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WCH Observational Research Informed Consent Form Template
Instructions: 
This Observational Research Informed Consent Form (ICF) Template is designed to meet current regulatory and ethical standards. It provides headings and sample text to assist you with writing an ICF. The REB recommends that study teams use this template whenever possible and customize it to be accessible and appropriate for your participant groups. 


How to use this template:
· Headings in UPPERCASE, UNDERLINED BLACK FONT denote sections which should be used and not be altered or removed from the template.
· Text in black should be included.
· Sample text/examples provided in blue font may be omitted if they are not relevant to the specific protocol.
· Instructions are indicated in italics/grey background.
· Turquoise highlighting provides a prompt to adapt sample text to the research study (e.g., to select from the available options highlighted).
· The instructions and highlighting should be deleted from the consent form submitted to the REB.
*Specific sample language for your study may not be provided in this template. If there is no template language for your specific situation, please create your own.

[bookmark: _Hlk91016926]Informed Consent Form DOs:
· Delete this instructional page and all instructional language from the template.
· Use plain (lay) language throughout that is easy for a non-medical person to understand, and is accessible to the study population. 
· Write in the second person (“You/Your”).
· Information should be provided at an eighth grade reading level. Use the Flesch-Kindcaid Grade Level score to ensure readability. 
· Whenever possible, avoid using technical/medical terms, acronyms and abbreviations. However, when required, they should be clearly defined at first use. 
· Use previously received feedback from the REB to help prepare your ICF.
· Consult the TCPS 2 to ensure compliance with regulations/guidelines.
· Use a size and font of text that is consistent and easy to read (size 11 or larger of Arial or Times New Roman is recommended).
· 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 form is properly formatted and free of spelling or grammatical errors. Use spell-check. 
· After all edits have been made, all text should be black.
· Include the WCH logo.
· Always check that the version number and date are up to date.


Informed Consent Form DON’TS
· Do not include the inclusion and exclusion criteria
· Do not include the participant’s unique study identifier
· Do not request the participant to initial every page
· Do not include sponsor logos

· Do not state that the WCH Research Ethics Board has “approved” the study since this may appear to offer a guarantee of safety
· Do not provide duplicate information.
· Do not leave blank spots to be filled in later (i.e. Investigator name)

REMINDER:  
The signing of the informed consent form is only a component of the informed consent process.  In most cases, researchers should have a consent discussion with potential participants, and respond to any questions they may raise before a consent form is signed. Consent is an ongoing process throughout the conduct of the study to ensure consent for participation is maintained.


[bookmark: _Hlk91016398]
[bookmark: _Hlk91016994]For queries related to the ICF Template, please contact the  Research Ethics Office at ethics@wchospital.ca.


This Observational Research Informed Consent Form template was adapted from the Clinical Trials Ontario (CTO) template, version 3 dated 27 July 2021, and the Unity Health REB ICF template, version date May 17, 2022, with permission. 
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Women’s College Hospital Sample Consent Form Template (Observational)
Version Date: November 2023		Page 1 of 14	
Summary of Informed Consent Form 

***This summary is not required unless your study is funded or supported by a US federal funding agency (e.g., NIH, DHHS, etc.). If applicable, include this summary of information as required by the US federal regulations.  This summary should contain only the information that is most likely to assist a prospective participant in understanding the reason for or against participating in the research, as outlined below. Some items included in the summary section may be repeated in the subsequent consent sections if necessary to ensure the subsequent sections make sense or if the information is core to informed consent (e.g., risk of death), otherwise duplication should be avoided. 


Full Study Title:  insert study title as written on the protocol

Below is a summary of information about the study.  There is more information in the document (called an “informed consent form”) that follows this summary.  Please read the informed consent form.   The research team will also talk to you about the study and you can ask any questions you may have.

Participation in research is voluntary.  It is your choice whether you take part in this study.

STUDY PURPOSE
The purpose of this study is provide a brief description of the primary reason why the research is being conducted, no more than 2-3 sentences.

DURATION
It is expected that study participation will last provide expected duration.  Participants will be followed for define period of time.

STUDY PROCEDURES
Briefly describe and highlight key study procedures and, if applicable, outline procedures that may be lengthy/burdensome to participants. If there are multiple arms or groups of possible assignment in the study, outline these and the possibility of assignment to each group.
 
This study is looking at describe purpose.  Approximately X number of participants will be recruited at X sites. This study is expected to last X weeks/years in total, although participation will take X weeks/years. You will be expected to participate for X weeks/years. 

Participants will also briefly describe key procedures e.g., study visits every X weeks during which the researchers will do some tests.  If applicable: You will be asked to do describe lengthy or burdensome procedures which may take specify time extra time.  

RISKS. 
Describe the most important risks.  Consider those most probable and/or highest magnitude of harm. Include mention that this is not the full list of risks. 
Participation in this study may involve risks to you.  These risks are described in detail in the informed consent form.  

Include the risks participants are most likely to experience. This should not include the entire ‘very likely’ or ‘likely’ category from the main consent.  Researchers must review the risks and identify those that are most likely. Include mention that this is not the full list of risks. 

The risks you are most likely to experience are:
· Specify risk in lay language with expected frequency

If applicable, include any serious risks. For the purposes of this summary, serious risks are considered those that may result in death, hospitalization, or are permanent. 

The most serious risks are:
· Specify risk in lay language with expected frequency

BENEFITS.
Insert direct benefit, or state if there is no direct benefit.  If direct benefit to participant is unknown but there is a greater benefit to society, include for example:
We do not know if you will benefit from participation in this study but researchers hope that this study will fulfil its purpose and benefit others in future.

Include if applicable
ALTERNATIVES. 
Include description of any alternative procedure(s) or course(s) of treatment that may be available to the participant, including their important potential benefits and risks. 
You do not have to participate in this study to receive medical care. 


















Informed Consent Form for Participation in a Research Study

[bookmark: _Hlk91020976]Study Title:  insert study title as written on the protocol

Sponsor’s Study ID: Insert sponsor’s study ID if applicable

Principal Investigator: insert name, department and telephone or pager number and email

Co-Investigator(s):

Collaborators:

Study Team/Research Contact: [insert name and phone number/email]

Study Sponsor/Funder(s): Insert the name of the Sponsor or, if applicable, the funder(s) of the research

INTRODUCTION

For studies where consent is sought through a substitute decision maker, include the following paragraph: 
As a Substitute Decision Maker, you are being asked to provide informed consent on behalf of a person who is unable to provide consent for themself.  If the participant gains the capacity to consent for themself, your consent for them will end.  Throughout this form, “you” means the person you are representing. 

