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Pediatric Consent Form Template for Interventional CHEER Studies
Template Version Date: 2025MAR18

Instructions
This Interventional Research Informed Consent Form (ICF) Template has been designed to meet current regulatory and ethical standards. This template is intended for participants to provide consent for interventional research. 
 
The study wide ICF template must follow the prescribed structure and format as set out in this template. 

When developing their site-specific ICF, participating sites should follow the instructions and insert the applicable site-specific content. The instructions and highlighting should be deleted from the site-specific consent form submitted to the REB of Record.

Legend for formatting throughout template

	Formatting
	Meaning

	Blue font
	Suggested text/examples that may be omitted if they are not relevant 

	Bold size 15 font
	Headings that denote sections which should not be altered or removed from the template

	Italics/grey background
	Instructions for developing the consent

	Turquoise highlighting
	Prompts to adapt text to the research study (e.g., to select from the available options highlighted)

	Yellow highlighting
	Instructions for participating sites to follow when creating their local informed consent. This text, including the highlighting, should not be altered or removed from the ICF that is uploaded into the Initial Application through the CHEER platform. 




When writing the consent form, please remember to:

· Delete these two instructional pages.
· Use plain (lay) language that is easy for a non-medical person to understand; consent forms should be written at a reading level appropriate to the participant population (usually grade 7).
· Use a size and font of text that is consistent and easy to read (size 12 or larger is recommended). Ensure this form meets local accessibility legislation and standards. 
· Define all acronyms and abbreviations when they first appear and where necessary throughout the document to improve understanding. 
· Use the term ‘study doctor’ when referring to physicians involved in the research.  Non-physician investigators should be referred to as ‘researchers’.
· Ensure that the final form is version dated. 
· After all edits have been made, all instructions and guidance text should be either removed or customized. 
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CHEER Sample Consent Form Template (Interventional)
Template Version Date 2025MAR18		
For studies funded or supported by a US federal funding agency (e.g., NIH, DHHS, etc.) 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.

Summary of Informed Consent Form

Short Title:  provide a simplified study title written in lay language

Study Title: insert study title as written on the protocol

Below is a summary of information about the study.  There is more detailed information about the study following this summary.  Please read the entire informed consent form.   The research team will also talk to you about the study. You are encouraged to ask any questions you may have.

Participation in research is voluntary.  It is your choice whether you take part in this study or not. 

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 e.g., 18 months.  

Study Procedures
Briefly describe the intervention(s), highlight key study procedures and, if applicable, outline procedures that may be lengthy/burdensome/painful to participants. 
This study is looking at describe interventional group(s).  
You will be asked to briefly describe key procedures e.g., study visits every X weeks during which the researchers will do some tests.  

If applicable: You will also be asked to do describe lengthy or burdensome procedures which may take specify time extra time.  

Risks 
Participation in this study may involve risks. These risks are described in detail later in the consent form.  

Key information should not include the full list of risks. Include the risks participants are either most likely to experience, the risks that are most severe, or those that differ from the risks of usual treatment. This selection should not include the entire category of risks from the main consent.  Researchers must review the risks and identify those that are most relevant to the decision making of prospective participants Indicate if procedures will be painful and what will be done to mitigate this.

If applicable, include the most common 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

If applicable, include the risks that differ from the usual treatment that the participant would receive outside of the study protocol. 
The risks of receiving name the study intervention instead of/in addition to insert usual treatment include:
· Specify risk in scientific and 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 receive medical benefit from participation but researchers hope that this study will fulfil its purpose and benefit others in future.

Alternatives 
You do not have to participate in this study to receive medical care.
If applicable: Your study doctor will discuss other treatment options with you. 



Informed Consent Form for Participation in a Research Study


Short Title:  provide a simplified study title written in lay language

Protocol 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 contact information

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

Emergency Contact Number (24 hours / 7 days a week): _________________________

Non-Emergency contact numbers are noted at the end of this document under the section heading “Who do I Contact for Questions?”. 
Introduction
If you are a parent, legal guardian or authorized representative of a child who may take part in this study, permission from you and the agreement of your child may be required. Throughout this consent form, please remember that the words “you” and “your” always refer to the study participant/child, while “we” represents the insert institution name study doctor(s). If the child gains the capacity to consent for themselves, your consent on their behalf will end and we will seek consent from the child/participant.  
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 explains the research study and what you will be asked to do. This consent form may have words that you do not understand. Please ask the study team to explain anything you do not understand. Please take as much time as you need to decide if you want to participate in the study and ask questions about anything you do not understand. 

If you want to talk about the study with family, friends, your doctor, a health care professional, or any members of your community that you trust, this is okay. 

Your participation is voluntary. You are not under any obligation to participate. You also can change your mind at any time.  Whatever choice you make, you will continue to receive usual care outside of the study. Specify any other potential areas where participants might be concerned about a potential penalty or discrimination. 

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. Your study team will talk to you about how long you will be expected to be in the study.

We will invite insert total number of participants participants to take part in this study from research sites located in indicate participating provinces/countries as applicable to the research. We expect insert total number of local participants to join the study at this site. 

Why is this study being done? 
Explain the purpose and specific goals of the research study. A clear statement that the study involves research, and the purpose of their participation is primarily to contribute to research. Examples are provided below.

Insert name(s) of the study drug/natural health product/device/procedure  is a  type of describe, e.g., natural health product/drug/device/procedure for specify condition. Previous research has shown that it may explain previous research results in lay terminology, e.g., [agent] has been studied in a few people and seems promising but it is not clear if it can offer better results than standard treatment.

