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Instructional Notes for the Non-Interventional Informed Consent Form Template 

[bookmark: _Hlk75171263]Please read these guidelines carefully before submitting your application to the research ethics office. The REB requests that all informed consent forms (ICF)s follow this template's prescribed structure and format to facilitate REB review.  
· All ICFs submitted to the REB must adhere to the requirements of the NS Health REB and the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS2) 2022 ed.  
· The REB requires that ICFs be written at a GRADE 8 reading level. Please check your text reading level before submitting. One source for checking reading level is the Flesch Kincaid Calculator which can be found online at: Flesch Kincaid Calculator | Good Calculators. Consult the HRPP-SOP-004 Informed consent Form Development and Obtaining Informed Consent from Participants in Research in Research for other tools.
· YOU MAY OMIT SECTIONS OR WORDING IF THEY ARE NOT RELEVANT TO YOUR SPECIFIC PROTOCOL.  The section headings need to follow the order suggested in this template. Please delete template wording (in black) if it is not relevant to your study.
· Please ensure you are gender neutral by using male/female/other for sex and 'they' as a pronoun rather than 'he/she.'
· The ICF MUST be consistent with the protocol and EAF.  Discrepancies may result in requests for clarification or a “Not Approved” decision if they are too numerous to adequately assess the ethical aspects of the study.
·  This template will serve you best if viewed electronically or printed in colour.  Instructions are in orange italics; examples are in blue; template wording is in black.  Edit all green/red text for the appropriateness of the specific protocol.  After all edits have been completed, convert the text to black.
· Avoid the use of acronyms unless they help shorten or simplify the text. If an acronym is used, define at first use in lay terms to help your participant understand (i.e. VTE (blood clot)).
· Before submitting the ICF to the REB for review, check carefully for spelling, grammar and formatting issues that may arise while editing this template. 
· To shorten the length of the consent form, please omit any procedures or activities that are considered standard of care as they will be covered in the clinical consent process.
· [bookmark: _Int_pzO4kp1c]Please ensure to update your consent form footer with version number, date and the Board’s Romeo file number once assigned.
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Version History
	Version:
	[bookmark: _Int_1zFTenHd]What’s changed:

	2025-XX-XX
	· Language decreased to grade 8 to harmonize with interventional ICF
· 




Informed Consent Form Non-Interventional Study

	STUDY TITLE:	

	Same as the Protocol and REB application When the title is cumbersome, a short simplified title may be included in addition to the Full Study Title.


	NOVASTUDIES CONNECT #

	Add here if on NSC for advertisement
www.novastudiesconnect.ca


	PRINCIPAL INVESTIGATOR:
	Name, department, address and telephone or pager  number.


	STUDY SPONSOR:	
	xyz Pharmaceuticals… Must match the EAF.  The
sponsor is the organization/company/person that
designed the study.


	FUNDER
	This study is being funded by… Must match the EAF.  The funder refers to who is providing the money to do the study.



1. Introduction

[bookmark: _Int_7wy9aNyq]You have been invited to take part in a research study. A research study is a way of gathering information on a treatment, procedure or medical device or to answer a question about something that is not well understood. It is up to you to decide whether to be in the study or not. If you decide to take part, you can change your mind later on and withdraw from the research study. If you leave the study early, your usual health care, employment evaluations, etc. will not be affected. Before you decide, you need to understand what the study is for, what risks you might take, and what benefits you might receive. This consent form explains the study.


The consent form needs to open with a section as described below and is required for all studies. This is based on the FDA requirement called “Key Information and Facilitating Understanding in Informed Consent Guidance for Sponsors, Investigators, and REBs.”  This section is intended to provide a brief overview (1-page max) of the study, serving as a cover letter or lay abstract for participants to read with the intent to have the details provided in the other sections.

The key items to include in this section are:
· Justification/reason for conducting the trial or intervention 
· Purpose of the research, expected duration, and general procedures to be followed (from a participant's point of view)
· [bookmark: _Int_8bcFZPXO]Reasonably foreseeable risks and discomfort
· Reasonable expected outcomes/benefits from this study
· Appropriate alternative procedures
· Compensation and medical treatments for research-related injuries
· Cost related to participation (time, number of visits, missed work, travel, etc.)

