TEMPLATE

Informed Consent Form should be written in plain, clear language, avoiding the use of jargon and acronyms.  It should be tailored to the reading level of the participants so that they understand what is required of them and hence make an informed decision about his/her participation.

A copy of the signed Informed Consent Form should be retained by the participant.
[bookmark: _GoBack]
This template is provided in response to numerous requests from researchers.  It is included here as a convenience for researchers.  Note that this outlines only the minimum information that should be included.  Please consult the ICEHR guidelines for additional information that may be required (http://www.mun.ca/research/researchers/guidelines_committee.php).

This template below should be presented on Memorial University’s letterhead.

Replace italicized text as these are information statements.


Informed Consent Form

Title:	Title of research project as indicated on Application form Section A

Researcher(s)	Name(s), departmental and institutional affiliation(s), contact information

You are invited to take part in a research project entitled “title of research project”.

This form is part of the process of informed consent.  It should give you the basic idea of what the research is about and what your participation will involve.  It also describes your right to withdraw from the study at any time.  In order to decide whether you wish to participate in this research study, you should understand enough about its risks and benefits to be able to make an informed decision.  This is the informed consent process.  Take time to read this carefully and to understand the information given to you.  Please contact the researcher, researcher’s name, if you have any questions about the study or for more information not included here before you consent.

It is entirely up to you to decide whether to take part in this research.  If you choose not to take part in this research or if you decide to withdraw from the research once it has started, there will be no negative consequences for you, now or in the future.

Introduction
Begin with a statement of who you are (e.g. faculty or staff) and include affiliation.  Indicate funding agency involved if applicable.  [For student research, insert: As part of my Masters/Honours thesis, I am conducting research under the supervision of Dr…].  

Very briefly give the background to the study and explain its significance in terms that are comprehensible and meaningful to people in the study population.

Purpose of study:
Briefly describe the objectives or purposes of the study.  Usually about one paragraph.

What you will do in this study:
Provide information of the activities in which participants will be involved for him/her to make an informed decision about participation.

Length of time:
Explain clearly but briefly the time commitment required for participation (e.g. length of time required to complete the interview or survey).

Withdrawal from the study:
Indicate what will be done with the data collected up to the point of a participant’s withdrawal and any consequences that withdrawal may have on the participant.

Possible benefits:
List any benefits that might accrue directly to the participant, indirectly to the participant through his or her membership in the study population. [Remuneration for participation is not a benefit]

List any benefits to the scientific/scholarly community or society that would justify involvement of participants in this study.

Possible risks:
Explain the potential risks of being in the study – physical, emotional, social, or financial.  If there is potential risk that a participant would be emotional disturbed, the investigator must describe the procedure for immediately addressing the situation.

Confidentiality vs. Anonymity
There is a difference between confidentiality and anonymity:  Confidentiality is ensuring that identities of participants are accessible only to those authorized to have access.  Anonymity is a result of not disclosing participant’s identifying characteristics (such as name or description of physical appearance).
 
Confidentiality and Storage of Data:
a.	Include a statement advising participants how privacy will be maintained and their identities will be kept confidential.

b.	Describe how the data will be stored, where, for how long, who has access, and when the data is no longer required how will the data will be appropriately destroyed.  (Electronic data should be stored in password protected devices)

c.	If using on-line survey company, please include a brief version of the following statement:

	“The on-line survey company, name of company (e.g. SurveyMonkey), is hosting this survey and is located in the United States and as such is subject to U.S. laws.  The US Patriot Act allows authorities access to the records of internet service providers.)  Anonymity and confidentiality, therefore, cannot be guaranteed.  If you choose to participate in this survey, you understand that your responses to the survey questions will be stored and accessed in the USA.  The security and privacy policy for the web survey company can be found at the following link: (e.g. http://www.SurveyMonkey.com/monkey_privcy.aspx).”

	Full and informed consent requires that this information be communicated to the participants.

Anonymity:
Anonymity is a desirable protection for participants.  Where small samples and specific research topics are involved (e.g. participation in focus group), the TCPS2 recognizes that it is extremely difficult to promise full assurance of anonymity.  Therefore the TCPS2 recommends that researchers assure participants that every reasonable effort will be made to assure their anonymity and that they will not be identified in any reports and publications without explicit permission.

Recording of Data:
Where applicable, information on the use of audio recording, video recording, photographic records, etc. must be provided. The consent form should include checkboxes for participants to indicate agreement to the use of such devices.

Reporting of Results:
Provide information on how the data collected will be used (e.g. a thesis, journal articles, conference presentation, report to an agency) and how the data will be reported (e.g. using direct quotations and/personally indentifying information, versus reporting only in an aggregated or summarized form).

Sharing of Results with Participants:
Explain what information/feedback will be provided to participants or communities after their participation in the project is complete (e.g report, poster presentation, pamphlet, etc., and how participants may obtain copies of this information or the results of this study.

Questions:
You are welcome to ask questions at any time during your participation in this research.  If you would like more information about this study, please contact: Researcher’s name and contact information.

The following ICEHR Statement must be included on all Consent Forms:
The proposal for this research has been reviewed by the Interdisciplinary Committee on Ethics in Human Research and found to be in compliance with Memorial University’s ethics policy.  If you have ethical concerns about the research (such as the way you have been treated or your rights as a participant), you may contact the Chairperson of the ICEHR at icehr@mun.ca or by telephone at 709-864-2861.


Consent:
Your signature on this form means that:
· You have read the information about the research.
· You have been able to ask questions about this study.
· You are satisfied with the answers to all your questions.
· You understand what the study is about and what you will be doing.
· You understand that you are free to withdraw from the study at any time, without having to give a reason, and that doing so will not affect you now or in the future.  
· You understand that any data collected from you up to the point of your withdrawal will be destroyed (OR retained by the researcher for use in the research study).

If you sign this form, you do not give up your legal rights and do not release the researchers from their professional responsibilities.

Your signature: (replace italicized text as these are examples)
I have read and understood what this study is about and appreciate the risks and benefits.  I have had adequate time to think about this and had the opportunity to ask questions and my questions have been answered.
[bookmark: Check74]|_|  I agree to participate in the research project understanding the risks and contributions of my participation, that my participation is voluntary, and that I may end my participation at any time.
Include other checkboxes to obtain participant’s permission, for example:
[bookmark: Check75]|_|	I agree to be audio-recorded during the interview/focus group
[bookmark: Check76]|_|	I do not agree to be audio-recorded during the interview/focus group
[bookmark: Check77]|_|	I agree to be video-recorded during the interview/focus group
[bookmark: Check78]|_|	I do not agree to be video-recorded during the interview/focus group
|_|	I agree to the use of quotations and that my name to be identified in any publications resulting from this study.
|_|	I agree to the use of quotations but do not want my name to be identified in any publications resulting from this study.
[bookmark: Check79]|_|	I do not agree to the use of quotation.
Etc.

A copy of this Informed Consent Form has been given to me for my records.


 ______________________________			_____________________________
Signature of participant					Date


Researcher’s Signature:
I have explained this study to the best of my ability.  I invited questions and gave answers.  I believe that the participant fully understands what is involved in being in the study, any potential risks of the study and that he or she has freely chosen to be in the study.


 ______________________________			_____________________________
Signature of Principal Investigator				Date