This research study is being done to insert purpose/significance of conducting the study. E.g. evaluate the safety and effectiveness of the study drug, to evaluate a different dose or route of administration of an approved drug. 

Clinical equipoise statement: include one of the following options:
We don’t know if name the study intervention is better or worse than the standard treatment. Standard/usual treatment is the treatment that most doctors would recommend you receive even if you decide not to participate in a study. The standard/usual treatment for specify condition is describe the standard treatment or other option if no standard treatment is available.

Or, if intervention is standard of care/usual treatment: 
We don’t know if the name the study intervention will help you/primary endpoint. 

If you are using a drug or device that is investigational and is NOT approved by Health Canada for clinical use, state the following: 
The use of the name the study intervention in this research study is investigational. The word “investigational” means that name the study intervention is not approved for use by Health Canada. Health Canada is allowing the use name the study intervention  in this research study. Health Canada is the regulatory body that oversees the use of drugs/natural health products/medical devices in Canada.

If you are using a study drug/natural health product/device that is approved by Health Canada, but outside of the drug/product/device approved parameters (e.g., approved agent being used for new (not approved) condition, or being used outside of approved dosage/schedule, being used outside of approved age range, etc.), include the following:
The use of name the study intervention in this research study is investigational. The word “investigational” means that name the study intervention is approved by Health Canada for the treatment of include disease/condition name. It is not approved for use in condition/disease name.  Health Canada is allowing the use of name the study intervention in this research study. Health Canada is the regulatory body that oversees the use of drugs/natural health products/medical devices in Canada.

What will happen during this study?
The following five sections must include a clear description of the overall design of the study, study groups, study visits, all study related tests and procedures, and access to study intervention after the study ends. 
Pilot Studies:
This research is called a “pilot study” or “feasibility study” and is done to test the study plan and to find out whether a bigger study is possible. This type of study involves a small number of participants. Knowledge gained from pilot or feasibility studies may be used to develop future studies that may benefit others. Pilot studies are not expected to show that the study treatment is safe or effective. Participation in a pilot study does not mean that you will be able to participate in a future larger study. 
  
Phase I Studies (safety): 
This is a Phase I study. The research is being done to test the safety of a new drug name the study intervention to see what effects it has on people with insert disease/condition. This is the first time that the name the study intervention is being tested in children who have state condition. It has been tested in adults who have state condition before and is safe for adults to use.” 
Or

Phase 1(dose finding/escalation):
This research is being done to find the highest tolerated dose/or most effective dose of a new natural health product/ drug called name the study intervention that can be given without causing unacceptable side effects. You will be watched very closely to see what side-effects you may have and to make sure the side-effects are not very severe. This is done by starting at a lower dose than the one that is recommended in adults. If the side-effects are not severe, then more participants are asked to join this study and are given a higher dose of name the study intervention. The doses will continue to increase for every new group until people have serious, unacceptable side-effects that require the dose to be lower.  Once this dose is found the dose finding/escalation is stopped.  Your study doctor will tell you at which dose level you will start the study drug. 

Phase I studies are not expected or intended to provide a direct personal benefit to participants.

Phase II studies: 
This is a Phase II study. Phase II studies are conducted after previous research has been done to test safe/well-tolerated doses of natural health products/ drugs. This research is being done to see what effects (good and bad) name the study intervention has on insert study population (e.g., children with disease/condition) and to further test its safety.

Phase III studies: 
This is a Phase III study. This research is being done on a large group of people to see what effects (good and bad) name the study intervention has on state disease condition for which product/drug is being tested compared to the best available/current standardusual treatment given for state disease condition at this time. We want to see which treatment/therapy is better.

Phase III placebo controlled studies:
This research is being done to find out specify purpose, e.g., whether it is better to receive name the study intervention, or better to receive no additional intervention.  To do this, some of the participants in this study will get name the study intervention and others will receive a placebo (a substance that looks like the study natural health product/drug but does not contain any active ingredients). The placebo in this study is not intended to have any effect on your specify condition.  We don't know if name the study intervention or placebo (with/without the standard/usual treatment) is better.

Phase IV studies: 
This is a phase IV study, also called a “post-marketing study”. This research is being done to learn more about the long-term effects (good and bad) of name the study intervention on insert disease/condition. 

Extension Study:
You are near completion of the main study in which you received name the study intervention over list time period - e.g. ## weeks. In this extension study, all participants will receive the name the study intervention. List relevant additional information such as: If you received placebo, you will now receive the study intervention. If you received the study intervention, you will continue on your previous dose.

Randomized studies:
If you decide to participate in this study, you will be randomized into one of the study groups described below. Randomization means that you will be assigned to a treatment/group based on chance, like flipping a coin. Neither you, nor the study doctor can choose what group you will be in. You will have a insert randomization probability e.g., 50/50; 50%; 1 in 3 chance of being placed in either/any group. 
For double-blind:
Neither you nor the study doctor will know which study treatment you are receiving. However, this information can be made available in case of an emergency.
For single blind:
You will not know which group you are in.  However, this information can be made available in case of an emergency.
Open-label:
This is an open-label study which means that both you and the study team will know which treatment you will receive.


What does the study involve? 

Describe intervention by study group, including a clear identification of experimental components of the study.  See suggestions below.  If these suggestions are not applicable, provide a detailed description appropriate to the specific protocol. 

