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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services

#400, 13450 102nd Avenue, Surrey, BC  V3T 0H1

Phone:  604.587.4436  Fax:  604.930.5425


Consent Form Template for Non-Clinical Trial Research with Patient Participants, 
i.e. Focus Groups, Surveys, Observational Studies, etc. 
This consent form template is intended to assist investigators in producing consent forms that meet the requirements of the Fraser Health Research Ethics Board. 
Adherence to the information contained in the FHREB Guidance Notes and this form may not be sufficient because of the evolution of ethical review, which is a constant process.  Efforts will be made to keep this form current.   Investigators should also use the information contained in the Application Form and in the Participant Information Consent Requirements document. 

This consent form template is intended to assist investigators in producing consent forms which meet the FHREB’s requirements regarding studies involving the participation of human subjects.  Adherence to it may not be sufficient, however, and investigators should refer to the FHREB’s Guidance Notes and policies for details of special circumstances involving their research.   
ENSURE THAT FRASER HEALTH LETTERHEAD IS USED FOR ALL CONSENT FORMS
ENSURE THAT A CURRENT DATE AND VERSION # FOR THE FRASER HEALTH SITE IS INCLUDED ON THE FORM.  

CONSENT FORM

Title of Study

The title should convey that the proposed intervention is for research rather than for educational, treatment, or other purposes.  The title must be the exact title of the research protocol.  A short simplified title may accompany the title if it is too difficult for a layperson to understand.  

Principal Investigator:  
[Be sure that ‘Principal’ is not spelled ‘Principle’]

Name, degrees held 





Fraser Health Department





Institution





Contact Phone Number

(Optional) Co-Investigator(s):
Name(s)





Fraser Health Department





Institution





Contact Phone Number(s)

Refer to Guidance Note Policy #15 for details. 

Sponsor/Funder:  
Name(s) of industry sponsor or granting agency (if applicable).  Please note that ‘sponsor’ should only be used if the funder is actually a commercial entity that owns the protocol and intellectual property as well.  
For pediatric studies: Place the following bolded text above the Invitation.

If you are a parent or legal guardian of a child who may take part in this study, permission from you and the assent (agreement) of your child may be required. When we say “you” or “your” in this consent form, we mean you and/or your child; “we” means the doctors and other staff.

For studies that recruit adults who lack capacity: Place the following bolded text above the Invitation. 

If you are a substitute decision-maker for someone who may take part in this study, permission from you and the agreement and the assent (agreement) of the potential research participant may be required. When we say “you” or “your” in this consent form, we mean the research participant; “we” means the doctors and other research staff.
INTRODUCTION  

The invitation to participate: The consent must invite, not ask, the participant to participate in the study.

Sample Wording: 
“You are being invited to take part in this research study because…[describe the characteristics of the sample population that are important for the study]” 

YOUR PARTICIPATION IS VOLUNTARY  

This section should stress the voluntary nature of the participation.  
Sample Wording: 
“Your participation is entirely voluntary, so it is up to you to decide whether or not to take part in this study.  Before you decide, it is important for you to understand what the research involves.  This consent form will tell you about the study, why the research is being done, what will happen to you during the study and the possible benefits, risks and discomforts.”

“If you wish to participate, you will be asked to sign this form.  If you do decide to take part in this study, you are still free to withdraw at any time and without giving any reasons for your decision.”

“If you do not wish to participate, you do not have to provide any reason for your decision not to participate nor will you lose the benefit of any medical care to which you are entitled or are presently receiving.”

“Please take time to read the following information carefully and to discuss it with your family, friends, and doctor before you decide.”

WHO IS CONDUCTING THE STUDY? 

Name all agencies contributing funds [including grants-in-aid], and other resources to the study.  If applicable for sponsored research, include a statement of any actual or potential conflicts of interest regarding remuneration received from the sponsor that are above or beyond reimbursement for costs to conduct the study. 
Sample Wording: 

“This portion of the study is being conducted/sponsored/funded by the [name of research group, e.g. NCIC/industry sponsor/granting agency].”

BACKGROUND 
This section should provide a brief explanation about why the research is being done so that the participant can understand why a particular health problem/intervention/health services issue needs to be studied.  