[bookmark: _Hlk91017231]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 describes this research study and 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.

[bookmark: _Hlk91017213]Please take your time in making your decision.  You may find it helpful to discuss it with your family, friends, your personal physician, other health care professionals, or any trusted members of your community. 

Taking part in this study is voluntary.  You have do not have to participate at all or you may choose to leave the study at any time.  Whatever you choose, it will not affect the usual medical care that you receive outside the study.  Specify any other potential areas where participants might be concerned about a potential penalty or discrimination, such as employment. 

IS THERE A 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.

The identify individual, e.g., study doctor/researcher, insert name, is receiving personal financial payment from Identify source of funds e.g., the study Sponsor for include reason for payment e.g., providing advice on the design of the study. You may request details about this payment.

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

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

If this study is a student research project conducted as part of an academic program:
Student Project Declaration:
This study is a student project conducted by name of student, a type of affiliation with WCH (e.g. resident, graduate student) at Women’s College Hospital as part of their thesis/course requirements at academic institution. This study is supervised by name of supervisor, a title at Women’s College Hospital.

WHY IS THIS STUDY BEING DONE?
Explain the purpose of the study in lay terminology    

The purpose of this study is to explain the purpose of the study.  

HOW MANY PARTICIPANTS WILL TAKE PART IN THIS STUDY?
It is anticipated that about insert total number of participants people will take part in this study, from research sites located in indicate participating provinces/countries as applicable to the research. At Women’s College Hospital we will invite up to # of participants to participate in this study.

This study should take total length of study in months or years to complete and the results should be known in about time to anticipated analysis in months or years. You will be expected to participate for X weeks/years.

WHAT WILL HAPPEN DURING THIS STUDY?
[bookmark: _Hlk135988445]Provide a description of the research procedures and the nature of participation.  Some suggestions are provided below.  Ensure that the information provided accurately describes the procedures being used in this specific study.  If multiple techniques are included in the research, please include subheadings.   

If this study involves research tests or procedures:
Research Tests and Procedures
The following tests/procedures will be done as part of this study. If there will be overlap between research and clinical procedures: Some of the tests will be done as part of your clinical care and the results will also be included in the study data; some of the tests will be done as part of clinical care, but will be done more frequently because you are in this study; and some of the tests will be done only because you are in this study.

For each research test and procedure that will be done as part of this study, describe the test or procedure and state the duration and frequency of the test or procedure.
Clearly delineate any tests/procedures that are done solely for research from those that are being done as part of clinical care with the results used in this study. Do not include tests/procedures that are part of clinical care only (i.e. results will not be included in the research data).

If the study involves Imaging:
Imaging
You will be asked to have insert name of standard clinical imaging procedure.  This scan is already used in medical care, but would not normally be done explain deviation from normal care/life of the study population.  The scan would involve briefly describe procedure.  
The scan(s) are being done for research purposes only, and will not be used to guide your medical care.
If this study involves biological sample collection for research purposes:
Biological Samples for Research Use
Ensure that you describe the mandatory sample collection, including the sample type and amount and manner/safety of acquisition, purpose of the research (including any commercial use), measures employed to protect privacy and minimize risk, and length, method, and location of storage.  See suggestions below, or revise as applicable to the research.
The researchers doing this study will be doing tests on samples (described below) to insert study-specific LAY explanation of the research purposes for all samples collected.

The collection of these samples is a necessary part of this study.  

Specify what will happen to samples once the mandatory research has been completed.  For example:
Once these tests have been completed, any leftover samples will be returned to insert location if needed or destroyed. 

If there is a possibility that a medically relevant sample will be exhausted:
If you participate in this study it is possible that there will not be enough of your tissue/ sample left for other testing that may need to be done in the future. Please speak to the study doctor to discuss this possibility.

Describe who will be informed of the results of the mandatory research.  For example:
Reports about any research tests done with your samples will not be given to you, the study doctor(s) or study staff, your doctor, or other health care provider(s). These reports will not be put in your medical records.  
Or
Reports about research tests done with your samples will be given to specify recipient e.g., the study doctor(s).  If you would like to learn the results of this research, please let them know.

If this study involves tissue collection
Tissue Collection
Describe the method of tissue sample collection and associated risks.  Specify the location and purpose for the review.  See sample text below, or revise as applicable to the research.

A small sample of your tissue that has already been removed by a previous surgery or biopsy will be obtained by the researchers doing this study. No further surgeries or biopsies are required of you for this purpose. If applicable, explain whether they may still participate if a sample is not available or whether a fresh tissue sample will then be required – see below.

If archived specimens are required from another institution, include the following:
If your biopsy or surgery were completed at another institution, signing this consent form means that you are consenting to the collection of your tissue sample, together with any related personal health information, from that institution.

If a fresh tissue sample is required
As part of this study, you will have a tissue biopsy. A tissue biopsy is a type of surgical procedure, which will remove state how much tissue is to be taken e.g. a pea size piece of your insert tissue type e.g., liver. Explain in lay language whether this will be done using a local or general anesthetic and whether overnight hospital stay may be required. This procedure has risks such as specify risks, e.g., blood loss, pain and rarely an infection at the biopsy site.

Identify location where specimens will be retained.  For example:
These tissue samples will be sent to a laboratory at insert location where they will be examined. 

If the study involves Blood/urine collection
Blood/Urine Collection
Describe the method of blood/urine/other sample collection and associated risks.  Specify the location and purpose for the review.  See example text below, or revise as applicable to the research

Urine will be collected Specify number of samples to be collected and timing (e.g., specify if 24 hour collection) if multiple samples are required. These urine samples will be sent to a laboratory at the insert location where they will be examined.

Blood samples will be taken by inserting a needle into a vein in your arm. These will be taken at the same time as your study related tests whenever possible, describe sample timing e.g. at entry to the study and <X> weeks after you stop the study intervention. Specify amount of blood to be collected and timing if additional samples are required and the tests to be done on these samples. These blood samples will be sent to a laboratory at the insert location where they will be examined. 

If applicable:
HIV Testing
This study involves testing to determine your HIV status. This test is required for this research study to find out if [provide reason for the test if not described elsewhere in the consent – e.g., you meet the eligibility requirements, etc.]. If you test positive for HIV, you [will not/will] be able to participate in this study.