A description of this study is available on www.novastudiesconnect.ca ID [ROMEO#].  

Instructions

[bookmark: _Int_6fCMuTyG]If time permits: You may take as much time as you wish to decide whether or not to participate. Feel free to discuss it with your friends and family, or your family doctor. 

If time is limited: The research team will tell you if there are any study timelines for making your decision. 

[bookmark: _Int_D8d8DJiZ]Please ask the research team to clarify anything you do not understand or would like to know more about.  Make sure all your questions are answered to your satisfaction before deciding whether to participate in this research study.  
The researchers will:
· Discuss the study with you
· Answer your questions
· Be available during the study to deal with problems and answer questions

Include a statement indicating why a particular person was flagged as a candidate for inclusion in the trial.  You are being asked to consider participating in this study because you have condition X / are about to undergo procedure Y procedure OR are a healthy individual / are a nurse.

Why is there a need for this study?
Briefly describe the following aspects of your research project, in simple terms and in only a couple brief sentences for each point:
· Aim of the study, justification and its significance
· How your study intends to fill the gap in knowledge
· How it may contribute to care or education or research in the future
· Any relevant background information.  What is already known?
How is the study being done? 
If applicable – section 3 & 4 may be combined
Provide an overview of the basic study design.  Include (if applicable) information on completing questionnaires and/or diaries. The specific study activities and/or procedures that participants will take part in or undergo will be covered in the next section. 
If known, provide an estimate of the time commitment for participants for the various aspects or portions of the study. State the total anticipated time commitment for participation and the total number or frequency of visits/contacts.  

Qualitative Research Study example:
[bookmark: _Int_er98RIdg]Explain the hypothesis being tested in lay terms and what the research is supposed to demonstrate. This will be accomplished through focus groups.  A focus group is a small group of representative people who are asked by a moderator to speak about their opinions as part of research.

You will be asked to return to the hospital for # of visits over the next # of months.  

If blood will be drawn as part of the study, provide an indication of the total amount of blood (in tablespoons/teaspoons and mL) to be drawn during the study.
If your study involves one or more sub-studies, please provide a brief overview in lay terms of how each of the sub-studies is being done. 
What will happen if I take part in this study?
Name and explain each of the procedures/activities as it will be experienced by the research participant in lay terms and in sequential order. If participants will be screened, describe screening procedures. Explain if there are parts of the study which a participant can choose not to participate in. It is helpful to separate the phases of the study under specific headings (i.e. screening, baseline, follow-up, etc.). 
If similar procedures/tests are done on multiple visits, try to minimize redundancy by grouping visits together. The REB encourages research teams to include a Schedule of Assessments (table of study activities). 
If blood/other tissue is being taken, please state what the samples will be used for. This cannot be a blanket consent. TCPS Article 3.13 states ‘a general description of the nature and types of future research that may be conducted including whether the research might be conducted outside of Canada.’  Do not state ‘health research’ as this is too broad.
[bookmark: _Int_4rNGwkvy]In order to shorten the length of the consent form, please omit any procedures or activities that are considered standard of care. These procedures will be covered in the clinical consent for treatment.
If the research involves questionnaires, surveys or interviews, describe the type of questions that will be asked (or the topics to be covered).  Please indicate whether these interviews will be completed individually or within a group setting.

Qualitative Research Study example:
A moderator will organize the focus groups.  Each focus group discussion will be about (# of minutes or hours) in length and will take place (specify location, i.e. in a private meeting room at the QEII Health Sciences Centre and indicate if interviews will take place in a group or individually).  You will be asked to attend one focus group to speak about your experiences with (condition/intervention).  The focus group sessions will be audio taped. 

If you agree to take part in this study, you will be asked to OR There are two parts to the research study. In the first part you will be asked to …

Details to be considered:
· Information regarding audio/videotaping and explicit options to consent (or not) to recording.
· Any follow-up contacts by telephone or mail and what is involved and how long each will take.

