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Instructions for OHSN-REB Optional Informed Consent Form Template

This Optional Informed Consent Form (ICF) is intended to be used as a supplement to the main study consent form when there is one or more optional components for the study. Optional components may include, but are not limited to, biomarker, genetic, imaging, data linkage, quality of life research, or the local or external storage of human biological materials and/or storage of data for future use. 
· Local or external storage refers to the retention of specimens outside of a formal biobank/biorepository, but within existing institutional infrastructure, such as individual laboratories or research units where appropriate equipment and conditions are maintained.
· Storage of data refers to the retention of main study data for future research purposes.
Note, this template does not apply to the creation or use of a formal biobank/biorepository, or the creation of a registry. If a biobank/biorepository is being created or used, the OHSN-REB’s Biobank Consent Form Template must be used instead. Similarly, if a registry is being created, the OHSN-REB’s Registry Consent Form Template must be used instead.

This ICF template has been designed to meet current regulatory and ethical standards.  

TIPS FOR WRITING AND IMPLEMENTING THE CONSENT  
· Delete this instructional page and only use the logo in the header that applies. 
· Use plain (lay) language that is easy for a non-medical person to understand:
· Use short sentences and sections and simple words; avoid scientific or technical explanations;
· Aim for grade 8 reading level, ideally no more than grade 10;
· Eliminate repetition of information and excessive use of abbreviations; 
· Use a size and font of text that is consistent and easy to read (size 11 or larger is recommended); use appropriate margines; ensure headings match the text;
· Ensure that the final form is properly formatted and free of spelling and grammar errors. 
· Define (and consider bolding where it may help with comprehension) all acronyms, abbreviations and medical terms when they first appear. 
· Use the term ‘study doctor’ when referring to physicians involved in the study, to ensure there is no confusion with the treating or primary care doctors.
· Refer to the study participants as “participants” rather than “subjects”.
· If assistance is provided during the consent process, or if consent is obtained from substitute decision maker, more information, including the role or relationship of the impartial witness/interpreter/substitute decision maker, should be noted in the medical record and/or study record.

HOW TO USE THIS TEMPLATE
· Black italicized font with grey highlight: Instructions; DELETE from final.
· Blue italicized font with grey highlight: Insert study specific details 
· TURQUOISE highlighting: Adapt text (i.e.: select from the highlighted options).
· Blue font: Suggested text/examples that may be omitted if not relevant to the specific study, or revised as applicable.
· After all edits have been made, all text should be black, with no highlighting.

REMINDER: 
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The informed consent form is only a component of the informed consent process.  Researchers still need to have an informed discussion with, and respond to any questions raised by, potential participants. In addition, consent is an ongoing process throughout the conduct of the study to ensure consent for participation is maintained.
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Optional Informed Consent Form

Lay Title for Study Participants: (maximum 20 words, ONLY for Oncology)

[bookmark: _Hlk492718448]Study Title:  Insert study title as written on the protocol

OHSN-REB Number: Insert OHSN-REB protocol number  
 
Sponsor Study ID/Protocol Number: Insert sponsor’s study ID/protocol number

Study Doctor: Insert name, department and telephone or pager number

Sponsor: Insert name of the Sponsor (as documented on the protocol and/or application) 

[bookmark: _Hlk492718586]Funder(s): If different than the Sponsor named above, insert the name of the funder(s) (a funder is responsible for providing funding for the study only, and is not responsible for the conduct of the study)

INTRODUCTION

If consent may be sought through a substitute decision maker, include the following paragraph and keep italicized:
For substitute decision makers only: 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 themselves. If the participant gains the capacity to consent for themselves, your consent for them will end.  Throughout this form, “you” means the person you are representing. 

In addition to the main study, you are also being invited to take part in optional research. You can still take part in the main study, and will continue to receive standard/usual treatment and care, even if you say “no” to any or all of this optional research now or later. 

This consent form 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 optional research. If you would like to, you can talk about this optional research with other people (for example your family, your friends, your Elders, and your usual doctor or health care provider).

CONFLICT OF INTEREST
If there are any conflicts of interest related to the optional research that are not already described in the Main Consent Form, include them here, otherwise, indicate there are no conflicts of interest to declare.

There are no conflicts of interest to declare related to this optional research. 