In order for you to be tested for HIV you will need to provide a separate consent for the testing. Before providing your consent you should know that you have the option of going to an anonymous HIV test site to get your test results privately, and you can choose not to share this information

If you consent to be tested for the study, the results of your HIV tests, like all other laboratory test results, will be provided to the Sponsor, your study doctor and your usual doctor.

If you test positive, your doctor will be required to share your identity and your HIV status with Public Health. The people you may have exposed to HIV will have to be notified either by you, your usual doctor or by Public Health.

If you have concerns about being tested for HIV and the consequences of testing positive, you should speak to your study doctor or your usual doctor before providing your consent to be tested.

How will samples be identified?
To protect your identity, the information that will be on your samples will be limited to specify which identifiers will be on the sample(s).  If additional personal information is also being provided to the laboratory (e.g., on additional forms provided with the review materials), include a description of the information provided, e.g., The laboratory will also receive information containing your… 

Despite protections being in place, there is a risk of unintentional release of information. Due to technological advances in genetics, there may be a risk that the genetic information in the samples could be linked back to you.

If the study includes genetic testing, include the following sample text:
Genetic Testing
[bookmark: _Hlk91019860]This study involves genetic testing.  Researchers will be looking at your genes which are inherited material called DNA. 

All living things are made of cells. Genes are the part of cells that contain the instructions which tell our bodies how to grow and work, and determine physical characteristics such as hair and eye color. Genes are passed from parent to child. 

Hereditary genetic testing (to look at whether specify condition runs in families) will not/will/may be done on your blood/tissue/etc. samples.  

Include if applicable (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen):  
The study will/may involve whole genome sequencing. Whole genome sequencing is the analysis of the complete set of genetic instructions in a cell. 
Every person has their own unique set of genes or ‘genome’. Sometimes there are differences between individuals, but these differences are very small.  The reason this is important is because these results might contain information (for example, an inherited genetic disease) that could impact you or your biological (blood) relatives.  When you donate your genetic information or materials you are sharing information about yourself, and it can be used identify these relatives.  

You will be given the choice/not given the choice to find out about genetics testing results. 

[bookmark: _Hlk92377958]If you are a person who identifies as Inuit, Metis or First Nations, you may want to talk to an Elder before you make a decision about this research study. Elders may have concerns about some research procedures including genetic testing and data use. 

Your genetic information will be stored by X persons and (description of commercialization if applicable). 

Can I withdraw these samples?
Describe the process for withdrawal of samples, and any limitations to the withdrawal.  See the suggested text below, or revise as applicable

If you no longer want your samples to be used in this research, you should tell specify appropriate contact role, who will ensure the samples are describe what will happen to samples if participant withdraws consent, e.g., returned to the hospital from which they were obtained or destroyed. 

Describe any limits of the withdrawal, if applicable.  For example:
If tests have already been done on your sample(s) it will not be possible to withdraw those results. However, no further testing will be done. 

If samples will be anonymized at a certain point
You can request withdrawal of your specimens until insert expected anonymization point, when the samples will be made anonymous.  It won’t be possible to return samples after this because the researchers will not know which sample is yours.

State whether or not the participant may continue to participate in this main part of the study, if they withdraw these required samples.

If the study involves Focus Groups:
Research Focus Group
You will be asked to participate in specify how many focus group(s) if more than one focus group, provide information about timing e.g., before you begin the study and then every X weeks/months.  A focus group is a small group of representative people who are asked to speak about their opinions as part of the research.  A moderator will organize the focus group(s).  Each focus group discussion will be about specify length in minutes or hours in length and will take place specify location.  You will be asked to speak about explain topics of discussion e.g., your experiences with condition/intervention.  

If the study involves Interviews:
Research Interview
You will be asked to participate in specify how many interviews if more than one, provide information about timing e.g., before you begin the study and then every X weeks/months.  During this interview, you will speak with/meet with a member/members of the research team and specify others if applicable.  Each interview will be about specify length in minutes or hours in length and will take place specify location.  You will be asked to provide information about explain topics of discussion e.g., your experiences with condition/intervention.  

If the study involves research questionnaires or surveys:
Research Questionnaires/Research Surveys: 
You will be provided with 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. 

The information you provide is for research purposes only.  Some of the questions are personal.  You can choose not to answer questions if you wish.

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. 

If audio/video records used:
You will be audio/video recorded during the specify e.g., interview(s)/focus group.

If the study involves Participant Diaries.
Research Diaries
You will be asked to keep a diary of identify information to be recorded.  You will be asked to return the diary to this centre. 

If participant health information will be collected from a Database or medical records:
Collecting Health Information from a Database or Medical Records for Research Purposes
The researchers will collect information about you from specify source of information e.g., your health record, what information will be collected and the time frame of the data that will be collected and enter this information into an electronic database.  Data will be securely stored, and will be maintained by specify responsible individual/group.  The database can only be accessed by specify people who will have access. If you agree to participate, we will collect information about you over the course of <insert time frame>. Describe which activities will occur over the course of the database (if questionnaires, collection of samples, review of health records). Describe how much time this will add to regular visits and if any additional visits will occur.
Please talk to the research team if there is information that you do not feel comfortable sharing.
If this study involves ICES data linkage:
ICES data linkage:
We also require your permission to collect information on your clinical outcomes (e.g. list data points or data categories that will be collected). This will be done by linking your list the direct personal identifiers that will be sent to ICES to health care databases held at the Institute for Clinical Evaluative Sciences (ICES). The ICES databases contain information about physician, hospital, home care services and medications that are paid for by the Ontario government. The linkage of your data with ICES databases will be done in order to reason why the linkage with ICES is being done.


If there are optional research activities or sub-studies that are not part of this study, and occurring concurrently with the study and not in the future, including the following:
Optional Research Activities/Sub-studies
The Researchers doing this study are interested in doing additional optional research. You will be given an additional optional study consent form to read and sign if you wish to provide consent for this. You may decide not to participate in the optional research and still participate in the main study.

If de-identified data or samples may be used or shared for unspecified future research, include the following:
Future unspecified use of date and/or samples
We would also like to ask that you consider allowing us to store your data and/or samples for use in the future. You will be given a separate document that will describe this optional storage and seek your consent to participate. You do not need to agree to the optional storage and future use of your data and/or samples in order to take part in this study.