WHAT IS THE PURPOSE OF THE STUDY?

This section should be distinguished from the “background” section so that the participant can easily identify the specific goal(s) of this part of the research project.  The goal statement should specify exactly what  the study hopes to find out.  
WHO CAN PARTICIPATE IN THE STUDY?

This section should specify the inclusion criteria for this the study.   

WHO SHOULD NOT PARTICIPATE IN THE STUDY?

Exclusion criteria which participants are likely to recognize should be listed, using lay terms in the consent form (do not use diagnostic classes or technical language). 

This requirement provides an additional safeguard to participants from being inappropriately enrolled in research where they have personal information, which may not available to the investigators, and which could pose a significant risk or mitigate possible benefit from participation.  

WHAT DOES THE STUDY INVOLVE?

This section should begin with an explanation of where the study is taking place and how many volunteer participants will be enrolled for the entire study.  

Explain ALL research-related procedures and the time requirements for the study. The explanation should be such that participants will be able to comprehend the extent of their involvement in the research study as well as be able to understand each step of their participation in the research.  

WHAT ARE MY RESPONSIBILITIES? 

This section should list and specify any requirements of the study that the participant must comply with in order to participate in the study.  

WHAT ARE THE POSSIBLE RISKS OF HARM AND SIDE EFFECTS OF PARTICIPATING?

Refer to Guidance Note 13 for further details.  The following information should also be included in this section when applicable: 

· description of any potential social, behavioural, psychological, physical or economic harms that may result from participation in the study
· clarification of whether the harms are fully known 

· the rescue plan in place for studies where the research activities are likely to reveal high levels of psychological distress (e.g. EQ-5D questionnaire)
· a statement that participants do not have to answer any questions that they do not want to answer, if applicable
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY? 

This information should include relevant information about the nature of the potential benefits and the likelihood of these benefits occurring. This should include any anticipated benefits to society or to a specific group, and these potential benefits must be explained in a separate paragraph so as not to confuse them with any potential benefits to the research participant.  
Sample Wording: 

”There are no anticipated benefits to you from taking part in this study.  We hope that the information learned from this study can be used in the future to benefit other people….”  

WHAT HAPPENS IF I DECIDE TO WITHDRAW MY CONSENT TO PARTICIPATE? 

This section should explain that the participant can decide to stop participating in the study at any time and without any penalty and without providing any explanation of their reasons for doing so.. It should also indicate what will happen to their data collected up to the point of withdrawal. If data collected up to the point of withdrawal cannot be removed and destroyed, a justification must be included in the study protocol.  
Sample wording:

“Your participation in this research is entirely voluntary.  You may withdraw from this study at any time.  If you decide to enter the study and to withdraw at any time in the future, there will be no penalty or loss of benefits to which you are otherwise entitled.   

If you choose to enter the study and then decide to withdraw at a later time, all data collected about you during your enrolment in the study will be destroyed.
CAN I BE ASKED TO LEAVE THE STUDY (If applicable)? 

This section should describe under what circumstances the study investigator would remove the participant from the study, if applicable. Include any specific instructions to the participant regarding what they need to do should they be withdrawn from the study. 

Sample Wording: 

“If you are not complying with the requirements of the study or for any other reason, the study investigator may withdraw you from the study. ”

AFTER THE STUDY IS FINISHED (if applicable)
Include any information that may be given to the participant once their participation is concluded.  
WHAT WILL THE STUDY COST ME? 

This section should explain whether or not the participant will incur any personal expenses as a result of participation, such as parking and/or transit costs, and whether or not these will be reimbursed.  If the former, specify whether all or some of the expenses will be reimbursed and up to what amount.  Otherwise, provide an explicit statement that there will be no reimbursement for study related expenses if that is the case. 

In addition, state whether or not the participant will be paid for their participation (e.g. “you will not be paid for participating”).  If the latter, include details of the amount of any honoraria/incentives for provided to participants for their participation. 

WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL? 

Refer to Guidance Note Policy #11.  Specify what type of personal information will be collected as part of the research.   Note that the FHREB does not permit the use of initials/reversed initials as identifiers. 