PURPOSE
Explain the purpose of the optional research, in lay terminology.  Specify the types of samples/information to be used for each purpose. Try to maintain template wording as much as possible, but delete, add, modify if/where necessary to reflect the specifics of the optional research. 

The researchers doing the main study are also interested in doing the following:

Biomarker Research:
The biomarker research will involve examining your specify sample type, e.g., blood, tissue, etc.  samples to look for any biomarkers specify, e.g., in your cancer/illness/disease cells or circulating in your blood. Biomarkers are natural substances in your body that can give information about your health – such as a gene, protein, hormone or other molecule. For example, blood sugar is a biomarker used to monitor diabetes. This biomarker research may help to better understand explain in lay terms, e.g., how x disease develops and progresses and which patients are more likely to benefit from the study drug. 

Genetic Research:
The genetic research will involve examining the genes found in your specify sample type, e.g., blood, tissue, etc. Genes are made up of DNA. Genes carry information about features, such as hair or eye colour.  Everyone’s genes are unique and sometimes small changes can be linked to certain diseases or conditions. 
· Non-hereditary genetic research: The researchers are interested in the way that changes in the DNA found in your specify sample type, e.g., blood, tissue, etc. affect how your body responds to the study drug. They may look at your DNA to learn about changes in the body that happen after you were born (non-inherited). For example, being in the sun too much can cause changes in cells that lead to skin cancer.
· Hereditary genetic research: The researchers are interested in looking at changes in the DNA found in your specify sample type, e.g., blood, tissue, etc that may be inherited (passed on in families). This type of research may help to explain why specify condition/illness/disease runs in families or why some people have side effects from the study drug while others do not.
· Whole genome sequencing: The researchers are interested in whole genome sequencing, which looks at almost all of a person’s DNA – also called their genome. Your genome is like an instruction manual that tells your body how to grow, develop, and function. It includes all of your genes, as well as other parts of your DNA that help control how your genes work. By studying the full genome, the researchers can look for both non-inherited and inherited (passed down in families) changes in DNA. This type of analysis may help to identify the cause of specify condition/illness/disease, why some people respond differently to the study drug, or why certain conditions run in families. 

Imaging Research:
The imaging research will involve the review of your specify imaging procedure, e.g., PET scans to briefly describe purpose, e.g., try to learn more about how treatment works on cancer.

Quality of Life Research:
The quality of life research will involve the review of questionnaire(s) to briefly describe purpose, e.g., try to learn more about how cancer and cancer treatment affects people.

Data Linkage:
The data linkage will involve combining your information from specify dataset/source, e.g., your hospital medical record to specify dataset/source, e.g., administrative health databases.. This will allow for a more accurate and comprehensive data set that that will allow the researchers to briefly describe purpose, e.g., to assess long-term outcomes.

Storage for Future Research:
NOTE:  For samples, this section should only be used in the case of biobanking in local or external storage, which is the retention of specimens and/or data outside of a formal biobank/biorepository, but within existing institutional infrastructure, such as individual laboratories or research units where appropriate equipment and conditions are maintained. If the samples will be biobanked in a formal biobank/biorepository with known governance structure, the OHSN-REB Biobank Consent Form Template must be used instead. For data, this section should only be used if the main study data may be used for future research purposes. If a true registry is being created, the OHSN-REB Registry Consent Form Template must be used instead.

Your sample(s) and personal health information will be stored for use in future research. The research that may be done on your samples and data in the future is unknown at this time; however, may include:  
· In order for participants to make an informed decision, they must be aware of the potential future research purposes. In accordance with TCPS 2, Article 3.13, provide a general description of the nature and types of future research that may be carried out using the stored samples and data. Note, stored samples/ data may only be used in the future for the purposes participants consented to – limiting the potential future uses in this consent form will limit the types of future research that may be conducted.
Insert potential future uses as well as lay descriptions of each use from the applicable OHSN-REB template:
· OHSN-REB Biobank Consent Form Template,  “Future Use of Samples and Information” section (e.g., biomarker research, genetic research, creation of cell lines, creation of organoids, induced pluripotent stem cell research, animal research, machine learning, etc.). 
· OHSN-REB Registry Consent Form Template, “Future Use of Information” section 
(e.g., to find out more about the causes and progression of diseases and conditions; to find out how new treatment options affect diseases and conditions; to develop and test methods to diagnose different diseases and conditions; to learn more about health patterns, treatments and/or outcomes, for molecular, genetic or genomic research on data, for machine learning, etc.). 