WHAT ARE THE RESPONSIBILITIES OF STUDY PARTICIPANTS?
Identify participant responsibilities.  Include, add to, or modify bullets below as applicable. 

If you choose to participate in this study, you will be expected to:
· [bookmark: _Hlk91020077]Specify any responsibilities
· Tell the study staff about your health since the last study visit
· Ask the study team about anything that worries you
· Tell the study staff if you change your mind about being in the study
· Not discuss with others any information you learn in the focus group.  This includes information about other group members and any opinions or comments that are shared.

CAN PARTICIPANTS CHOOSE TO LEAVE THE STUDY?
You can choose to end your participation in this research (called withdrawal) at any time without having to provide a reason.  If you choose to withdraw from the study, you are encouraged to contact the research team.  

You may withdraw your permission to use information that was collected about you for this study at any time by letting the research team know. However, this would also mean that you withdraw from the study. 

If the participant can withdraw information collected prior to withdrawal
If you decide to leave the study, you can ask that the information that was collected about you not be used for the study.  Some records of your participation in this study will not be destroyed, for example this signed consent form. Let the research team know if you choose this.
Or Inform participants about any limits on withdrawal of information
Information that was recorded before you withdrew will be used by the researchers for the purposes of the study, but no information will be collected after you withdraw your permission.

 CAN PARTICIPATION IN THIS STUDY END EARLY?
Your participation in the study may be stopped early, and without your consent, for reasons such as:
Identify reasons why participants may be taken off the study.  Examples are outlined below.  Include or modify bullets below as applicable
· New information shows that the research is no longer in your best interest
· The research team decides to stop the study
· You are unable to complete all required study activities
· The Research Ethics Board withdraws permission for this study to continue
· The study sponsor (NAME) may end the study at any time for any reason

If you are removed from this study, the research team will discuss the reasons with you and where appropriate, plans will be made for your continued care outside of the study.  
 
WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY? 
Inform participants of all reasonably foreseeable risks, harms, discomforts or inconveniences, including to themselves and, when applicable, to an embryo, fetus, or nursing infant (including the need for birth control if applicable).  Include both physical, social/legal, and psychological/emotional risks as applicable to the research, in lay language. Only include risks related to research activities and not the risks of standard of care.

Sample text (ensure these are correct and applicable to the research study):
There are no medical risks to you from participating in this study, but taking part in this study may make you feel uncomfortable or cause you to feel upset.  Include a statement about what type of help will be provided if needed.

The procedure/treatment may also involve unforeseeable risks. You will be given, in a timely manner throughout the course of the study, any new information that is gathered on potential risks. 

If the study involves Focus groups/interviews:
You may become uncomfortable while discussing your experiences.  You may refuse to answer questions or leave the group/interview at any time if you experience any discomfort.  

Focus groups:
While the study team will take precautions to protect your confidentiality we cannot guarantee that other members of the focus group will respect your privacy or keep the discussions of the group confidential.

If your answers show us that there is a serious risk of harm to yourself or other people, we have to tell somebody about it. We will do this to protect you or another person. If we feel that you need help right away we will work with the doctors to get you the help you need. 

If this study involves genetic testing:
Potential Risks of Genetic Testing
Due to the rapid pace of technological advances, there may be potential future risks associated with the use of genetic information that are presently unknown. Your participation in this study is confidential; however, there is a small chance that your genetic data (results from genomic sequencing) could identify you or family members. This is because each person’s genomic make up is unique, similar to a fingerprint. Because your family’s genetic make-up is very similar to yours, your sequencing data could potentially identify them. We will take steps to ensure that your identity is protected; but because of the uniqueness of your genetic data, we cannot guarantee confidentiality for you or your family members.

WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?
Inform participants of potential benefits to themselves and in general that may arise.  If there is no known benefit, ensure this is stated. Include expected benefits to others, if applicable.

If there is no likely benefit to participation, include the following
There are no anticipated benefits to you for taking part in this study.

If the benefit is known, include
The expected benefit from taking part in this study is specify.

If applicable, include
You may not receive direct benefit from participating in this study.  We hope the information learned from this study will help other people with specify in the future. 

HOW WILL PARTICIPANT INFORMATION BE KEPT CONFIDENTIAL?
Note: If there will be disclosure of personal identifiers, i.e., disclosed on any research-related information/documents including samples or scans, or as part of the unique identifier, these disclosures must be justified in the REB application and approved. Please ensure that you are aware of institutional and REB policies with respect to the disclosure of personal identifiers.

This section describes how your personally identifying information and study data If collecting research samples: and samples will be accessed, disclosed, and stored during this study. All persons involved in this study are committed to respecting your privacy. Other than the individuals or groups described in this section, no persons will have access to your personally identifying information without your consent, unless required by law.

Personally identifying information is any information that could be used to identify you; this includes your name and address.

Study data is information that is generated by and/or collected for a study that has been stripped of personally identifying information.

If you decide to participate in this study, the study doctors and study staff will only collect the information they need for this study. If collecting information from the medical record  This may include looking at information obtained from your records already located at this site or getting copies of your records from your healthcare providers with your permission.

If this is an anonymous study (no identifiers are being accessed or collected):
Anonymous Study
This is an anonymous study.  This means that no information that could be used to identify you is being accessed or collected as part of this study and we will not be using or analyzing your data in a way that could identify you. 

If you will be collecting personally identifying information:
Protecting Your Privacy
The study team will make every effort to keep your personally identifying information private and confidential in accordance with all applicable privacy legislation, including the Personal Health Information Protection Act (PHIPA) of Ontario.

In addition to the study team, other authorized employees of Women’s College Hospital may have access to your personally identifying information so that they can carry out regulatory or institutionally required duties. Women’s College Hospital may also store personally identifying information that is collected or used for these duties for a period of time, in accordance with regulations and institutional policies.

Include only those organizations requiring permission for direct access to participant medical records containing identifying information (e.g., permission to conduct on-site monitoring/auditing).  Include a brief description of their role in the research. See suggestions below, or modify as applicable to the research:   
The following organizations may look at or receive copies of your medical or clinical records (or be given remote access to your records through the internet) to check that the information collected for the study is correct and follows proper laws and guidelines. These records do identify you, but everyone involved is responsible for making sure that your privacy, and the confidentiality and security of your records is maintained.