If standard treatment is being withheld or withdrawn, inform participants of details, for example:
Normally, you would receive identify standard treatment for specify condition.  If you decide to take part in this study, you will/may not receive this usual treatment for specify time period, e,g, the entire time you are enrolled in the study.  

For studies with washout period, provide details on washout requirements, for example:
As part of this study, you will be asked to stop taking identify washout agent for a period of insert washout period in weeks/months before you begin the study intervention.

Suggestion for single arm studies
Experimental Intervention:
If you decide to take part in this study, you will describe the intervention, including the method of delivery of intervention (e.g., injection, oral), the frequency of intervention, and the length of time receipt of intervention takes. 

Suggestion for multi-group studies (Ensure that the Group/Arm names and descriptions are consistent with the protocol) 
If you decide to take part in this study and are randomized to Group 1 (Experimental group), you will receive standard/usual treatment (specify drug name/regimen/ intervention) plus experimental treatment (specify drug name/regimen/intervention).

If this group, you will describe the intervention, including the method of delivery of intervention (e.g., injection, oral), the frequency of intervention, and the length of time receipt of intervention takes.

If you decide to take part in this study and are randomized to Group 2 (Non-Experimental group), you will receive standard/usual treatment (specify drug name/regimen /intervention)

In this group, you will describe the intervention, including the method of delivery of intervention (e.g., injection, oral), the frequency of intervention, and the length of time receipt of intervention takes.

Study Visits
If the study has a complex design where a pictorial representation of the study flow would benefit the potential participants, include a flow chart. An example has been provided at the end of this section. 

If a screening visit/Initial Visit is required before a participant begins the study:
Screening Visit: In order for the study doctor to find out if you are eligible to be part of this study, you will be asked to come to name of hospital/clinic for a screening visit where the following will be done: 
Provide a numbered or bulleted list of screening procedures and describe each screening procedure. 
 
Randomization Visit/Study Enrollment/Baseline Visit
Describe all study procedures that will occur at the baseline visit.  
If procedures at the baseline visit are the same as at the screening visit: You will be doing the same tests and procedures as described in the Screening visit. 

Follow-up Visits:
Describe all study procedures that will occur at the follow-up study visits. For example, the number of study visits, research procedures and testing, maintenance of diaries, completion of questionnaires, etc. 

If there are study procedures that will be done at each and every single visit, summarize as follows: 
You will need to come to name of hospital/clinic for X study visits that will occur at time intervals. Each study visit will take about xx minutes.  At each study visit, the following will be done:

List study procedures that will occur at all study visits.  Example list: 
· Blood/Urine collection
· Tissue collection
· Medical scans
· Blood pressure/pulse/temperature
· Electrocardiogram
· Questionnaires
· Participant Diary
These procedures are described below.

If there are additional procedures that need to be done: 
Some visits will include additional procedures. 
1. List any additional tests/procedures: include timing (what visit), description of the test in lay terms, how long the test will take, any preparations needed specific to the test, 
.
Describe the listed study procedures as applicable. Examples provided below.

Questionnaires: 
You will be asked to complete a/X 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 questionnaire(s) will ask about include description of the content, e.g. how being in the study and your illness affects your daily life.  Each questionnaire will take about indicate estimated time to complete in minutes to complete. 

The information you share 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 the participants should do and what type of help will be provided to them if this happens.

If questionnaires include medically relevant information, but won’t be reviewed, include the following:
Even though you may have shared medical information on a questionnaire for the study, it will not be reviewed by your physician/health care team. If you want your doctors or health care team to know this information, please share it with them. 

Participant 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. 

Blood/Tissue/Urine Samples
If applicable, describe the sample collection, including the sample type and amount and manner/safety of acquisition, and length, method, and location of storage.  See suggestions below, to revise as applicable to the research. 

Sample collection that is optional (including banking for other future research), must be described distinctly from the main study. Where there are significant optional components, this should instead be covered by a separate "optional" consent form. Where there are minimal optional components, this may be covered in a separate “optional” consent section (examples are below in the Study Visit Schedule section). The availability of this option may be mentioned in the main consent (see below).

The researchers doing this study will be doing tests on your blood/tissue/urine samples (described below) to insert study-specific LAY explanation of the research purposes for all samples collected.

Blood/Urine Collection

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 tested.

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 procedures 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 (e.g., at <X> of weeks after screening visit) 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 tested.

Describe who will be informed of the results of the sample analysis. For example:
You will not get reports about any research tests done with your samples. The study doctor(s) or study team, your doctor, or other health care provider(s) will also not get reports about any research tests done with your samples. These reports will not become part of your medical records.  
Or
Reports about research tests done with your samples will be given to specify recipient e.g., the study doctor(s).  

The collection of these samples is a necessary part of this study. We will only use samples for this research study. We will not sell the samples or use them for any other purposes. 

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 destroyed.
Or, if samples were sent elsewhere for analysis: 
Once these tests have been completed, any leftover samples will be returned to the facility from which they were obtained or destroyed.
Or, if applicable: 
If you give permission for your samples to be used for future research, the samples will not be destroyed. In this case, you will be given a separate optional consent form to sign.

Tissue Collection
Describe the method of tissue sample collection. Specify the location where the sample will be taken and purpose for collecting the sample. See example text below, or revise as applicable to the research
The researchers doing this study will use some of your tissue that has already been removed by a previous surgery/biopsy/other collection method. 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. 

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. 

For genetic research:
As part of this study, we are also conducting a genetic test. This test is designed to find out if specify rationale for genetic testing. 