Return of Results:
Individual results of tests done on your sample(s)/data, now or in the future, will/will not be given to you. Specify whether results will be placed in the individual’s medical record.

If storing sample(s) and/or data, indicate if participants will be informed of the results of future research. If yes, include yes/no checkbox on signature page for participants to indicate their preference.
Study results obtained from research using the stored samples and data will not be given to you.
Or
Study results obtained from research using the stored samples and data may be given to the study team. If you would like to receive periodic updates regarding the research results, let the study team know.

PROCEDURES
Include the following information in this section:
· The types of samples that will be collected (e.g., tissue, blood, saliva, stool, urine, buccal swab, etc.), amount/size that will be collected and time point of collection (e.g., during a standard of care surgery, additional sample at x months post procedure, etc.) 
· Whether the samples will be specifically collected for the optional research, or if only leftover clinical or main study samples will be collected.  
· The type of information that will be collected (e.g., demographic information, personal health information, imaging, questionnaires, etc.) and time point of information collection (e.g., one time collection at time of surgery, once a year for x years, etc.).
· If applicable, describe any linkage of data with other databases or registries.
Try to maintain template wording as much as possible, but delete, add, modify if/where necessary to reflect the contextual specifics of the optional research.


Collection of information from your medical record:

If main study data will be used:
Information collected as a part of your participation in the main study (e.g., demographics, medical history, test results, etc.) will be specify, e.g., used, stored for use in future research projects, etc.


If additional information will be collected from the medical record:  
Additional information will be collected from your medical record, including specify type of additional information to be collected, e.g., results of tests/medical procedures, images (such as X-rays), medicines you take or procedures you have as part of your usual care, and side effects that may have occurred).

This data will be collected specify timepoint if one-time collection will occur (e.g., at the time of sample collection) or timeframe if data collection will continue for a period of time (e.g., over the next five years).

Blood:
If additional blood sample collection is required:
Specify number blood samples, of about number mL, or number teaspoons, will be taken from a vein with a needle for the purposes of the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research.  Whenever possible, these samples will be taken at the same time as your clinical care/main study related samples. Blood samples will be taken specify timing, e.g., before usual/standard of care surgery, after usual/standard of care surgery.

If leftover blood will be used (i.e.: no additional sample collection): 
If available, approximately number mL, or number teaspoons, of blood samples leftover from your clinical care/the main study will be collected for the purposes of the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Additional blood will not be collected. 

Tissue:
If a tissue biopsy is required:
Fresh Tissue: As a part of participation in the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research, 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. Explain in lay language whether this will be done using a local or general anesthetic and whether overnight hospital stay may be required. 

If extra tissue will be collected during a future standard of care surgery:
Extra Tissue: As part of your clinical care, you will undergo a procedure called insert name of procedure. Tissue samples of your specify location or organ will be collected during this procedure for clinical care. In addition to the tissue collected for your clinical care, extra tissue (approximately provide size; E.g., 2cmx2cmx1cm) will be collected for this optional research, during/using the same procedure.  Extra tissue will only be collected if deemed safe by the surgeon.

If leftover tissue will be collected during a future standard of care surgery: 
[bookmark: _Hlk178946126]Leftover Tissue: At the time of your usual/standard of care surgery, your surgeon will collect tissue from your specify location or organ for clinical testing. After clinical testing, any leftover tissue is either stored by the Department of Pathology for future clinical care and diagnosis, or discarded. We are instead asking you to consent to donate any leftover tissue to the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Even if you agree, your leftover tissue will only be collected if your doctor feels it isn’t needed for additional clinical testing, or storage for future clinical testing. Please note that if a clinical care need arises in the future, it is possible that another sample may need to be collected.

If leftover main study tissue will be collected: 
Leftover Tissue: During your participation in the main study, tissue from your specify location or organ will be collected for research purposes. After research testing, any leftover tissue will be stored by the study team or discarded. We are instead asking you to consent to donate any leftover tissue to the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Even if you agree, your leftover tissue will only be collected if the study doctor feels it isn’t needed for the main study. 