Required Wording:

Your confidentiality will be respected.  However, research records and health or other source records identifying you may be inspected in the presence of the Investigator or his or her designate by representatives of [Insert here, if relevant to study, the name of the sponsoring company or cooperative group conducting the study], and [Insert name of your REB] for the purpose of monitoring the research. No information or records that disclose your identity will be published without your consent, nor will any information or records that disclose your identity be removed or released without your consent unless required by law.  
You will be assigned a unique study number as a subject in this study.  Only this number will be used on any research-related information collected about you during the course of this study, so that your identity [i.e. your name or any other information that could identify you] as a subject in this study will be kept confidential.   Information that contains your identity will remain only with the Principal Investigator and/or designate.  The list that matches your name to the unique study number that is used on your research-related information will not be removed or released without your consent unless required by law.
If applicable: 

Your rights to privacy are legally protected by federal and provincial laws that require safeguards to insure that your privacy is respected and also give you the right of access to the information about you that has been provided to the sponsor and, if need be, an opportunity to correct any errors in this information.  Further details about these laws are available on request to your study doctor.

If data will be sent outside of Canada, including for transcription purposes, include the following required wording: 

Any study related data [and/or samples], sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries, [insert (for e.g.) the Patriot Act in the United States] dealing with protection of information may not be as strict as in Canada. However, all study related data [and/or samples], that might be transferred outside of Canada will be coded (this means it will not contain your name or personal identifying information) before leaving the study site. By signing this consent form, you are consenting to the transfer of your information [and/or samples], to organizations located outside of Canada. 

· [Insert organization/s]

[OTHER DISCLOSURES REQUIRED AS APPLICABLE] 

Anonymization:  If the information is anonymized such that it does not include any identifiers, the consent form must explain that the research information will not identify the subject in any way.   The following standard wording is required: 

“Your research-related information will not identify you in any way because all identifying information has been removed such that the information is now anonymous and there is no possibility of linking your identity to your information.” 

On-Line Questionnaires/Surveys 
On-line questionnaires must include a disclosure if the data collected will reside outside of Canada.  For example, studies using Survey Monkey, data resides in a databank located in the United States. 

Required Wording If Applicable: 

“Your views/opinions are considered to be personal information. Survey Monkey stores information collected in the United States for an undetermined time period, and is therefore subject to U.S. law. By participating in the survey, you are consenting to having your personal information stored in the U.S. Please indicate your understanding and provide your consent to the above by checking the appropriate selection.
N.B.  When using SurveyMonkey researchers must change the settings so that no IP addresses can be collected.  This will ensure that the data collected is completely anonymized.

Refer to the following SurveyMonkey Privacy links for more information:

· Full Privacy Policy http://www.surveymonkey.com/Monkey_Privacy.aspx
· Data Security https://www.surveymonkey.com/mp/policy/security/
· SurveyMonkey is compliant with EU Safe Harbour Privacy requirements, which are available here: http://www.ita.doc.gov/td/ecom/shprin.html
· Other Basic Info http://help.surveymonkey.com/articles/en_US/kb/HIPAA-Compliance-and-SurveyMonkey
N.B. FluidSurveys, a Canadian-based alternative, has been recently bought by SurveyMonkey. If your survey is collecting personal information, please ensure participants are aware that personal information may be stored and/or accessed by the U.S. and subject to U.S. law. The possibility of this storage and/or access must be written in the consent to comply with FIPPA legislation.
Photography, Audio/Video Taping

If there are any plans to use photography (including digital photographs), video or audio taping in the research, who will have access to the recordings and the methods used to protect the participant’s identity must be described in the consent form. The eventual fate of the records must also be disclosed (i.e. where and for how long they will be stored and whether they will be destroyed, any plans for secondary uses of the recordings). If there are plans to use these materials for any other purpose than the research project (e.g. for teaching purposes) and participants could be identified, separate consent is required. 

WHO DO I CONTACT IF I HAVE QUESTIONS ABOUT THE STUDY DURING MY PARTICIPATION? 
Sample Wording: 

“If you have any questions or desire further information about this part of the study before or during participation, you can contact [Principal Investigator or his/her representative] at [telephone number].” 