If your study involves one or more sub-studies, please describe what additional research activities this will entail for each of the sub-studies being done. In addition, this information should be added to the study table. 
Describe any procedures the participant will be asked to follow if they withdraw from the research. Distinguish between those procedures that will be recommended for the participant’s benefit as well as those requested for the benefit of the research.  IMPORTANT:  Explicitly state that participants are free not to follow any or all these procedures following withdrawal from the research.
Include a paragraph which clearly states that the participant is free to choose not to participate in any further testing or study visits at any time. The wording will have to reflect your study. For studies that involve only the completion of a questionnaire, this paragraph is not required.
Include the paragraph below or parts thereof only if relevant to your study (e.g. – the drugs a participant is taking or changes in their health status could affect their study participation or the integrity of the study data).
[bookmark: _Int_DWcwzxpO]It is important that you tell the research team about any drugs or medicines you are taking or wish to take. You must also tell the research team about anything unusual that is happening with your health. This includes any medical problems that seem to be getting worse.  If you have to see another doctor or have to go to a hospital, you should let the doctors know that you are in a research study.  You should also tell your own doctor as quickly as possible, for your safety.
How long will I be in the study?
State how long the participant will be involved with the study (e.g. – the length of time over which the study visit(s) will occur and the length of each visit) and the approximate overall amount of time that the study activities will require of participants (if possible).

The length of this study is duration of time for participants in weeks, months or years.  The entire study is expected to take about total length of study in months or years to complete and the results should be known in number of years.  

How many people will take part in this study?
It is anticipated that about number of global (worldwide) participants people will participate in this study throughout state the location region NS, Canada, worldwide, etc.  About number of local participants people will participate in this study at name of institutions.  
 
Are there benefits of participating in this study?
[bookmark: _Int_AKos5rCZ]You may or may not benefit directly from participating in this study.  However, possible benefits include describe possible benefits. Your participation may or may not help other people with your condition in the future. If there is no possibility of personal benefit through participation, this should be stated. 

Are there risks to the study?
There are always some risks to any study. To give you the most complete information, we listed all known possible risks. We want to make sure that you have had a chance to carefully think about the risks if you decide to join the study. Please be aware there may be risks in participating in this study we do not know about yet.
NOTE: Only list the harms of the research aspects of the research project. Standard of Care procedures cannot be covered in the consent. Discuss these as part of routine care instead
[bookmark: _Int_MixBrUYC]Inform the participant of any risks (e.g., physical, emotional, social, etc.) as a result of study procedures. Each procedure should be identified and then the associated risks described. Identify immediate and latent risks and list them in appropriate order, from most likely to least likely to occur. Identify steps taken to minimize risks. Indicate if there may be unforeseen risks.
[bookmark: _Int_5hiezOoS]Inform the participant of any inconveniences (e.g., the amount of time required to complete procedures, abstention from food, length of time participants may be required to sit or stand) as a result of study procedures.
[bookmark: OLE_LINK3][bookmark: OLE_LINK4]Please use template language below as applicable to your research:
· [bookmark: _Int_zZnGESQA]Questionnaires: You may find the interviews and questionnaires you receive during the course of the study upsetting or distressing. You may not like all of the questions that you will be asked. You do not have to answer those questions you find too distressing. Include psychological and emotional risks such as anxiety, distress, embarrassment, or feelings of sadness that may arise from questionnaires and interviews about sensitive issues.
· Focus groups: While all care will be taken, you may experience embarrassment if one of the group members were to repeat things said in a confidential group meeting.
· Qualitative Research Study examples: You might feel uncomfortable during the focus group when talking about your experiences with the condition or treatment. The person leading the group (called the moderator) will try to support you and will give you the choice to leave the group if you want. You might also say things that could identify people or places. To help prevent this, the moderator will ask everyone not to use names. If any names are mentioned, they will be removed when we type out what was said. This process is called transcription, and it means writing down exactly what was recorded. The moderator will also remind everyone that what is shared in the group is private and should not be talked about outside the group.
OR There are no medical risks to you from participating in this study, but taking part in this study may make you feel uncomfortable. You may refuse to answer questions or stop the interview at any time if you experience any discomfort. 
· Blood samples:  There is a possibility of pain, bruising, swelling or infection related to giving blood. If testing for HIV, HEP B, and HEP C; it must be stated that all positive results will be reported to the Provincial Health Authority as required by law.
· [bookmark: _Int_1UfHThrp]This must be included for all studies: Privacy and confidentiality risks: If you agree to participate in this study, there is a chance your personal information could be seen by unauthorized people. This could occur by accident or human error or through a hack or cyberattack. We aim to prevent any unauthorized access to your information. We will only collect the information that you have agreed to provide in this form, and we need to do the study. See section X for this form for more information. 