If leftover tissue from a past standard of care surgery will be used (i.e.: archived tissue): 
From Department of Pathology: As a part of your clinical care at The Ottawa Hospital/University of Ottawa Heart Institute, tissue samples of your specify location or organ were collected and stored by the Department of Pathology for diagnosis and future care. The research team will collect provide volume; E.g., 10 grams, 2 cm x 2 cm x 1 cm surplus sample or 2 tissue slides to be used for the purposes of the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Pathology will only release the sample to the research team if at that time there is no foreseeable need for that sample for clinical care. Please note that if a clinical care need arises in the future, it is possible that another sample may need to be collected.

If tissue is required from another institution, include the following:
If your usual/standard of care biopsy or surgery is conducted at another institution, signing this consent form means that you are consenting to the transfer of your tissue sample, together with any related personal health information, from that institution.

Bone Marrow:
As part of your clinical care, you may need to undergo a procedure called a bone marrow aspiration or a bone marrow biopsy. In addition to the bone marrow or bone piece collected for your clinical care, an extra amount (approximately provide size; E.g., 2 cm x 2 cm x 1 cm) will be collected for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. The extra amount will only be taken if your doctor says it is safe to take this extra amount.

Cerebrospinal Fluid (CSF):
CSF is a fluid that surrounds the brain and spinal cord. If your clinical doctor does a spinal tap to get CSF for testing, state minimum amount for storage may be taken for the purposes of the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research, but only if your doctor says this is safe. 

Urine:
You will be asked to provide a urine sample for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. You will be given instructions on how to self-collect this sample.
or
You will be asked to provide insert number urine samples for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Urine samples will be taken specify timing, e.g., before usual/standard of care surgery, after usual/standard of care surgery. You will be given instructions on how to self-collect these samples.

Stool:
You will be asked to provide a stool sample for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. You will be given instructions on how to self-collect this sample.
or
You will be asked to provide insert number stool samples for the specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Stool samples will be taken specify timing, e.g., before usual/standard of care surgery, after usual/standard of care surgery. You will be given instructions on how to self-collect these samples.

Saliva: 
You will be asked to provide a saliva sample for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. The saliva sample will be collected by spitting into a container. If you agree, you will be given instructions on how to self-collect this sample.
or
You will be asked to provide insert number saliva samples for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. Saliva samples will be taken specify timing, e.g., before usual/standard of care surgery, after usual/standard of care surgery. You will be given instructions on how to self-collect these samples.

Buccal (inside your cheek) cells: 
You will be asked to provide a buccal sample for the optional specify type of optional research, e.g., biomarker research, genetic research, storage for future research. The buccal sample will be collected by painlessly brushing the inside of your cheeks to collect cells from the lining of your mouth. 

Imaging:
You will be asked to have an extra insert name of standard clinical imaging procedure, e.g., PET scan for the optional imaging research. This scan is already used in medical care and the risks of this standard procedure will be explained to you.  

Indicate if the scan may/will be used to guide care: 
The scan will be included in your medical records and may/would be used to guide your medical care.  
or 
The scan will not be included in your medical records and will not be used to guide your medical care; it will only be used for research. 

If you agree to have this extra scan, it would involve briefly describe procedures, e.g., blood draw, contrast agent, more time.  Ask the study doctor if you would like to learn more about this scan.

Questionnaire(s):
You will be asked to complete a questionnaire for the optional quality of life research on state topic the questionnaire will cover (do not list questionnaire name) as well as information about the timing of questionnaire (e.g., once a year) and method of administration (e.g., paper, electronic).  The questionnaire will take about estimated time to complete in minutes. You do not have to answer any questions that you are uncomfortable answering.
OR
You will be asked to complete number questionnaires for the optional  quality of life research on state topics the questionnaires will cover (do not list questionnaire names) as well as information about the timing of questionnaires (e.g., once a year) and method of administration (e.g., paper, electronic).  You do not have to answer any questions that you are uncomfortable answering.

If applicable:
The information you provide is for the purposes of this optional research only.  Even though you may provide medical information on a questionnaire, the 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. 