How will samples/medical scans be identified?
To protect your identity, the information that will be on your samples/medical scans will be limited to specify which identifiers will be on the sample/scan(s).  If additional personal information is also being provided (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… 


If samples/medical scans will be identified with direct identifiers:
Your samples will be labeled with direct identifiers (list identifiers, e.g., name and full date of birth). The samples must be labeled with your personal information because explain why.

Include this section if applicable: Withdrawal or End of Study Visit 
When your participation in the study ends, you will be asked to complete a final study visit. This will be scheduled as soon as possible. 

During this visit, the following will be done: describe End of Study visit procedures

Study Plan Flow (Example, modify as applicable)
The flow chart/diagram below provides an overview of the study steps that you can expect as part of this study.



Screening visit assessments to see if you meet all the requirements to be in the study
Randomization Visit / Study Enrollment 
Group 1 
Placebo Group
Length of participation
Group 2
Study drug
Length of participation
Group 3 
Provide details
Length of Participation
In addition to receiving the study drug, follow up assessments will be done for [insert number of weeks, months]
End of study or Early withdrawal study visit
Follow-up Visits after End of Study: state # of required visits and duration


Study Visit Schedule:
If there are a number of procedures and visits, it is best to describe the visits in table format. Please ensure that the terms for the study visits are consistent with the list provided in this section. The table in the study protocol will use technical terms so please change these to lay terms. Add rows or columns as needed to capture study activities and visits.  
There is a Study Visit Schedule at the end of this consent form that shows all the tests and procedures that will take place at each study visit. Feel free to remove these pages and put them in a place where you can easily refer to them.

If applicable, where optional research will be described in a separate consent form:
Optional Research
Provide a brief description of the optional research. The details should be included in a separate optional consent form.
The researchers doing this study are interested in conducting research that is in addition to this main study. You will be given an additional optional study consent form to read and sign if you wish to participate in the optional study. You may decide not to participate in the optional study and still participate in this main study.

If applicable, where optional research will be described within the main consent form:
Optional Research
Provide a description of the optional research. Brief example language is below. 
The researchers doing this study are interested in conducting research that is in addition to this main study. Even if you choose to take part in this study, the following sub-study is optional. The purpose of the optional study is define purpose of sub-study. If you decide to participate, the following additional procedures will be required:
· Describe additional sample collection or questionnaires
· Describe additional procedures on previously collected samples or information
· If additional samples will be stored:  Specimen will be collected and stored. Storing samples for future studies is called “biobanking.” The biobank is being run by insert name in insert location of biobank. Include if relevant: Also, any health-related information, such as your response to treatment, results of study tests, and medicines you took, will be stored for future use at insert location.

You can take part in the main study and not take part in the optional sub-study. You can indicate your decision on the signature page of this form.
Access to Study Treatment After the Study Ends
Describe the access to the study treatment (drug/device) that participants can expect at the end of the study.

Choose from the following list of examples, as applicable: 

· The study drug/device will be available to you until your participation in the study ends.
· The study drug/device will be available to you until your participation in the study ends. We do not know if the study treatment will be available to you after the study ends because the treatment may not be approved for use in Canada, or your physician may determine that it is no longer in your best interest. 
· The study drug/device will continue to be provided free of charge after the study ends.
· The study drug/device will be available at the end of the study, but participants will be expected to pay for it. 
· The device that was implanted for this study will not be removed, but it will continue to be monitored as part of standard or usual treatment.

What are my responsibilities as a study participant?
Identify participant responsibilities. Please edit the list below as required for this study. 
If you choose to participate in this study, you will be expected to:
· Come to all study visits
· Report any doctors’ visits or hospital stays outside of this study to the study team
· Tell the study team about all of your current medical conditions. 
· Tell the study team about your health since the last study visit. Any changes to your health may be related to the [study drug, study intervention, medical device inserted or procedures done as part of this study]. 
· Tell the study team about all your prescription and non-prescription medications such as over-the-counter drugs, and supplements, including vitamins and herbal medications, and naturopathic treatments as these could interact with study treatment. 
· Check with the study team before starting, stopping or changing any medications. This is for your safety as these may interact with [the study drug or device] that you receive while you are in this study. 
· Tell the study team if you are thinking about participating in another research study.
· Any additional responsibilities

Are there choices other than being in this study?
Describe the alternative options applicable to the study population. Refer to suggestions below as applicable.

If you choose not to participate in this study or decide to withdraw at a later date, the following treatment options may be available to you: 

List applicable treatments available to participants (examples below may be used as applicable).  The standard treatment does not need to be repeated in this list. 
· Receiving comfort care, also called palliative care. This type of care helps reduce pain, tiredness, appetite problems and other issues caused by insert condition. It does not treat your condition directly, but instead tries to improve how you feel. 
· Consider listing options available in your clinical setting
· Participation in another research study if available.

You can discuss these options with your usual doctor or your study doctor before deciding whether or not to participate in this research project.

If applicable, state if there are no alternative therapies available.

Suggestion for studies using healthy volunteers: You do not have to take part in this study.
What happens if I choose to leave the study?
It is your choice to take part in this research study, you do not have to participate. You can also change your mind at any time during the research study. The study team may ask why you decided to leave, but you do not need to give them a reason if you do not want to. Leaving the study will not have any effect on specify e.g., care you or your family receive, employment, training, etc. If you decide to leave the study, you can tell the study doctor or a member of the study team to let them know. If your participation in this study includes enrolling in any optional studies or long term follow-up, you will be asked whether you wish to withdraw from these as well. 

