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INTRODUCTION
We are inviting you to take part in this research study because you Click here to enter text.

However, before you accept to take part in this study and sign this information and consent form, please take the time to read, understand and carefully examine the following information. You may also want to discuss this study with your family doctor, a family member or a close friend.
We invite you to speak to the researcher responsible for this study (“the researcher”) or to other members of the research team and ask them any questions you may have about this study. Please also ask a member of the research team about any parts of this consent form you do not understand.  
BACKGROUND

Click here to enter text
PURPOSE OF THE RESEARCH STUDY
The
 purpose of this study is Click here to enter text.
For
 this research study, we will recruit Click here to enter text participants, men and women, aged between Click here to enter text.
DESCRIPTION OF THE RESEARCH PROCEDURES

This research study will take place
 at Click here to enter text.
1. Duration and number of visits
Your
 participation in this research study will last Click here to enter text months and will include Click here to enter text visits.  Each visit will last Click here to enter text minutes.
2. Overview of study participation
 
Click here to enter text
3. 
Study Procedures
During your participation in this research study, you will participate in the following procedures:
	DESCRIPTION OF STUDY PROCEDURES


	Procedure

	Description

	Review of your medical chart
	Your medical chart will be reviewed by the study team in order to collect the data needed to answer the study question.  

	Interview
	

	
	

	
	


Click here to enter text

PARTICIPANT’S RESPONSIBILITIES

· Click here to enter text
· Click here to enter text
BENEFITS ASSOCIATED WITH THE RESEARCH STUDY

There is no direct benefit to you for participating in this research.  However, we hope that the study results will contribute to the advancement of scientific knowledge in the study field and help us find better treatments for patients
.
OR
You may or may not personally benefit from your participation in this research project. Click here to enter text
. However, we hope that the study results will contribute to the advancement of scientific knowledge in the study field and help us find better treatments for patients
. 
RISKS ASSOCIATED WITH THE RESEARCH STUDY

A possible risk associated with this study is a breach of confidentiality or use of your personal information by a third party. To limit this risk, we will take the steps to protect your confidentiality described in the Confidentiality section, below.
 

AND/OR

Due to the nature of focus groups, it is impossible to guarantee complete confidentiality as other members of the group will be aware of your identity. However, all participants are instructed to keep what is said in the focus group confidential, as mentioned in the “Participant’s Responsibilities” section.

AND/OR 

You may find
 the Click here to enter text
 upsetting or distressing. You can refuse to Click here to enter text
 and/or choose to stop participating in the study altogether at any time. You do not have to give any reason for refusing to answer a question or for stopping to participate. If you feel uncomfortable at any time, do not hesitate to tell the researcher(s) who will Click here to enter text
.
AND
We do not foresee any other risks associated with this study.
INCONVENIENCES LINKED TO STUDY PROCEDURES

Click here to enter text 
These are the only foreseeable inconveniences that may result from study participation.
VOLUNTARY PARTICIPATION AND THE RIGHT TO WITHDRAW
Your participation in this study is voluntary. Therefore, you may refuse to participate. You may also withdraw from the ongoing project at any time, without giving any reason, by informing a member of the study team. Your decision not to participate in the study, or to withdraw from it, will have no impact on the quality of care and services to which you are otherwise entitled.
  You will be informed in a timely manner if any information becomes available that may impact your willingness to continue participating in this study. 
The researcher or the Research Ethics Board may put an end to your participation without your consent. This may happen if new findings or information indicate that participation is no longer in your interest, if you do not follow study instructions, or if there are administrative reasons to terminate the project.

If you withdraw or are withdrawn from the study, you may also request that the data already collected about you be removed from the study. If you request that your data be removed and the information already collected about you can be identified as yours it will be destroyed. If the data has been anonymized or was always anonymous (i.e. does not contain any information that can be used to identify you), the data will continue to be used in the analysis of the study.
CONFIDENTIALITY

During your participation in this study, the researcher and his/her team will collect and record information about you. They will only collect information necessary for the study.  
The following information will be collected: Click here to enter text 
OR 
The following information may
 be collected: information from your medical chart, including your identity, concerning your past and present state of health, your lifestyle, as well as the results of the tests, exams, and procedures that you will undergo during this research project. Your research file could also contain other information, such as your name, sex, date of birth and ethnic origin.

All the information collected during the research project will remain confidential to the extent provided by law. You will only be identified by a code number. The key to the code linking your name to your study participant number will be kept by the researcher. 
OR 
No information that can identify you will be collected and it will not be possible to link your study data to you.

All audio-recordings 
will be transcribed (your words will be written down) in a de-identified fashion (i.e. your name will not appear in the transcripts). The audio-recordings will then be destroyed. It is possible that direct quotes of what you said will be presented in publications and/or conferences. However, precautions will be taken to ensure that it will not be possible to identify you. 

The researcher may forward 
your coded (or anonymous) data to Click here to enter text. However, the Click here to enter text will ensure equivalent protections to those found in Quebec and Canadian regulations. 