Add additional sections as appropriate, to capture the risks of different parts or aspects of the study. If applicable add risks of blood draws, questionnaires, genetic research, privacy breach and/focus groups. 

What happens at the end of the study?
Briefly describe the participant’s access to the study results when the study is completed. Include whether the participant be given a copy of the publication (if one is planned). 
It is anticipated that the results of this study will be published and or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your expressed permission. 
What are my responsibilities?
Please include all applicable bullets, as well as additional bullets if there are other responsibilities that participants will have throughout the course of participation in your trial.

If you are eligible and give your consent to take part as a study participant, you are expected to:
· Follow the directions of the research team;
· Report all medications being taken or that you plan to take;
· Report any changes in your health to the research team;
· Report any problems that you experience that you think might be related to participating in the study;
· List other participant responsibilities.

Can my participation in this study end early?
Yes. The study sponsor, the Nova Scotia Health Research Ethics Board and the principal investigator have the right to stop or pause the study at any time.

After you have signed the consent form, the Principal Investigator may find that you are not eligible to take part. If so, you will be told why.

The principal investigator can remove you from this study without your consent for any of the following reasons edit the list as applicable to your study:

· You do not follow the directions of the research team;
· You are experiencing side effects that are harmful to your health or well-being;
· There is new information that shows that being in this study is not in your best interests;
· Other stopping rules applicable to this study 

If you are removed from this study, a member of the research team will discuss the reasons with you and plans will be made for your continued care outside of the study.

Also, if you decide to take part but later change your mind, you can stop at any time. Just let the research team know if you want to withdraw your consent. Choosing to leave the study will not affect your current or future medical care, treatments, or employment evaluations.

Disclose whether withdrawal of study participation cannot include withdrawal of personal data collected up until that point, or whether data collected up until that point will be included in the study analyses.

If your study is related to the participant’s profession or education, choose applicable option: A decision to stop being in the study will not affect any work performance evaluations you may have. A decision to stop being in the study will not affect your grades. 

Describe any procedures or tests the participant will be asked to follow or undergo if they withdraw from the research. 
For all multi-visit studies: If you withdraw your consent, the information about you and type of sample/tissue that was/were collected before you left the study will still be used. No new information about you will be collected and no further testing of your type of sample/tissue will be done without your permission.
If your study includes a sub study for which blood or tissue samples will be required from participants for genetic research AND the samples will be stored for future research, please add the subsection heading “Can I Withdraw My Sample?” and one of the following, additional paragraphs to the end of this subsection. If the samples will not remain linked to participants at the end of the study, please use the first option. If the samples will remain linked to participants at the end of the trial, please use the second option. 
If you agree to have your ______ sample stored for future research, you can change your mind up until the end of the study, when we store the remaining samples. At that time, we will remove any information that may identify you. After we do so, we will not be able to withdraw your sample because will not know which one is yours. 

Of course, you may request not to have further tests done or to participate in any additional study procedures at any time. 
OR

If you agree to have your ______ sample stored, you may later decide that you want to withdraw it from storage. If you decide that you want to withdraw it from storage, you should contact one of the research team contacts listed in this consent form and tell them to have your sample discarded. Your sample will be discarded, but any data collected from testing your sample up until that point will remain part of the research. 

What will happen to my sample after the study is over?
If the samples will NOT be stored for future research, please insert the following paragraph:

[bookmark: _Int_Zuv3o9ZA]After this study is over, the research team will destroy all of the samples collected as part of the _______ study by incineration (indicate method).
 
If the samples might be used for future research, please use the following wording below as it is relevant to your study and select the appropriate option (A. or B.). 

Option A. Biobanking samples at NS Health
[bookmark: _Int_elVgYH9S]Please be aware that storage arrangements have to be made with the Nova Scotia Health Biobank Medical Director BEFORE this option can be utilized.  Please contact Biobank@nshealth.ca for more information. 
If you agree, after our study is over we would like to store any leftover samples for future undefined research related to your condition. We will store them in our central biobank with the Nova Scotia Health/Dalhousie Biobank (or other REB-approved Biobank). 