Authorized representatives may include the following:
· Insert sponsor name, the Sponsor of this study 
· The Women’s College Hospital Research Ethics Board who oversees the ethical conduct of this study
· Women’s College Hospital institutional representatives to oversee the conduct of research at Women’s College Hospital
· Study monitors, auditors and regulatory authorities

Information that is collected about you for the study (called study data) may also be sent to the organizations listed above.  Your name, address, email, or other information that may directly identify you will not be used. The records received by these organizations may contain your disclose identifiers e.g., participant code, initials, sex, and date of birth.

The following organizations may also receive study data:
Include organizations with permission to receive study data only (organizations with direct access must be included in the list above).  Include a brief description of their role in the research. 
· Identify any other organizations with permission to receive study data only

No personally identifying information will be allowed off site in any form, unless required by law or as described in this consent form.

All data and samples collected for research purposes will be labelled with a unique study identification number instead of any of your personally identifying information. The principal investigator at Women’s College Hospital is in control of the key that links your study identification number to you personally and will keep it stored separately from the study data.

If you will be noting the patient's participation in this research study, or will be entering study data into the participant’s health record:
Adding information into your Women's College Hospital health record

Your participation in this study will be recorded in your health record. This means that health care providers not involved in this study may know that you are participating in this study. If you participate in this study, the following study related information will be added to your health record and stored in the hospital’s electronic health record system: describe the study related information will be put into the participant’s medical record, including documentation of consent discussion, consent form, study drug dosing, and results of tests done for study purposes.


If gender/race/ethnicity information is collected as part of the study, identify this and provide a rationale.  See sample text, or modify as applicable
Collection of Gender, Race and Ethnicity
This research study is collecting information on gender, race and ethnicity as well as other characteristics of individuals because specify reason e.g., these characteristics may influence how people respond. Providing information on your gender, race or ethnic origin is voluntary/required.

If email will be used for study purposes (e.g., distribution of questionnaires, etc.), please add:
Use of Email/Texting for Research
Communication via e-mail is not absolutely secure. We do not recommend that you communicate sensitive personal information via e-mail.

The common risks of using specify method of communication to communicate are:
· Information travels electronically and is not secure in the way a phone call or regular mail would be.
· If someone sees these emails and/or messages they may know that you are a participant in this study or see the health information included in the email and/or text.
· Emails and/or messages may be read or saved by your internet or phone provider (i.e. Rogers, your workplace, “free internet” providers).
· Copies of an email and/or messages may continue to exist, even after efforts to delete them have been made.
· There is always a chance with an unencrypted email and/or message could be misdirected, intercepted or manipulated.
Email communication is not monitored outside of regular work hours. Do not use email and/or message to communicate sensitive information or for medical emergencies. If you require immediate help, please seek emergency services.

If this study involves a focus group:
Focus Groups
While the study team will take precautions to protect your confidentiality we cannot guarantee that other members of the focus group will respect your privacy or keep the discussions of the group confidential. All participants in the focus group will be reminded to keep the discussion confidential.

During the discussions, participants will be encouraged to refrain from using names.  If names or other identifying information is shared during the discussion, it will not be included in the written records.  

If video/audio recording, describe confidentiality measures including, for example, who will have access, how long they will be kept, and whether they will be sent outside the institution.  For example:
The video/audio recordings will be stored in a secure location and viewed only by members of the research team.  The recordings will be kept until they have been transcribed (turned into written records), and then they will be destroyed.



If identifiable data will be sent outside the institution:
Transfer of Personally Identifiable Information Outside of Women’s College Hospital
This study requires the transfer of identifiable information to insert name of institution/individual for the purposes of specify purpose.  The following information will be transferred:
· Specify identifiable information to be transferred

If the results of this study are published, shared, or presented at scientific meetings your identity will remain confidential. It is expected that the information collected during this study will be include description of proposed uses of data, e.g., used in analyses and will be published/ presented to the scientific community at meetings and in journals. 

Even though the likelihood that someone may identify you from the study data is very small, it can never be completely eliminated. 

A copy of the consent form that you sign to enter the study may be included in your health record/hospital chart.

If data or samples will be sent outside of Canada
Any information and/or samples, sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries dealing with protection of information may not be as strict as in Canada. However, all study data and/or samples, that are transferred outside of Canada will be coded (this means it will not contain your personal identifying information such as your name, address, medical health number or contact information). Any information will be transferred in compliance with all relevant Canadian privacy laws. By signing this consent form, you are consenting to the disclosure of your coded information to organizations located outside of Canada.

OR, for studies funded or supported by a US federal funding agency (e.g., NIH, DHHS, etc.) where researchers will NOT be using specimens or information for future research (even if identifiers are removed), include the following paragraph.  This paragraph is not required for non-US federally funded studies: 

Your study data and/or samples will not be used or shared with other researchers for future studies, even if the researchers remove any information that could directly identify you. 

If this study will use smartphones, apps or applicable technology, describe any limits to the confidentiality.  
Online Surveys, Third Party Websites and Web Based Apps
· State the name of the third party and describe what aspect(s) of this study use(s) their website or web app.
· Specify what (if any) identifiable information (such as email or IP address) would be collected when using the survey or website.
· Provide the location of the company and/or their servers.

Example:
The online survey is hosted by (company), which stores survey data on servers located in (country). You will need to provide an email address to create an account. Your information may be processed in and transferred or disclosed to countries in which (company)’s affiliates are located and in which their service providers are located or have servers.


For studies using third party devices, or apps that are downloaded/installed apps on smartphones or computers, describe the data flow including any limits to the confidentiality of the data therein:   
Third Party Devices and Downloaded or Installed Apps
· State the name of the third party app or device and describe what aspect(s) of the study use the app or device.
· Specify what (if any) identifiable information (such as email or IP address) that will be collected by the third party when using the app or device, or to create a user account or to run the app or device.
· Specify what information (such as GPS or patient reported outcomes) will be collected by the researchers for the purpose of the study.
· If not encrypted, state that data will not be encrypted “at rest” or “in transit”.
· Provide the name and location of the company and/or their servers.
· Provide a link to the third party’s website/privacy policy.

Example:
Fitbit is not owned or operated by Site X, but we would like you to use this device and app so that we can collect data from it for this study. You will need to provide personally identifying information to Fitbit to create an account. The Fitbit privacy policy and data flows apply to any information you put into the app (available at https://www.fitbit.com/en-ca/legal/privacy). The study team will ask you for your Fitbit account to collect the data from Fitbit for the study. At the end of the study, you may choose to continue to your participation in Fitbit or you may close your account, but it is your responsibility to do so.
[bookmark: _Hlk117667791] 
Researchers who propose research involving the collection and banking of genetic material shall indicate how they plan to address the associated ethical issues, including confidentiality, privacy, storage, use of the data and results, possibility of commercialization of research findings, and withdrawal by participants as well as future contact of participants, families, communities and groups.