The study data will be stored for 7 years
 by the researcher responsible for the study.
The data may be published or shared during scientific meetings; however, precautions will be taken to ensure that it will not be possible to identify you. 

For auditing purposes, the research study files which could include documents that may identify you may be examined by a person mandated by the study sponsor
, the institution, or the Research Ethics Board. All these individuals and organizations adhere to policies on confidentiality. 

INCIDENTAL FINDINGS

Material incidental findings are unexpected findings made in the course of the study that may have significant impacts on your current or future wellbeing or that of your family members. If in the course of this study, if we uncover evidence of a significant incidental finding we will Click here to enter text
.
FUNDING OF THE RESEARCH PROJECT
The
 researcher and the institution have received funding from Click here to enter text
 to conduct this research project.
MARKETING POSSIBILITIES

The research results, including those following your participation in this study, could lead to the creation of commercial products. However, you will not receive any financial benefits.

CONFLICT OF INTERESTS

Click here to enter text

OR

The researchers have no conflict of interest to declare. 

COMPENSATION

For costs and inconveniences you experienced during this study, you will receive a total compensation in the amount of Click here to enter text$. If you withdraw before study completion, you will receive an amount proportional to your participation.
OR

You will receive an amount of Click here to enter text$ per study visit, for a total of Click here to enter text visits, for a total amount of Click here to enter text$ for costs and inconveniences incurred during this research study. If you withdraw from the study, or are withdrawn before it is completed, you will receive compensation proportional to the number of visits you have completed. 

OR

In recognition of your participation in this study, you will be given a gift voucher/coupon
 worth Click here to enter text$.
OR

You will be reimbursed for the costs of Click here to enter text
 related to your participation in this study. You will be reimbursed upon presentation of receipt OR paid by a coupon which you will be given.
 The maximum allowable total expense for your entire participation is Click here to enter text$. 

OR

You will not receive financial compensation for participating in this research study. 

SHARING STUDY RESULTS

Click here to enter text

AND/OR 

Results from this study will be presented at conferences and published in journals. 
SHOULD YOU SUFFER ANY HARM
Should you suffer harm of any kind following any procedure related to the research study, you will receive the appropriate care and services required by your state of health.

By agreeing to participate in this research project, you are not waiving any of your legal rights nor discharging the researcher, the sponsor or the institution, of their civil and professional responsibilities.

CONTACT INFORMATION
If you have questions or if you have a problem you think may be related to your participation in this research study, or if you would like to withdraw, you may communicate with the researcher or with someone on the research team at the following number: Click here to enter text.
For any question concerning your rights as a research participant taking part in this study, or if you have comments, or wish to file a complaint, you may communicate with:

The Patient Ombudsman of the Click here to enter text
 at the following phone number: Click here to enter text.
OVERVIEW OF ETHICAL ASPECTS OF THE RESEARCH 

The McGill University Health Centre Research Ethics Board reviewed this study and is responsible for monitoring it at all participating institutions in the health and social services network in Quebec. 

OR
The McGill University Health Centre Research Ethics Board reviewed this research and is responsible for monitoring the study. 

	Research Study Title:
	Click here to enter text.


SIGNATURES
Signature of the participant

I have reviewed the information and consent form. Both the research study and the information and consent form were explained to me. My questions were answered, and I was given sufficient time to make a decision. After reflection, I consent to participate in this research study in accordance with the conditions stated above. 

I authorize the study team to have access to my medical record for the purposes of this study. 

1) I accept that my participation in the study be: 

Audio-recorded only 
 


Video-recorded
 
   
Neither 
   
 
2) I authorize a member of the research study to contact me to check the transcript of what I said.

Yes 
 No  
3) I wish to receive a copy of the study results by email.

Yes  If yes, please provide contact information: _________________________
 No  
4) I authorize a member of the research study to contact me in the future to ask if I am interested in participating in other research. 


Yes  If yes, please provide contact information: _________________________

No  
Name of participant                                                                    Signature
          Date

Signature of the person obtaining consent

I have explained the research study and the terms of this information and consent form to the research participant, and I answered all his/her questions.
Name of the person obtaining consent



       Signature        Date

Commitment of the principal investigator

I certify that this information and consent form were explained to the research participant, and that the questions the participant had were answered. 

I undertake, together with the research team, to respect what was agreed upon in the information and consent form, and to give a signed and dated copy of this form to the research participant.
Name of the principal investigator      



          Signature        Date
�THIS ICF IS DESIGNED FOR RESEARCH THAT IS NOT REGULATED BY HEALTH CANADA OR THE USA FDA.





THIS INCLUDES:


 Qualitative research


 "Xplained. dures can be succintly ere there are several distinct procedures and where ������������������������������������������Observational research


 Non-interventional research


 Imaging studies


 Epidemiology studies





FOR ALL CLINICAL TRIALS, INCLUDING HEALTH CANADA/USA FDA REGULATED TRIALS, USE THE CLINICAL TRIALS TEMPLATE FOUND ON THE CAE WEBSITE.





For genetics research, use the GENETICS ICF* 


For biobanking studies use the BIOBANK ICF*


*In development as of May 2018. 