Your samples will be stored with a code. The Biobank will store the confidential file that links the code to your name. The Biobank may share the samples with other researchers but will not give other researchers any information that would allow them to identify you. The Biobank knows which samples belong to you, but other researchers will not. 

[bookmark: _Int_wMNep2Dp]We want you to be aware that if the samples are sent to other countries, the same laws, and regulations we have here might not apply. Your sample(s) may be used for purposes other than what is described in this consent form.  They may even be used for things that are against your values and beliefs.  Please keep this in mind when you choose whether or not to allow us to store your sample for future research.  

The Nova Scotia Health Research Ethics Board will review and approve all future projects that will use your sample. 

Option B. Samples or left-over sent elsewhere (name the place)

Please include a description of what the future research might be. A blanket consent is not permitted.

If you agree to have your sample stored for future research, we will store your samples with a code. We will keep the file that links the code to your name confidential. We may share the samples with other researchers, but we will not give other researchers any information that would allow them to identify you. We will always know which samples belong to you, but other researchers will not. 

We want you to be aware that if the samples are sent to other countries, the same laws, and regulations we have here might not apply. Your samples may be used for future unspecified research in the area of ‘specify here the area of research.’ They may be used for purposes other than those that we describe in this consent form. They may even be used for things that are against your values and beliefs. Please keep this in mind when you choose whether or not to allow us to store your sample for future research. 

A research ethics board will review and approve all future projects with your sample. 

You have the chance to state whether or not you agree to have your sample(s) stored for future research at the end of this consent form.
What about new information?

You will be told about any other new information that might affect your health, welfare, or willingness to stay in the study and will be asked whether you wish to continue taking part in the study or not.
Will it cost me anything?
State whether out-of-pocket expenses will be reimbursed and suggest keeping receipts if possible. Indicate if there are any costs to participants. See examples of the suggested text below. 
Compensation
You may be reimbursed for some study related expenses such as off-site parking, taxi, lunch, etc.  Please bring your receipts with you.  If applicable You will receive payment monthly, every six months, at each visit, etc. throughout the study. If applicable If you decide to leave the study, you will receive a prorated payment for participating in the study.

OR

Participating in this study may result in added costs to you such as costs for parking off-site, transportation, lunch, etc.

[bookmark: _Int_Z11OPLbg]If applicable: Although you will not have to pay for any study medications you take while participating in this study, you may need to pay for medications to treat the side effects that you may experience as a result of participating in this study. Your private health care insurer may not pay for all of these added costs. 


Research Related Injury (mandatory wording)
THE RESEARCH RELATED INJURY SUBSECTION CANNOT CONTAIN ANY STATEMENTS THAT APPEAR TO LIMIT LIABILITY.   Please choose which paragraph best describes your study.
 If you become injured (privacy breach) as a direct result of allowing access to your information, the following will apply. Your signature on this form indicates that you have understood to your satisfaction the information regarding your participation in this research study. In no way does this waive your legal rights nor release the principal investigator, the research team, the study sponsor or involved institutions from their legal and professional responsibilities.  
OR
If you become ill or injured as a direct result of taking part in this study, necessary medical care will be available at no added cost to you. Your signature on this form only means that you have understood to your satisfaction the information regarding taking part in the study and agree to participate in the study. In no way does this waive your legal rights nor release the study doctor, the research team, the study sponsor or involved institutions from their legal and professional responsibilities.
 


What about my privacy and confidentiality?
The research team works to keep your privacy and confidentiality safe during this study. The research team is required to follow privacy laws, but we cannot promise total privacy. Sometimes, the law might require us to share research records. 

If the results of this study are presented to the public, nobody will be able to tell that you were in the study.

If you participate in this study, the NS Health research team will collect personal health information from you and your health record. "Personal health information" is health information about you that could identify you. It includes information such as your:
· Name 
· Address 
· Telephone number and email
· Age or day/month/year of birth (DD/MM/YYYY or MM/YYYY)- If the full DOB is being collected, please note that this information will not be sent offsite. 
· Information from the study interviews and questionnaires
· New and existing medical records or 
· The types, dates and results of various tests and procedures

If you decide to participate in the name of sub-study once we take your blood/tissue, sample, we will assign it a code number. We will separate your name and any other information that points to you from your sample. We will keep files that link your name to the code number in a secure place away from your sample.