If this study involves ICES data linkage:
Linking to ICES
Personally identifying information will be securely transferred from Women’s College Hospital by or on behalf of the study investigators to the Institute for Clinical Evaluative Sciences (ICES) so the required linkages can be made to gather the information for this study. The information that will be sent is described in the Research Activities section. The study investigators will be permitted to access de-identified information only (i.e., any information that can directly identify you will be removed or replaced with a code that is not known to the study investigators).

WHAT IS THE COST TO PARTICIPANTS?
If participation could result in additional costs, include an explanation of these potential costs.  Ensure that examples of extra costs are consistent with the research project
Taking part in this study may result in added costs to you.  For example:
· You may miss work as a result of participation in this study.

OR If participation will not result in any costs, include the following
Participation in this study will not involve any additional costs to you or your private health care insurance.

ARE STUDY PARTICIPANTS PAID TO BE IN THIS STUDY? 
Describe compensation provided to participants, or state if no compensation is provided.  Suggestions are provided below. Note that the Women’s College Hospital REB recommends that all study participants receive reimbursement for parking for visits that are above standard of care. 
If there is no payment for participation
You will not be paid for taking part in this study.
OR If participants are paid (revise as applicable to the study)
If you decide to participate in this study, you will receive $specify amount of payment and type of payment (e.g., cash, cheque, gift card) including indication of payment interval if applicable e.g., every three months.
  
If you decide to leave the study, you will receive payment that is less than the full amount for participating in the study. 

If there is re-imbursement of costs for participation
If you decide to participate in this study, you will be reimbursed $ enter actual or maximum dollar amount for some study related expenses such as list reimbursable expenses as applicable.  

If receipts or other documentation is required for re-imbursement, this must be described.  For example:
You will need to provide your receipts for insert expense types e.g., parking to the research staff in order to be reimbursed.

If applicable (alter as needed to fit the research):
It is possible that the research conducted using your samples and/or study data may eventually lead to the development of new diagnostic tests, new drugs or devices, or other commercial products. 
If participants will not share in commercial profit
There are no plans to provide payment to you if this happens.

If participants will share in commercial profits
If this happens, you will receive describe participant’s share in commercial profit.

In the case of research-related side effects or injury, medical care will be provided by specify response e.g., your doctor or you will be referred for appropriate medical care. Describe any compensation to be offered, if applicable. 

WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?
You will be told, in a timely manner, about new information that may be relevant to your willingness to stay in this study.

You have the right to be informed of the results of this study once the entire study is complete.  Explain how the participant can obtain the results, for example:  If you would like to be informed of the results of this study, please contact the research team or If you would like to be informed of the results of this study, please let the study doctor know.

Your rights to privacy are legally protected by federal and provincial laws that require safeguards to ensure that your privacy is respected.

By signing this form you do not give up any of your legal rights against the researcher/study doctor, sponsor or involved institutions for compensation, nor does this form relieve the researcher/study doctor, sponsor or their agents of their legal and professional responsibilities.

You will be given a copy of this signed and dated consent form prior to participating in this study.

Study results:
The results of this study may be presented at a scientific conference or published in a scientific journal. If you are interested in obtaining the results of this study, you can contact the study team. We estimate the results of this study will be available in XX year(s). 

If incidental findings are anticipated as a result of the study, include the following section and address what information will be provided to participants.
WHAT IF RESEARCHERS DISCOVER NEW INFORMATION ABOUT YOUR HEALTH?
The tests or procedures that we do during this study might reveal medical information about you that is not part of the objectives of this study but may be relevant to your health. This type of medical information is called an incidental finding. Some incidental findings could be related to treatable conditions or they could be related to factors that may affect your current or future health care. If any new clinically important information about your health is obtained as a result of your participation in this study, you will be given the opportunity to decide whether you wish to be made aware of that information.

WHOM DO PARTICIPANTS CONTACT FOR QUESTIONS?

If you have questions about taking part in this study, or if you suffer a research-related injury, you can talk to the research team, or the person who is in charge of the study at this institution. That person is:


____________________________	_________________________
Name	Telephone 

If study involves more than minimal risk where there is the potential for participants to experience adverse events after regular business hours OR the study requires an emergency contact number:
If you experience an emergency or have an urgent question outside of regular business hours, please contact the following person (available 24/7):

____________________________	_________________________
Name	Telephone 


Research Ethics Board Contact
If you have questions about your rights as a participant or concerns about ethical issues related to this study, you can talk to someone who is not involved in the study at all. That person is the Chair of the Research Ethics Board, who can be contacted at ethics@wchospital.ca, or you can leave a message at 416-351-3732 ext. 2325.





















Signature Page(s): Documentation of Informed Consent
Study Title: Complete Study Title

Participant Statement of Consent
By signing this consent form, I acknowledge that:
· This research study has been fully explained to me and all of my questions have been answered to my satisfaction.
· I have been informed of alternatives to participation in this study.
· I know that I have the right not to participate and the right to withdraw from this study without affecting the care I receive at, employment at, or other relationship with WCH now or in the future for me or my family. 
· The potential risks and benefits (if any) of participating in this study have been explained to me.
· I know that I may ask, now or in the future, any questions I have about this study.
· I allow access to medical records and transfer of specimens and related personal health information as explained in this consent form.
· I have been told that information about me and my participation in this study will be kept confidential and that no personally identifying information will be disclosed without my permission unless required by law.
· I have been given sufficient time to read the information in this consent form.
· I do not give up any of my legal rights by signing this consent form
· I understand that my family doctor/health care provider will/may be informed of study participation
· I agree to take part in this study
· This informed consent document may be placed in my medical records
· I will be given a signed and dated copy of this consent form. 
Options:
 
If this study may reveal incidental findings, please include the following:

Please initial one of the boxes below to indicate whether or not you want to be informed of all medically actionable incidental research findings.

	
	YES, I agree to be told about any medically actionable incidental findings.

	
	NO, I do not want to be told about medically actionable incidental findings. 