If applicable, include the following:
You may choose to withdraw from the study treatment but continue to have follow up study visits. Your study doctor or the study team will discuss what study procedures will be carried out if you choose this option. The study team will continue to access your medical records and use your medical data and study information as described in this consent form for the purposes of this study.
Or:
You may choose to withdraw from study treatment and study procedures but allow the study team to contact you regularly according to the study visit schedule and to access your medical records and use your medical data and study information as described in this consent form for the purposes of this study.

If the study is regulated by Health Canada or the U.S. FDA:
If you choose to enter the study and then decide to withdraw at a later time, all information about you collected up to the point of your withdrawal (where applicable: including information obtained from your biological samples) will be retained for analysis in order to protect the integrity of the research, which may benefit future research participants and patients. However, no further information will be collected. If you decide to withdraw, you may still be asked to come in for a final safety visit to ensure your safety.

If the participant can withdraw information collected prior to withdrawal
If you decide to withdraw from the study, you can ask that the information that was collected about you is also withdrawn. Inform the study team of your decision. 
Or, inform participants about any limits on withdrawal of information
Information that was recorded before you left the study will be used/will not be used by the researchers for the purposes of the study, but no new information will be collected after you withdraw from the study. Provide reasoning for any withdrawal limitations. 
  
If samples are collected, include the following:
Can I withdraw my 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 study doctor or a member of the study team, 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:
There may be exceptions where the samples will not be able to be withdrawn, for example where the sample is no longer linked in any way back to your identity. It won’t be possible to return/destroy samples after this because the researchers will not know which sample is yours.

Are there other reasons why I might stop being in the study

Describe under what circumstances the study investigator would take the participant off the study, e.g. the study may be stopped by the sponsor, regulatory agency or Research Ethics Board if knowledge of any unexpected or unexplained serious adverse events that affect participant safety become known. Include any specific instructions to the participant regarding what they need to do should they be withdrawn from the study.
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 study is stopped early

 The research team will discuss the reasons with you.  
What are the risks?
You may experience side effects from participating in this study.  Some side effects are known and are listed below, but there may be other side effects that are not expected. If you experience any side effects, you should discuss these with the study doctor/study team. 

The study doctor will watch you closely to see if you have side effects. If applicable: When possible, other medicine will be given to you to make side effects less serious and easier to manage. Many side effects go away shortly after the study intervention is stopped, but in some cases side effects can be serious, long-lasting, or permanent.

In case of a medical emergency, you should seek immediate care and as soon as possible notify the study doctor. Inform the medical staff that you are participating in a research study.

Risks and side effects related to the name the study intervention include:

Nature of risks to include:  Describe all reasonably foreseeable risks, harms, or discomforts.  Include both physical and psychological/emotional risks as applicable to the research;
Language:  Include lay and scientific language explanations of any side effects;
Categorization:  When detailed information about the side effect profile for the intervention is known, categorize risks by frequency.  Examples of these categories are provided below - other categorizations may be used depending on the presentation of risks in the Investigator Brochure/Product Monograph;
Information to provide:  address frequency, severity, and long term impact or reversibility.  When applicable, specific symptoms for serious side effects of which the participant should be aware (e.g., in order to seek immediate medical assistance) should be included

Suggested categories (may be presented in list or table format):
Very likely (21% -100%):
· 

Less likely (5 – 20%):
· 

Rarely (1 – 4%):
· 

When limited numbers of individuals have been exposed to the intervention and the risks cannot accurately be quantified, the following language should be included (if applicable):
As of insert date, specify number people have been given study intervention and the side effects that have been reported are: 
· Specify number experienced specify side effect e.g., headaches 
· Specify number experienced specify side effect e.g., diarrhea 

It is not yet known if these side effects are caused by name the study intervention or how likely these side effects will be. 

Or, for first-in-human studies:
Insert name of study intervention is in an early phase of development and so the side effects in people are unknown at this time. Studies done with animals show list using lay language. 

If the study drug will be used in combination with standard treatment, the consent should include the following:
You will receive the standard treatment for the condition you have. Insert the study intervention is being added to this.  This combination could change the side effects or the effectiveness of the standard treatment.  This could mean that you experience more side effects than you would with the standard treatment alone.  It could also mean that the standard treatment does not work as expected.  

The risks and side effects of the standard treatment will be explained to you as part of your usual care.  These risks are not included in this consent form. Or, if preferred by the local REB, attach an appendix outlining side effects of the standard treatment and remove the previous statement. 


If participation in the study restricts future treatment options, inform participant of details.

If participation in this study puts the participants at increased risk of long-term effects such as cancer, include the following:
Long term effects of the specify test/intervention used in this study include an increased risk of developing specify long-term risk e.g., cancer.


Questionnaires/interviews:
You may become uncomfortable while discussing your experiences.  You may refuse to answer any question or leave the interview at any time if you experience any discomfort. 

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 trained staff to get you the help that you need. 

X-ray/CT-scan radiation exposure: 
You will come into contact with radiation from these x-rays/CT scans. This is about  insert amount e.g. same amount, 5x the amount  of naturally occurring radiation that people are exposed to everyday. If applicable: This may increase your risk of developing cancer. Consider inserting probability (e.g. 1 in 500,000). 

When there is blood drawn for research purposes:
You may get pain, bruising, swelling. or lightheadedness related to the blood draw. If these things happen, they should be minor and go away quickly. You may also get an infection, but this is rare. 