Even though the risk of identifying you from the study data is very small, it can never be eliminated. The research team and the other people listed below under “15.1 Access to Records” are bound by law to keep the information they see or receive about you confidential. 
Access to records
Other people may need to look at your personal health information to check that the information collected for the study is correct and to make sure the study followed the required laws and guidelines. These people might include:
· Sponsor Name, and its partners. The Sponsor is listed on the title page of this consent form. 
· The Nova Scotia Health Research Ethics Board (NS Health REB) and Nova Scotia Health Research Quality Team that conducts audits for the institution.
· [bookmark: _Int_j4NiOL9y]Please identify any other parties who may access records not listed above, where participants would not reasonably expect these parties to have access.
Use of your study information 
Any study data about you sent outside of Nova Scotia Health will have a code and will not contain your name, address, or any information that directly identifies you. (If it will contain identifiers, please be sure to identify this in this section of the consent and consult the NS Health Privacy Office).

The study data may be sent to:

· The Sponsor, as listed on the title page of this consent form.
· Companies working for and with the sponsor, including vendors and companies working with and for the sponsor that are located in other countries and have different privacy laws than we do) and; Please include the green-highlighted language the if study data (whether in de-identified or identifiable format) will be transferred outside of Canada, and/or software solutions involved with study activities and study data will be hosted outside Canada (e.g., via cloud and web-based servers) 

The Sponsor and its partner companies will use your study data for the research purposes described in section 2. Your data will not be used for anything else. If future use of the research data beyond the current study is anticipated, this should be explained. Provide participants with as much information as possible such as the type of research and any protections of participant confidentiality.

The research team will keep any personal health information about you in a secure and confidential location for 5 years and then destroy it according to NS Health policy. Your personal health information will not be shared with others without your permission. 

Your health records may continue to be reviewed for safety and data accuracy for up to 30 days after your part in the study ends.
Your Access to your Records
[bookmark: _Int_g4uy3YgA]You have the right to see, read, and request changes to your study data.  If applicable: Since the study is "blinded," you cannot have access to your records until the study ends.  This prevents either you or your doctor from knowing which study treatment you received until the results are reported.

The Research Ethics Board and the people working for or with the Research Ethics Board may also contact you personally for quality assurance purposes.

Note: It is the responsibility of the researcher to consider and include as necessary other privacy issues such as photography, audio or video taping, and the inability to withdraw information in certain methods such as focus groups or re-coding for anonymity. 

Declaration of financial interest or other Conflicts of Interest
IMPORTANT: If the principal investigator does have a vested financial interest in conducting the study, the last sentence of our requested wording should be amended to reflect this fact. 
The sponsor, funder is reimbursing the principal investigator and/or the principal investigator's institution to conduct this study. The amount of payment is sufficient to cover the costs of conducting the study.
If the study is unfunded and the Principal Investigator has no vested financial interest in conducting the study, use the wording below (modify if the PI does have a vested financial interest).
This study is unfunded.  The PI has no vested financial interest in conducting this study.

What about questions or problems?
NOTE: If you include the paragraphs of our standard wording regarding contacting the specialist or physician on call, you will be required to confirm in your Ethics submission that this person is (or these persons are) substantively aware of the study (e.g. – must be familiar with the study agent or device, what to do about protocol errors, and must be familiar with the adverse and serious adverse event reporting procedures for the study). 

For further information about the study you may call the principal investigator who is the person in charge of this study and/or any other research team member listed below.