Data Linkage: 
If data linkage will occur, include the following information:
· Database/organization to which data linkage will occur
· How linkage will occur; which personal identifiers will be used for the linkage
· Description of the type of data that will be linked 
· Description of the timeframe of data that will be included in the linkage process
Information on your specify and provide example, e.g., clinical outcomes (e.g., hospitalizations, receipt of services such as dialysis, death) will be collected. This will be done by linking your specify personal identifiers that will be used for data linkage, e.g., health card number  to databases held at the specify database/organization, e.g., Institute for Clinical Evaluative Sciences (ICES). The specify database/organization databases contain information about specify, e.g., physician, hospital, home care services and medications that are paid for by the Ontario government. 

Linkage of information held about you will date back to enter timeframe, e.g., 10 years before joining this optional research, as well as information obtained about you enter timeframe, e.g., for the next 5 years.

Linking of data will be done in a way that protects your identity, and information will be transferred securely.

If the Protocol allows for future contact, include this section as well as an option on the signature page regarding participant preference to being contacted in the future. 
Future Contact:
There may be new studies in the future where a researcher would like to collect new samples and/or data from you. If you agree, the study team will contact you to provide details of the additional research and to see if you would like them to share your contact information with the new researchers. The study team will not share your contact information unless they have your permission to share it for a specific project.  Even if you agree to be contacted about future research, this does not mean that you have to take part. Future contact is optional; you can still participate in this optional research even if you do not want to be contacted in the future.

HANDLING OF YOUR SAMPLES AND INFORMATION 
Describe where samples and data will be sent and/or stored, retention period, and what happens at the end of the retention period (e.g., destroyed, returned). For storage of samples, indicate whether health information (study data) will be associated with the sample(s) and the retention period and what happens to the data at the end of that period. If sending samples to a laboratory for analysis, or if storing samples for future use; as per TCPS2, indicate if the samples will remain in Canada or if they may/will be sent outside of Canada.

If sending samples to a laboratory for analysis:
Laboratory Analysis: 
Your sample(s) and related health information will be sent to a laboratory in Canada/outside of Canada for analysis. If there is any remaining sample after analysis, it will be specify, e.g., destroyed or returned to the hospital where you had your surgery or biopsy. If returned to the hospital: The samples will then be kept specify amount of time, e.g., indefinitely.

If storing samples for future use outside the governance structure of a formal biobank, or if study data may be used for future research purposes:
Storage for Future Use:
Your sample(s) and related health information (i.e., data) will be securely stored by identify institution/industry custodian of samples, e.g.,The Ottawa Hospital, University of Ottawa Heart Institute, AbbVie, etc.. in identify city and province, e.g., Ottawa, Ontario, or if outside of Canada, identify country. Your sample(s) will be stored until they have been entirely used up or are no longer of scientific value. Your data will be stored specify timeframe, e.g., indefinitely or until your sample(s) have been used up, etc.).

Indicate who will have access to the samples/data that are stored for future use, how access will be obtained, and under what conditions access will be granted. Describe any potential for the transfer of samples and/or information outside the country.  
Your sample(s) and data that are stored will be made available to researchers from The Ottawa Hospital/ the University of Ottawa Heart Institute as well as from other hospitals/health institutions, universities/academic institutes, and commercial (for-profit) companies in Canada and around the world. 

If samples and/or data may be provided to for-profit companies:
A for-profit company could be a pharmaceutical or a biotechnology company that wants to make a new drug, test a currently approved drug and/or develop a new way to treat or diagnose disease. It could also be a diagnostic, medical device or digital health technology company that wants to develop new ways of detecting, diagnosing or monitoring a disease. 

Your sample(s) and data will only be used in future research projects that have been approved by a Research Ethics Board (REB).

BENEFITS
You will not benefit directly from taking part in this optional research. Researchers might make discoveries using your sample(s) and data, such as finding new ways to prevent, detect, understand, and treat diseases; this could benefit people in the future.

RISKS 
Describe all reasonably foreseeable risks, harms, or discomforts associated with the optional research, and if applicable, their future use, including areas of uncertainly where risks cannot be estimated.  Include both physical and psychological/emotional risks, if applicable. It is not necessary to describe the risks associated with tests or procedures with which the participant population would already be familiar. Suggested text is provided below; modify/add/delete, as applicable.

Risks related to personal health information:
· Although there are technical and physical safeguards in place, there is a risk that someone could get access to the personal information or other information researchers have stored about you.