When there is a biopsy for research purposes, include all risks of the biopsy. Example of skin biopsy:
You may get bruising, pain, or bleeding at the biopsy site. You may also get an infection or a blood clot underneath the skin at the biopsy site(s), but these are rare. 

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. The study team will discuss this possibility with you.

Genetic research:

When you give your biological sample for genetic testing, you are sharing genetic information about yourself, and possibly about biological (blood) relatives because many changes in genes are passed from parent to child.  Therefore, if an abnormality is found in your genetic test, it may have implications for biological (blood) family members’ health as well.

There is a risk that genetic information could be linked back to you, despite every effort to protect the confidentiality of your genetic test results. This could lead to a loss of privacy. There is no way to predict what effects this loss would have. There are laws in Canada to prevent third parties (such as insurance companies) requiring you to disclose the results of your genetic tests. 

Due to the rapid pace of technological advances, the potential future use of genetic information is unknown and therefore the potential future risks also are unknown.


If applicable, consider discussing risks related to discovery of false paternity, carrier status, disclosure of results that lack clinical utility or accuracy, and psychological risks (e.g. stigmatization). 

Any test results that could indicate a medical condition identified through this research study need to be confirmed in a clinical laboratory. This will be discussed with the doctor involved in your care.

If there is a possibility for loss of confidentiality:

Despite protections being in place, there is a risk of unintentional release of information and loss of confidentiality.

State if visual materials collected (photos, videos) will be blurred or left unaltered. For recordings, state if voice will be augmented, or if information will be redacted in the recording or the transcription. State the risk of being recognized from these materials. Examples provided below:

Use of images (if features will be blurred):
If you have features like birth marks or tattoos, or use a uniquely decorated assistive device, we will blur these in the photos taken for the study. Because of the blurring, there is a low chance of someone from outside of the study recognizing you.
Or (if features will be visible):
If you have features like birth marks or tattoos, or use a uniquely decorated assistive device, these may be seen in the photos taken for this study. If this happens there is a chance that someone outside the study may recognize you.

Audio/video recording:
Your name will not be part of the audio/video recording. Even though we won’t use your name, your voice may still be recognizable. Video recording creates a higher risk of identification, and you will be recognizable. If anyone talks about things specific to you during the recording (like your name, or where you live), these will be removed from the written version. If applicable: We will destroy the audio/video recordings after making the written version. 

Inconvenience of time:
Being in this study will take up your time. Each study visit will take about ## minutes/hours, for a total of ## minutes/hours. 

If there are no known risks, harms, or discomforts: 
We don’t know of any risks, harms, or discomforts from being in this study. 

What about pregnancy?
If there are any reproductive, fertility or pregnancy-related risks, use the following language. Please remember, this section should provide information about known and unknown risks related to the use of a study drug or device. It is not a section for listing contraceptive methods. Discussion about contraception should be part of the separate discussion with the child’s treating physician or study doctor. 

Insert the following pregnancy risks if effect of the study drug on an unborn child is unknown: 
Pregnant or nursing people are not eligible to participate in this study. It is unknown what effect these treatments may have on an unborn child. For this reason, if you are able to become pregnant, your study doctor will discuss safe contraceptive methods with you to ensure that you do not become pregnant or father a baby while taking the study drug and in the following ## days/months/years after. 

If it is known that the study drug is known or suspected to be harmful to an unborn baby:
The study drug is known/suspected to be harmful to an unborn baby.

You must not become pregnant or father a baby while on this study and for [##] months afterwards because the study drug(s) or procedures used in this study might be harmful to an unborn baby. Your study doctor will discuss safe contraceptive methods with you to ensure that you do not become pregnant or father a baby while taking the study drug and in the following ## days/months/years after. 

If the participant becomes pregnant during the study, explain the following:
If you become pregnant during the study or if you father a baby during the study, the study doctor should be notified immediately. If you plan to follow the pregnant participant and baby, indicate that a separate consent form will be provided. 


Please modify the following required text as applicable to your site and provincial privacy laws. If you are able to get pregnant, a blood/urine pregnancy test will be done. The results of the pregnancy test are confidential and a doctor or a nurse will explain the results of the test to you in private.  

If there is a positive pregnancy test result, state what will happen.

What if researchers discover something about me? 

During the course of this study, the researchers may learn that you have a medical condition that you may not know about. If we discover this, we will inform you. You will be referred to an appropriate medical specialist for confirmation of your results and further care. 

Describe anticipated management plan.  
What are the benefits of participating in this study?

If there is no likely benefit to participation, include the following
You will not benefit directly by participating in this study. We hope the information learned from this study will help other people with specify the condition(s) in the future. 

If the benefit is known, include the following:
The expected benefit from taking part in this study is state benefit(s). We hope the information learned from this study will help other people with specify the condition(s) in the future. 
How will my information be kept confidential?

If you decide to participate in this study, the research team will only collect the information they need for this study.

We will respect your privacy and follow provincial privacy laws during the conduct of this study. Specify provincial privacy legislation as applicable. 
No information will be given to anyone or be made public without your consent, unless it is required by law. Include the following required wording if your study will be testing for any reportable diseases: Some of the study tests must be reported by law to public health authorities if you have a positive result.  The study team will discuss this with you. Sponsor/funding agency/coordinating centre name will also respect your privacy. 