If the participant’s health information will be linked with an ICES database, please include the following: 

If you agree (by indicating your preference below), your health information will be linked with an independent not-for-profit corporation called ICES. ICES is a community of research, data and clinical experts and linking your data with ICES data will help research experts further understand challenges within health care to improve policies and make health care better. We will collect your [insert which data points will be collected for linkage e.g. date of birth, and provincial health number]. 
 
Please check an appropriate box and initial next to your preference:
	Check box
	Initial
	Options: 

	☐
	________
	Yes, you can collect my health information by linking with ICES. I authorize release of my medical records and history to [insert PI name] for the [insert study name] study. 

	☐
	________
	No, I do not want you to collect my health information by linking with ICES.


 
If the participant’s health information will be linked with provincial or national health database, include the following: 
If you agree (by indicating your preference below), we will collect your health information by linking with provincial and national health databases. We will collect your [insert which data points will be collected for linkage e.g. date of birth, and provincial health number]. Please check an appropriate box and initial next to your preference: 
 
	Check box
	Initial
	Options: 

	☐
	________
	Yes, you can collect my health information by linking with provincial and national databases. I authorize release of my medical records and history to [insert PI name] for the [insert study name] study. 

	☐
	________
	No, I do not want you to collect my health information by linking with provincial and national databases. 



I consent to participate in this study. 
	
	
	
	
	

	Participant name (print)
	
	Participant signature
	
	Date



I have explained to the above-named participant the nature and purpose, the potential benefits, and possible risks of participation in this study. All questions that have been raised about this study have been answered.

	
	
	
	
	
	
	
	

	Name of person obtaining consent (print)
	
	Position/Title of person obtaining consent (print)
	
	Signature of person obtaining consent
	
	Date
	








The following consent documentation must be used if obtaining verbal consent

Signature Page(s): Documentation of Informed Consent
Study Title: Complete Study Title

Documentation of Verbal Consent

Verbal Consent Attestation
0. The consent form was explained to, and apparently understood by, the participant, _______________ (participant’s name) and
0. Informed consent was freely given by the participant. The consent form was read to the participant and consent was received verbally via telephone, Zoom healthcare, Teams etc.
0. The signed copy will be kept in the study file and a copy given to the participant via  password protected email, secure file transfer, mail, at the next on site visit

I confirm the study as set out in this form, including the nature and purpose, the potential benefits, and possible risks of participation in this research study was accurately read to and explained to the participant. All questions that have been raised about this study have been answered.

	
	
	
	
	
	
	
	

	Name of person obtaining consent (print)
	
	Position/Title of person obtaining consent (print)
	
	Signature of person obtaining consent
	
	Date
	
























If consent is provided by Substitute Decision Maker:

Statement of Consent for the Substitute Decision Maker 

Participant Name: _____________________________________

By signing this form, I confirm that:

· This research study has been fully explained to me and all of my questions have been answered to my satisfaction.
· I have been informed of alternatives to participation in this study.
· I know that I have the right not to consent to their participation and the right to withdraw from this study without affecting the medical care received at, employment at, or other relationship with WCH now or in the future for me or my family. 
· The potential risks and benefits (if any) of participating in this study have been explained to me.
· I know that I may ask, now or in the future, any questions I have about this study.
· I allow access to medical records and transfer of specimens and related personal health information as explained in this consent form.
· I have been told that information about them and their participation in this study will be kept confidential and that no personally identifying information will be disclosed without my permission unless required by law.
· I have been given sufficient time to read the information in this consent form.
· I understand that I have not waived their legal rights by signing this consent form
· I understand that their family doctor/health care provider will/may be informed of study participation
· I agree to allow the person I am responsible for, to take part in this study
· This informed consent document may be placed in my medical records
· I will be given a signed and dated copy of this consent form. 


I consent to their participation in this study.

	
	
	
	
	
	

	Name of substitute decision maker (print)
	
	Signature of substitute decision maker
	
	Date
	



Substitute decision maker relationship to participant: __________________________________

Substitute decision maker contact information: _______________________________________

I have explained to the above-named Substitute Decision Maker the nature and purpose, the potential benefits, and possible risks of participation in this study. All questions that have been raised about this study have been answered.

	
	
	
	
	
	
	
	

	Name of person obtaining consent (print)
	
	Position/Title of person obtaining consent (print)
	
	Signature of person obtaining consent
	
	Date
	




The following attestation must be provided if the participant is unable to read independently or unable to sign the consent:

Declaration of Assistance – Witness to Consent Process 

Participant Name:_______________________________________

ASSISTANCE DECLARATION AND SIGNATURE:
I have provided assistance during the consent discussion between the potential participant and the person obtaining consent by (please check one):
 Acting as a witness to the consent discussion
 Acting as a witness to consent to participate in the study (signature or verbal agreement)
 Assisting in delivery of consent discussion (reading/oral), including communication of questions and responses
 Other: _______________________________

I attest that the information was accurately explained to, and apparently understood by, the participant and the participant has freely given consent to participate in the research study.


	
	
	
	
	
	

	Name of person assisting consent (print)
	
	Signature of person assisting consent
	
	Date
	


	


	
	

	Contact Information of Person Assisting Consent
	
	Relationship To Study Participant
























The following attestation must be provided if the participant requires the assistance of an interpreter

Declaration of Assistance – Interpreter

Study Participant’s Name (Print): _______________________________

INTERPRETER DECLARATION AND SIGNATURE:
I am competent in the English language and in the preferred language of the potential participant: _______________________________ (name of language)

I am not involved in the research study or related to the participant. I agree to keep confidential all personally identifying information of the participant. I have faithfully interpreted the consent discussion, and provided a sight translation of the written informed consent form as directed by the study team member obtaining consent.


	
	
	
	
	
	

	Name of interpreter (print)
	
	Signature of interpreter
	
	Date
	


	


	
	

	Contact Information of Interpreter
	
	




























If there are optional research activities such as requests for specified future use or broad consent for storage and future unspecified use* of data and/or samples or sub-studies that are part of this study and occurring concurrently with this study include the appendix below (if there are multiple optional activities, replicate this section as needed).

*Broad consent for Storage and Future Unspecified Use – is defined as consent for future unspecified research that includes specific restrictions (e.g., consent may be restricted to a particular field of study, to a specific disease, or may prevent use by private industry). The use of broad consent is in the context of future research using data and human biological materials with no direct contact or intervention with participants at that time. 

When seeking consent for a specific research project at the same time as seeking consent for storage of data and human biological materials for future unspecified research, prospective participants must be provided with an option to consent to each separately, either through separate consent forms or separate sections on the same form.