INSTRUCTIONS:





The comment bubbles provide specific instructions. Please read them carefully.


Fill in the areas with red text as appropriate. 


a. You must adapt the template as required to reflect the specific details of your project.


Make sure you use plain language and short sentences.


After all edits and changes have been made to the ICF, convert ALL the text to black and delete ALL comment bubbles. 


 You can use the “Delete all comments in document” function found under the “Review” tab.


For any questions about the ICF template, contact: � HYPERLINK "mailto:reb@muhc.mcgill.ca" ��reb@muhc.mcgill.ca�


�Specify participant group as needed.  For example; patient group, family member group, healthcare professionals, healthy controls, etc.


���Explain the reason for approaching this particular population for study participation.


�Provide a brief overview of the study in simple terms.


�Describe the goals of the research, including the research objectives and scope of the project, in a simple and straightforward manner. 


The language used should be clear, accessible, and comprehensible. Avoid scientific, medical or technical jargon as much as possible.


�Insert the number of participants and age range.


For multicenter research projects, specify the total number of participants being recruited for the study here.


�Enter name of study site.


�Provide a description of the length of the study, including number of study visits and length of time of each visit.


�Provide a brief description of the study format, including an overview of study procedures and how intervention(s) differ from standard of care (if applicable).


�Use of table is optional – it is most appropriate for studies where there are several distinct procedures and where those procedures can be succinctly explained. 


���For instance, questionnaires, interviews, focus groups, computer tasks, imaging, etc.


�For complex studies with multiple visits and procedures at different time points, the REB recommends adding a table or flow chart showing the schedule of procedures.


�Please delete this section if not applicable to your study.





If relevant, provide a list of specific instructions on what the participant will have to do, or not do, during the study.  For example, refrain from discussing content of focus group with non-participants.


DO NOT REPEAT INFORMATION FROM STUDY PROCEDURES.


�Choose either one of the statements. 


Do not leave both.


�Delete if not applicable. 


�If specific individual benefits may arise, describe. If not, delete


��Delete if not applicable. 


�The following statements are given as examples. Select only those that apply and delete the others.





Provide any information which may be relevant to evaluating risk (physical, psychological, social) related to study participation.





Describe how you will try to minimize this risk.


�


Applicable to: Generic confidentiality statement


�


Applicable to: Focus groups


�


Applicable to: Research on sensitive subjects


�Insert study procedure (e.g. questionnaires, interviews, etc.)


�E.g. “respond to any of the questions”


��Describe steps that will be taken to minimize discomfort.�. E.g.: “Stop the interview and, if you agree, refer you to your treating team.”


�Delete this section if not applicable to your study.





If applicable, please list any inconveniences (NOT RISKS, see section above) associated with study participation (e.g. fasting before a blood test, etc.). 





�Adapt as necessary. 


For example, if conducting interviews with staff members, you might write: “Your choice to participate or withdraw from this study will have no bearing on your job or on any work-related evaluations or reports.”


�Adjust the list of items collected according to the research study.


��Keep only one of the 2 options offered in this paragraph.


��Keep only one of the 2 options offered in this paragraph.


�Include only if appliacble. 


Adapt to: other types of data that could directly identify the participant, e.g. video, photographs, etc.


�


Applicable to: when research data is sent to a collaborator or a sponsor for analysis.


Delete if not relevant.


� Seven years is the minimum study data retention, but study data may be kept longer. Adjust as needed. 


�Remove if not applicable.


�Please delete this section if not applicable to your study.





The research protocol should address the likelihood of material incidental findings being encountered during the research and describe a plan as to how such findings will be managed and communicated. 


�Describe measures that will be taken.





Describe what actions will be taken if incidental findings are discovered. For example:


We will communicate this fact to you and to a health professional of your choice. 


�Adapt as necessary according to study protocol.


�Insert name and type of funder


�Remove if not applicable.


��Describe all actual, potential or perceived conflict of interest for the investigator and/or study staff.�





Description of COI should include:


Identity of person with competing interest


Type of incentive, inducement or benefit


The source of the benefit





For any questions about identifying and managing COI, please contact the MUHC REB � HYPERLINK "mailto:reb@muhc.mcgill.ca" ��reb@muhc.mcgill.ca�


�Choose whichever of the following apply and delete the rest. 


DO NOT LEAVE ALL OF THEM.


�Adapt as needed.


�Insert necessary information. For example: travel, meals, parking, etc.


�Adapt as necessary according to study protocol.


�Use if there is a maximum amount, otherwise, please delete this sentence.


�The REB encourages researchers to share study results with participants. 


�


Describe the plan and timeline for sharing study results. 





�For example:


If you wish, you will receive a summary of research results by email.


A presentation of research results will be made to your community once the study is completed.








Ensure you have considered how you will collect and manage the relevant contact information.


�Add name of the institution


�Choose one of the following options for multicenter or MUHC single center studies





do not include both.


�Remove if not applicable.


�For items 1-4, select those that apply to the protocol and are optional, adjust as necessary, and delete the rest.


�This section is not required if the PI signed the commitment at time of project submission.
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