to exist as it relates to any of the investigators, study staff or member of their immediate family.  A conflict of interest exists if there is a potential benefit to the investigator(s), study staff or member of their immediate family beyond the professional benefit from academic achievement or presentation of the results.  Examples include, but are not limited to, speaker’s fees, travel assistance, consultant fees, honoraria, gifts, and intellectual property rights such as patents.  A declaration of conflict of interest should include the identity of the person with the conflict of interest, the type of incentive or inducement, and its source.  See examples below.

There are no conflicts of interest to declare related to this study. 

or
The insert recipient of funding e.g., hospital is receiving financial payment from the Sponsor/Funder to cover the cost of conducting this study.

PROJECT DESCRIPTION
You are being invited to participate in a research study. You are invited to participate in this study because explain the main features of the population to which the research applies. This consent form provides you with information to help you make an informed choice. Please read this document carefully and ask any questions you may have.  All your questions should be answered to your satisfaction before you decide whether to participate in this research study.

The purpose of this study is to explain the purpose of the study.  
INVITATION TO PARTICIPATE 
Your participation will consist of answering a questionnaire(s) provide information about the number and timing of questionnaires e.g., before you begin the study and then every two weeks for a year. The purpose of the questionnaire(s) is/are include description of purpose e.g., to understand how the study intervention and illness affects your quality of life.  Each questionnaire will take about indicate estimated time to complete in minutes to complete. Even though your answer to every questions is important for the study, you have the right to not answer any of the questions or you may choose to leave the study at any time if you experience any discomfort.Taking part in this study is voluntary and you do not need to justify your decision to withdraw. It will not be possible to identify you (ex. name, address by answering the questionnaire(s). Thus if you decide to end your participation it will not be possible to ask to withdraw/erase the information collected after having submitted your questionnaire(s). The information you provide is for research purposes only.  Some of the questions are personal.
If the questions are of a sensitive nature, explain that they might experience emotional distress, explain what should they do and what type of help will be provided if this happens.
Other Option
Your participation will consist of answering a questionnaire(s) provide information about the number and timing of questionnaires e.g., before you begin the study and then every two weeks for a year. The purpose of the questionnaire(s) is/are include description of purpose e.g., to understand how the study intervention and illness affects your quality of life.  Each questionnaire will take about indicate estimated time to complete in minutes to complete. Even though your answer to every questions is important for the study, you have the right to not answer any of the questions or you may choose to leave the study at any time without justification. You can choose to end your participation in this study (called withdrawal) at any time without having to provide a reason.  If you choose to withdraw from the study, you are encouraged to share your decision by contacting a member of the research study team identified in this form. This will also allow you to confirm that the information that was collected about you before you withdrew can be used or to ask not to use it in the study and destroyed. If the research team can use the information it will be kept according to the measures describe below for all participants.
If the questions are of a sensitive nature, explain that they might experience emotional distress, explain what should they do and what type of help will be provided if this happens.
If questionnaires include medically relevant information, but won’t be reviewed, include the following:

Even though you may have provided medical information on a questionnaire, these responses will not be reviewed by your physician/health care team - if you wish them to know this information please bring it to their attention. 

ANONYMITY AND DATA CONSERVATION 

If participants are asked to complete the questionnaires online, please specify where the server is located by adding a sentence like this: 

All answers to the online questionnaire will be stored on the Monkey Survey servers located in the United States, which explains why the data is subject to the American laws more specifically the US Patriot Act. OR The online questionnaire(s) will be made available using servers hosted in Canada (name the city), thus protected under Canadian access to information laws. You are not identified (anonymous) in this study. Since it will be impossible to identify you it will also be impossible to link your answers to you.
NB: If data is transferred or shared between several sites, specify the data conservation methods used at each site).
Other option
CONFIDENTIALITY AND DATA CONSERVATION 
All answers to the online questionnaire will be stored on the Monkey Survey servers located in the United States, which explains why the data is subject to the American laws more specifically the US Patriot Act. OR The online questionnaire(s) will be made available using servers hosted in Canada (name the city), thus protected under Canadian access to information laws. You have the researcher’s assurance that the following steps will be taken to protect your confidentiality:
During the research study:

· Your name or initials will be replaced with a code or pseudonym etc. on all the records and information gathered for the research; 
· All research records will be kept confidential and, to the extent permitted by the applicable laws and will not be disclosed or made publicly available, except as described in this consent document;
· Only the lead researcher will be able to access the list of names and their code, also that list will be stored separately from the other information collected by the research project; 
· Only the coded information will be accessible to the people involved in research;
· Even though the likelihood that someone may identify you from the study data is very small, it can never be completely eliminated. 
· All the information collected on paper will be securely stored in a locked cabinet in a looked room and electronic data it will be stored in encrypted file and access will be password protected for (specify amount of time).
NB: If data is transferred or shared between several sites, specify the data conservation methods used at each site).
Sharing of research study results
· Participants name will not be used when the research results are published or reports;
· Results will be shared in consolidated form or general groupings overall, no individual results will be reported;

· Upon request you may obtain a summary of the results once the entire study is complete. Would you like to receive a summary of research results? (check the appropriate box) 


☐ Yes
☐ No

Please indicate how to send you the summary: ________________________________

After the research is completed

· The list linking the names to a code will be destroyed the information collected will then be anonymous and it will then be impossible to identify the participants.
COMPENSATION 

You will not be receiving any compensation for my participation in the study.

OR If you decide to participate in this study, you will receive $ (specify amount of payment including indication of payment interval if applicable e.g., every three months)
ACKNOWLEDGEMENT

Your contribution in the study is valuable since it will allow us to complete the project. Thus we would like to thank you for the time you have spent participating with us in the study.
ADDITIONNAL lNFORMATION OR QUESTIONS 

For any further information concerning this study, please contact the researcher or the researcher’s supervisor.
For information concerning ethical aspects of this study, I may contact the Hôpital Montfort Research Ethics Board, by telephone at 613-746-4621, extension 2221, or by email at ethique@montfort.on.ca. 
CONSENT
I understand that by answering the questionnaire(s) and returning it/them to the researcher I implicitly consent to participate in the research project conducted by (researcher’s name or name of student supervised by professor’s name). 

Acceptance: By checking the box, «I agree to participate» below, I confirm that:

1.  I understand what is being asked of me based on the information above;

2.  I understand that my participation is voluntary and that I may choose not to answer certain questions or to withdraw from the study at any time;

3.  I understand the confidentiality limits specified above.

 FORMCHECKBOX 
 I agree to participate. *
 FORMCHECKBOX 
 I do not wish to participate.*

(*for paper forms, you may simply refrain from answering or returning the questionnaire(s) in order not to participate). 
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