If optional activity is specified future use or sub-study, use the title below 
Appendix #: Informed Consent Form for Participation in Optional Sub-Study/Research Activity/Future Use 
Name of Sub-Study/Research Activity

If optional activity is obtaining broad consent for future unspecified use, use the title below
Appendix #: Broad Consent for the Storage of Data and/or Biological Materials for Future Unspecified Use

Introduction
In addition to taking part in the main portion of this study, you are being invited to consider participating in an optional sub-study/research activity/future use/future unspecified use. The details of the optional sub-study/research activity/future use/ future unspecified use are described below. You do not have to take part in this optional sub-study/research activity/future use/future unspecified use in order to take part in the main study.

Purpose of the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
State what the optional sub-study/research activity/future use/future unspecified use is and provide an explanation of why it is being done.
Describe the research question that is being addressed by the optional sub-study/research activity/future use/future unspecified use.
Describe how the objective of the sub-study/research activity/future use/future unspecified use relates to the main study.
Explain which participants in the main study will be asked to participate in the sub-study/research activity/future use/future unspecified use.
List the number of participants at Women’s College Hospital and in the study overall that are expected to participate in the sub-study/research activity/future use/future unspecified use.
If Future Unspecified Use also describe the following:
· 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 (if known)


Description of the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
Provide the details of the optional activities that the participant will be asked to complete.
(if applicable) For each sample type being collected, describe the type of sample, the amount, frequency, and method of collection.
(if applicable) Explain what the sample will be tested for and/or the purpose/intended use of the sample.
Describe the length of time involved in taking part in the sub-study/research activity/future use/future unspecified use.
Describe the participant’s responsibilities while taking part in the sub-study/research activity/future use/future unspecified use.

Risks of the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
Describe any potential risks that are specific to the optional sub-study/ research activity/future use/future unspecified use.
If Future Unspecified Use also describe the following:
· The risks of storage of data and human biological materials, and of their use in future unspecified research, including areas of uncertainty where risks cannot be estimated
· whether the research will (if known) or might include whole genome sequencing or similar technologies that may pose a substantial risk of re-identification of the participant or identification of material incidental findings (when appropriate);
Benefits of the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
Describe the potential benefits that are specific to the optional sub-study/research activity/future use/future unspecified use.

Privacy and Confidentiality of the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE Data AND SAMPLES
Include any privacy considerations that are specific to the sub-study/research activity/future use/future unspecified use.
This could include data and sample storage locations that differ from the main study, use of a third party app or device, sample labelling, etc.

If Future Unspecified Use also describe the following:
· A general description of the repository and its governance, or a means to access this information  
· Whether the data or human biological materials could be shared with researchers who are not subject to the TCPS
· whether linkage of data gathered in the research or derived from human biological materials with other data about participants – either contained in public or personal records – is anticipated

Costs and Reimbursements Related to the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
Describe whether the participant will be compensated for time and/or reimbursed for costs associated with the sub-study/research activity/future use/future unspecified use.

Participation and Withdrawal from the Optional SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
Describe the process for withdrawing from the sub-study/research activity/future use/future unspecified use.

If you agree to take part in the optional sub-study/research activity/future use/future unspecified use and later decide to withdraw from the optional sub-study/research activity/future use/future unspecified use, you can continue to take part in the main study.

State whether or not the participant can withdraw from the main study and remain in the sub-study.

If you withdraw from the optional sub-study/research activity/future use/future unspecified use, data collected about you up to that time will be withdrawn/ still be used. No more data about you will be collected for the optional sub-study/research activity/future use/future unspecified use.

(if applicable) Indicate what will happen to the samples (both analyzed and unanalyzed) if the participant withdraws or is withdrawn.

If Future Unspecified Use also describe the following:
· A statement regarding the participants’ preference to being re-contacted for additional future research


Consent to Participate - NAME OF SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE
The optional sub-study/research activity/future use/future unspecified use has been explained to me, and my questions have been answered to my satisfaction.

I consent to participate in this optional sub-study/research activity/future use/future unspecified use.

[bookmark: _Hlk142463928]If Future Unspecified Use includes both biological samples and data, provide the option of consenting to their use separately when possible.  If it is not possible, do NOT include the options below.

	Check box
	Initial
	Options: 

	☐
	________
	I agree for my coded biological samples collected as part of this study to be used for future research purposes as described above

	☐
	________
	I agree for my coded study data collected as part of this study to be used for future research purposes as described above



	
	
	
	
	
	

	Participant name (print)
	
	Participant signature
	
	Date
	



I have explained to the above-named participant the nature and purpose, the potential benefits, and possible risks associated with participation in this optional research sub-study/research activity/future use/future unspecified use. All questions that have been raised about the research have been answered.


	
	
	
	
	
	
	
	

	Name of person obtaining consent (print)
	
	Position/Title of person obtaining consent (print)
	
	Signature of person obtaining consent
	
	Date
	







































[bookmark: _Hlk135987660]If consent is provided by Substitute Decision Maker:

Statement of Consent for the Substitute Decision Maker 

[bookmark: _Hlk151456204]Consent to Participate - NAME OF SUB-STUDY/RESEARCH ACTIVITY/FUTURE USE/FUTURE UNSPECIFIED USE

Participant Name: _____________________________________

The optional sub-study/research activity/future use/future unspecified use has been explained to me, and my questions have been answered to my satisfaction.

I consent to their participation in this optional sub-study/research activity/future use/future unspecified use.

If Future Unspecified Use includes both biological samples and data, provide the option of consenting to their use separately when possible.  If it is not possible, do NOT include the options below.

	Check box
	Initial
	Options: 

	☐
	________
	I agree for their coded biological samples collected as part of this study to be used for future research purposes as described above

	☐
	________
	I agree for their coded study data collected as part of this study to be used for future research purposes as described above





	
	
	
	
	
	

	Name of substitute decision maker (print)
	
	Signature of substitute decision maker
	
	Date
	



Substitute decision maker relationship to participant: __________________________________

Substitute decision maker contact information: _______________________________________


I have explained to the above-named Substitute Decision Maker the nature and purpose, the potential benefits, and possible risks of participation in this study. All questions that have been raised about this study have been answered.

	
	
	
	
	
	
	
	

	Name of person obtaining consent (print)
	
	Position/Title of person obtaining consent (print)
	
	Signature of person obtaining consent
	
	Date
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