At any point in the study, if the researcher becomes aware that there has been abuse and/or neglect of a child (or that there is a risk of such occurring in the future) please be advised that the researcher must, by law, report this information to the appropriate authorities.

Members of the below organizations may look at your medical/research records to check that the information collected for the study is correct and the study conduct follows proper guidelines and laws. The medical/research records will/may include personal information about you, which is often called identifying information or identifiers. Examples of identifying information or identifiers include your name, a code used to link your name with other personal information, your initials, your sex, your medical history, and your date of birth. 

Include only those organizations requiring permission for direct access to participant study/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:   
· Authorized representatives of insert sponsor name (e.g. auditors), the Sponsor of this study 
· The research ethics board who oversees the ethical conduct of this study
· People from insert institution name who oversee the conduct of research at insert institution name
· Authorized representatives of specify applicable regulatory agency (e.g. Health Canada, US FDA, EMA)



If applicable: The following organizations may also receive study data that has your identifying information removed
· List any organizations with permission to receive study data only

If health information is being collected for other research/database:
In addition to the data that will be collected for this study, the researchers will also collect the following personal health information:
· List all additional information being collected

We are collecting this additional data to insert purpose e.g. to help researchers better understand common trends between your condition and other health problems.  This additional information is not required for the purpose of this study, but for other research interests at insert organization name.

If identifiable data will be sent outside the institution:
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 data or samples will be sent outside of Canada
Study data and/or samples will be sent outside of Canada. The privacy and information safety laws in those countries may be different from Canadian laws. This may increase the chance that other people can see your information or samples. However, all data and/or samples that are sent outside of Canada will have your identifying information removed. The study team will follow all Canadian privacy laws when sending your information/samples. 

Indicate how identifiable information will be protected:

Except for the data described above, all information the study team has about you will be “de-identified”. This means that your personal information (like your name) will be replaced with a number or code.  Only the study team at insert institution name will have the list that can link your name with the code.  It will not be made available to the (Sponsor/Funding agency/Coordinating centre). 

Information collected during the study will kept at this site and stored in a secure, locked place that only the study team will be able to access. After the study closes, study information will stored for 15 years. 

If the results of this study are published, your identity will remain confidential. 
If there is potential for de-identified study data or samples may be used or shared for future research, please describe. State whether or not data will be anonymized or de-identified and state how long it will be stored for future use, if known. If not previously stated, indicate that once data is made publicly available, the participant will not be able to withdraw their data. Example language is provided below
Your study data and/or samples may be stored in a database or biobank to be used by other researchers in the future. The data and/or samples will not include any personal information that could identify you, and will be identified only by a code. Only researchers who have the training and experience to do research and approval from a research ethics board will be allowed to access the coded data and/or samples. You will not know what research is being conducted with your coded data and/or samples, and you will not be contacted to sign a consent form for this future research. Very limited coded study data may also be placed in an open access, publicly accessible database. The chance of others identifying your data is very low. Your data may also be linked to other data for research purposes, but the possibility of your data being identified remains low.


If applicable: For your safety, a copy of this consent form will be included in your health record/hospital chart.

If applicable: Your primary care provider will be notified about your participation in this study so that they can provide informed medical care. 


What information will be collected about me?

	What are we collecting?
	Why are we collecting this data, and what are we going to do with it?
	Who will have access to this data?
	Where will this data be shared?

	Daily e-diaries
	To monitor and assess your daily symptoms
	Sponsor, REB, Research Team, Third Party Software Vendor
	Canada, USA, European Union, Brazil

	
	
	
	



For more information on any third-party privacy policies, please reach out to the study team. 

If race/ethnicity information is collected as part of the study, identify this and provide a rationale.  See suggested text, or modify as applicable:
This research study is collecting information on 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 race or ethnic origin is voluntary/required.

Will information about this study be available online?
For US FDA-regulated studies (Do NOT modify text)
A description of this clinical trial will be available on http://www.clinicaltrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.
Or, all other clinical trials
A description of this study will be available on insert web address.  This website will not include information that can identify you.  You can search this website at any time.

Will I be compensated for being in this study? 
Describe compensation provided to participants, or state if no compensation is provided.  Suggestions are provided below. State any personal information disclosure obligations as required by the local site for tax purposes.   

If there is no payment for participation
You will not be compensated or paid for taking part in this study.

OR If participants are paid (revise as applicable to the study)
As a token of appreciation, you will receive $specify amount of payment including indication of payment interval if applicable e.g., every three months for your participation in this study.
  
If you decide to leave the study, you will receive a prorated payment for participating in the study up until that point. 

If participation could result in additional costs, include an explanation of these potential costs  
Taking part in this study may result in added costs to you.  Describe the additional costs.

If there is re-imbursement of some or all costs for participation
You will be reimbursed $ enter actual or maximum dollar amount for the following study related costs. 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 study team in order to be reimbursed.

If study cost reimbursement is not available, state the following:
You will not be reimbursed for any added costs of participation. 

If there are no costs to participants, state the following:
Participation in this study will not involve any additional costs to you.
What are my rights if I participate in this research study? 

You have the right to receive all information that could help you make a decision about participating in this study in a timely manner. You also have the right to ask questions at any time. 

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 team know.

If you become ill or injured as a result of taking part in this study, you have a right to receive medical care at no cost to you.

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.
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 earning money 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 ask for details about this payment.

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

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

If applicable (alter as needed)
It is possible that a product may be created from the results of this study. The product may be sold, and the researchers/sponsors might make money. You will have no rights to receive payments or money from any products that may be created from this study or any future research studies using this research data. 