The principal investigator is insert name of PI
Telephone:  insert phone number
Email:

[bookmark: _Int_z1ORcLze]Your research coordinator is type the name of the coordinator (cannot be written in).
Telephone: type phone number
Email:

List the contact information for any additional person(s) the participant could contact for further information about the study (e.g., research assistant, etc.). The name and information of the individual(s) must be typed. You may also state in the EAF that you will use printed stickers for contact information if you expect staff turnover.
If the risks above go beyond a privacy breach, please include the following text: 
If you cannot reach the study investigator or research coordinator after regular business hours, speak to the investigator on call. 
The after-hours number is 902-XXX-XXXX. You might not talk to the doctor you usually see during this study. If you have any side effects or medical issues, please call the principal investigator listed above or the research coordinator on the next business day and let them know.
What are my rights?
[bookmark: _Int_XQr1J59V]You have the right to all information to help you decide whether or not to participate in this study. You also have the right to ask questions about this study and to have them answered to your satisfaction before you make any decision. You also have the right to ask questions and to receive answers throughout this study.  You have the right to withdraw your consent at any time.

If you have questions about your rights as a research participant and/or concerns or complaints about this research study, you can contact
1. The Nova Scotia Health Research Ethics Board Office (service in EN/FR)
· Email (preferred): ResearchEthics@nshealth.ca 
· Phone: 902-222-9263
2. If you have privacy/confidentiality concerns about the study, contact our Nova Scotia Health Privacy Office
· Privacy@nshealth.ca 
3. Any concerns or questions related to your usual care outside this research study, contact Patient Relations (CZ: see http://www.nshealth.ca/contact-us for appropriate zone contacts)
· Email: healthcareexperience@nshealth.ca
· Phone: 1-844-884-4177 

-----------------------------------Page Break to the signature page---------------------------------

Free and informed consent form signature page
All signatures must be on one page.
The NS Health REB advises that the PI or Sub-I sign the consent form within two weeks from the date the patient signed the consent form.

[bookmark: _Int_m9yeexqy][bookmark: _Int_pqN8lSMW][bookmark: _Int_kxwrg5Wb]I, _____(participant name)____________ have reviewed all of the information in this consent form with ____(study coordinator)_____________related to the study called: 

Provide Full Study Title - same as the Protocol and REB application

☐ I understand this is a research study and that I may have responsibilities beyond my standard of care routine.
☐ The study was described to me in a way that I understood what it means to participate in this research.
☐ I have been given the opportunity to ask questions and discuss this study and my involvement.
☐ I understand that I am free to withdraw from this study at any time.
☐	I understand that my signature on this form is NOT legally binding and only serves as documentation that I agree to participate in the research. 
☐ I give permission for the study team to inform my primary healthcare practitioner that I am taking part in this study AND I agree to keep my primary healthcare practitioner informed about my participation in this study.
☐ I authorize access to my personal health information as described in this consent form.
☐ I allow a member(s) of the research team to contact me using an NS Health email account or an NSH-authorized cell phone (via SMS or call) for non-urgent communication related to this study. I understand that this method of communication is not intended for emergencies The research team will protect my privacy and keep my information secure during these communications.

The boxes below are to be used for studies where there is optional collection/storage of samples (i.e., for a sub-study directly related to the main study), photography, audio recordings, etc.  CUSTOMIZE as required for your study.
☐  I agree to allow my type of sample(s) to be stored for future defined research as described     previously in this consent.
☐  I do not agree to allow my type of sample(s) to be stored for future defined research as described previously in this consent.


X
	    Participant’s initials






	Signature of Participant                    

	Printed Name
	Signature

	Today’s Date:
	

	Signature of Individual Conducting the Consent Discussion                    

	Printed Name
	Signature

	Today’s Date:
	

	Signature of Investigator                    

	Printed Name
	Signature

	Today’s Date:
	

	Signature of Participant’s Substitute Decision Maker                   

	Printed Name
	Signature

	Today’s date: 
	

	Signature of Impartial Witness

	Printed Name
	Signature

	Today’s date: 
	

	If there was a need for a translator during the consent discussion, please fill in this section: 

Signature of Interpreter
If you answered yes to question 6.14 on the EAF: If a participant is unable to read, an impartial witness must be present during the entire informed consent discussion and must sign the consent form. This witness cannot be a member of the study team. By signing the consent form, the witness attests that the information in the consent form and any other written information was accurately explained to, and seemed to be understood by, the subject or the subject's legally acceptable representative, and that informed consent was freely given by the subject or the subject's legally acceptable representative.

	Printed Name
	Signature

	Today’s date: 
	

	Language:
	



I will be given a signed copy of this consent form by a member of the study team.
Thank you for your time and patience!







	Draft #6 – April 30, 2026
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