WHO DO I CONTACT IF I HAVE ANY QUESTIONS OR CONCERNS ABOUT MY RIGHTS AS A PARTICIPANT DURING THE STUDY?
Required Wording: 

“If you have any concerns or complaints about your rights as a research participant and/or your experiences while participating in this study, contact the Fraser Health REB co-Chairs by calling 604-587-4681.  You may discuss these rights with one of the co-chairs of the Fraser Health REB. 

CONSENT TO PARTICIPATE  

This section of the consent form should start on a new page WITH the title of the study on that page.  It should be clear in this section that the consent form is not a contract and as such that the participant does not give up any legal rights by signing it.  

The participant is signing the form to indicate that he/she has read, understood and appreciates the information concerning the study.  As such use the first person pronoun (“I”) for this section. 

It is helpful if the signature page includes a checklist of the issues most critical to making an informed decision.  Ensure that the checklist fits on the page with the signatures of the participants.  The signatures should never be on a separate page by themselves. 

A copy of the signed and dated consent form must be given to the participant.  

Where Third Party Consent is Being Obtained:  

Standard Wording:

“The parent(s)/guardian(s)** and the investigator are satisfied that the information contained in this consent form was explained to the child** to the extent that he/she is able to understand it, that all questions have been answered, and that the child** assents to participating in the research.”

Sample Check List:  

· I have read and understood the subject information and consent form and am consenting to participate in the study [INSERT NAME OF STUDY] 

· I have had sufficient time to consider the information provided and to ask for advice if necessary. 

· I have had the opportunity to ask questions and have had satisfactory responses to my questions. 

· I understand that all of the information collected will be kept confidential and that the result will only be used for scientific objectives. 

· I understand that my participation in this study is voluntary and that I am completely free to refuse to participate or to withdraw from this study at any time without changing in any way the quality of care that I receive. 

· I understand that I am not waiving any of my legal rights as a result of signing this consent form. (required for all consent forms)
· I understand that there is no guarantee that this study will provide any benefits to me (if applicable). 

· I have read this form and I freely consent to participate in this study.  

· I have been told that I will receive a dated and signed copy of this form.  

· [Include any other research specific clauses that may be important to reiterate.]

SIGNATURES

The participant’s signature and printed name must be included before the signatures of the witness and the Principal Investigator/designate.  Use ‘Principal Investigator’ NOT ‘Doctor’. 

Printed name of participant



Signature
Date

Printed name of participant


Signature
Date

Substitute Decision Maker
(if applicable) 

Printed name of witness



Signature 
Date

Printed name of principal investigator/

designated representative 


Signature 
Date

Printed name of translator (if applicable)

Signature 
Date

The Consent Process:
It is the responsibility of the Investigator that the fundamentals of the consent document have been explained orally and the participant comprehends the purpose of the research, the research procedures, and any probable risks of harm.   The written consent is a representation of the deeper understanding that must exist between the Investigator and the study participant and the bilateral commitment required.  Confidentiality, voluntary participation and withdrawal, compensation for injury and non-waiver of legal rights are the fundamental issues of the consent process.  

FORMAT GUIDELINES FOR CONSENT FORMS
Consent forms should be written at a Grade 7 level of understanding. 

1) Type size – no smaller than the type on this page (12 point)

2) Use headings, small paragraphs and spaces between the paragraphs

3) Use simple lay language – explain medical terms and jargon.  

4) Write out all acronyms the first time they appear in the consent form. 

5) Number the pages in the following manner: “1 of 3”, “2 of 3”, “3 of 3” etc.

6) Include a footer ON EACH PAGE with the version date and/or version number

7) All information required by the participant must be included in the informed consent form with the exception of ancillary drug information sheets, if applicable. 

8) The consent form submitted for review should be in its final form (as it will be seen by the participant), including letterhead.

9) Spelling and grammar must be corrected before it is submitted for review.

10) Use second person pronouns for the participant information part of the consent form (you/your).  Use first person pronoun (“I”) for only the final “consent statement” portion of the form. 

11) Use ‘‘participant’ throughout the consent form rather than ‘patient’ or ‘subject’. 
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