Who do I contact for questions?
If you have questions about taking part in this study, you can talk to members of the study team, or the person who is in charge of the study at this site. That person is: 

Insert name and contact information of local Principal Investigator

You can also contact the local study coordinator/study nurse/study manager at the following: insert phone number or email address of local study contact. 

If you have questions about your rights as a participant or about ethical issues related to this study, you can contact the research ethics board at: insert applicable contact information for this site. This may include the REB of record, local REB, or a complaints commissioner, etc. If the local site or Province require an institutional/provincial complaint contact, list it here. If the Province requires both site REB and Board of Record to be listed, include here.  


Signatures

For parent/substitute decision maker consent:

Study Title:  insert study title as written on the protocol

By signing this research consent form, I understand and agree that: 
· I have reviewed this entire consent form with the study team and had the opportunity to have all of my questions answered. I have been given sufficient time to think about my child participating. 
· I understand that it is my choice for my child to be in the study. I am free to withdraw my child from this study at any time for any reason and I understand that the decision to stop taking part will not affect my child’s/study participant’s future medical care.
· I understand the purpose and procedures, and the possible risks and benefits of the study.
· I understand that this study may not provide any benefits to my child.
· I allow access to my child’s medical records and transfer of specimens and related personal health information as explained in this consent form.
· I do not give up any of my child’s legal rights by signing this consent form.
· Insert if applicable: I understand that my child’s family doctor/health care provider will be informed of their study participation.
· I agree to have my child to take part in this study.
· If applicable: I agree to allow my child/study participant to participate in the optional research/sub-study/biobanking for future research/future use of study data on briefly describe the optional research as described above.
Yes ☐	No ☐		
	

	Initials of Parent/Substitute Decision Maker




	
	
	

	Name of Child

	
	

	

	
	

	Signature of Parent/Substitute Decision Maker	
	Printed name
	Relationship to Participant
	Date

	
	
	

	Signature of Person Conducting the Consent Discussion	
	Printed name & role
	Date





For study participant consent:
Delete this section if consent is provided by parent/substitute decision maker. 

Study Title:  insert study title as written on the protocol

By signing this research consent form, I understand and agree that: 
· I have reviewed this entire consent form with the study team and had the opportunity to have all of my questions answered. I have been given sufficient time to think about participating. 
· I understand that it is my choice to be in the study. I am free to withdraw from this study at any time for any reason and I understand that the decision to stop taking part will not affect my future medical care.
· I understand the purpose and procedures, and the possible risks and benefits of the study.
· I understand that this study may not provide any benefits to me.
· I allow access to my medical records and transfer of specimens and related personal health information as explained in this consent form.
· I do not give up any of my legal rights by signing this consent form.
· Insert if applicable: I understand that my family doctor/health care provider will be informed of my study participation.
· I agree to take part in this study.
· If applicable: I agree to take part in the optional research/sub-study/biobanking for future research/future use of study data on briefly describe the optional research as described above.
Yes ☐	No ☐		
	

	Initials of Participant






	

	
	

	Signature of Participant	
	Printed name
	Date

	


	
	

	Signature of Person Conducting the Consent Discussion	
	Printed name & role
	Date







The following attestation must be provided if the participant/parent/substitute decision maker is unable to read or requires an oral translation: 

If the participant/parent/substitute decision maker is assisted during the consent process, please check the relevant box and complete the signature space below: 

	The person signing below acted as an interpreter, and attests that the study as set out in the consent form was accurately sight translated and/or interpreted, and that interpretation was provided on questions, responses and additional discussion arising from this process. 

___________________________ ____________________________________
PRINT NAME	Signature	 Date		
of Interpreter			

____________________________	
Language
☐	The consent form was read to the participant/parent/substitute-decision maker. The person signing below attests that the study as set out in this form was accurately explained to the participant/parent/substitute-decision maker, and any questions have been answered. 

___________________________ ____________________________________
PRINT NAME	Signature	 Date		
of witness			


____________________________	
Relationship to participant/parent/
substitute-decision maker


Please note: More information regarding the assistance provided during the consent process should be noted in the study documents for the participant if applicable, noting the role or relationship of the impartial witness.





Study Visit Schedule:
If there are a number of procedures and visits, it is best to describe the visits in table format. Please ensure that the terms for the study visits are consistent with the list provided in the consent form. The table in the study protocol will use technical terms so please change these to lay terms. Add rows or columns as needed to capture study activities and visits.  
Example table for multiple visits/procedures: 
The chart below provides a list of the study procedures explained above and what visit the procedures will be done.

	
	Screening
	Baseline
	Visit 1
Week/ Month X
	Visit 2
Week/ Month X
	Visit 3 etc.
Week/ Month X
	End of Study Visit
	Follow-Up Visit

	Visit Length
	2 hours
	1.5 hours
	…
	
	
	
	

	Informed Consent
	
	
	
	
	
	
	

	Review of Medical Records
	
	
	
	
	
	
	

	Randomization
	
	
	
	
	
	
	

	Start Study Drug
	
	
	
	
	
	
	

	Physical Examination
	
	
	
	
	
	
	

	Insert a row for each imaging type
	
	
	
	
	
	
	

	Blood tests
	
	
	
	
	
	
	

	Pregnancy test
	
	
	
	
	
	
	

	Questionnaires
	
	
	
	
	
	
	

	Diary
	
	
	
	
	
	
	

	Insert a row for each procedure
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