Risks related to sample collection:
· If blood samples will be collected above standard of care:
If/As you require an additional blood draw, the needle used for sample collection might be uncomfortable. You might get a bruise, or rarely, an infection at the site of the needle puncture. 
· If a biopsy will be done above standard of care:
The risks of a biopsy include bruising, pain, bleeding, and rarely, an infection at the biopsy site or blood clot underneath the skin.
· If additional blood or tissue samples will be collected, but at the same time as standard of care samples:
Since the samples will be collected at the same time as clinical care/main study samples, no additional physical risks are expected.
· If leftover blood or tissue samples will be used:
Since leftover clinical care/main study samples will be collected, no additional physical risks are expected.

Risk related to future care:
· If leftover or archived samples will be used: If you participate in this study, it is possible that not enough   specify sample type, e.g., tissue, blood, etc. will be left for other testing that may need to be done in the future. Please discuss this possibility with your study doctor.

Risks related to genetic testing:   
· When you donate your sample(s) you are not only sharing genetic information about yourself, but also about biological (blood) relatives who share your genes or DNA. Advances in technology could increase the risk that your genetic samples and results could be linked back to you or your relatives.  
· While current Canadian Federal Law provides certain protections from genetic discrimination in health insurance and employment, it is possible that if an insurer, a current or future employer, or law enforcement were to learn your genetic code it could result in loss of privacy and to possible future discrimination in employment or insurance against you or your relatives.  Even though this risk is unlikely, we think you should be aware.
· Because parent(s) and children can share genetic variants, the discovery of harmful variants in your genome may lead to identifying the same variants in your family members’ genome. It may be upsetting to learn about genetic causes or that other members of your family share harmful genetic variants with you.
· The potential psychological and social risks of receiving genetic information are not fully known at this time.
· You should be aware that genetic information cannot be protected from disclosure by court order.
· 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.

Discomforts related to the administration of questionnaires:
If the questions are of a sensitive nature, explain that they might experience emotional distress, explain what they should do, and what type of help will be provided if this happens.
· You may feel specify, e.g.,uncomfortable, anxious and/or emotional answering certain questions on the questionnaires.  You can skip any question(s) that make you uncomfortable, take a break and / or stop answering the questions at any time.

Risks related to the storage of sample(s) and data for future research:
· In the future, when your stored sample(s) and/or data are used in research studies, you will not be asked whether you agree. This means your stored sample(s) and data may be used in a research project to which you might not agree to, if you were asked specifically about it. We think this consent form will give you a good idea of the kinds of research projects that might be done with your sample(s) and data. Ask the study team if you have any questions about this.
· There may be other risks involved in participating that are unknown, since your sample(s) and data are meant to be used for as-yet unknown purposes by researchers. 

Other Risks:
· If the samples are of a type and quality where DNA can be extracted: As your sample(s) contain DNA, they can never be fully de-identified. Even though your name and any other directly identifying information will be removed there is a small chance that someone could match your sample(s)/data back to you. 
· Researchers who use the stored samples/data must agree that they will not try to identify participants and will protect the confidentiality of the samples/data they receive. Even with protections in place, there is a risk that your sample(s) or data could be traced back to you. The chance that someone could do this is very small.

Risk of incidental (unexpected) findings:
If material incidental findings are likely (i.e.: future use of samples/data include genetic testing, genomic research, sequencing, technologies, etc.) they must be appropriately addressed, including the provision of a plan for dealing with them – see TCPS 2, Article 3.4. 
· During the optional and/or future research, researchers may learn something about you that they did not expect. For example, the researchers may insert anticipated incidental finding, e.g., find out that you have another medical condition/uncover that you have a genetic variant that indicates you (or a family member) are at greater risk for developing a condition, etc.. These types of findings are called incidental findings.
· Some incidental findings may be clinically important. Clinically important means there is a high chance of a health problem AND treatment and/or screening is available for this health problem. 
· Clinically important incidental findings may not be discovered for many months, or even years, following the collection of your sample(s) and data.
· Describe anticipated management plan.  For example:
At the end of this consent document, you will be given the option of being told if any new clinically important information about your health is obtained as a result of your participation in this optional research. If a clinically important incidental finding is discovered, the study team will explain the process, which may include offering you medical follow up and genetic counselling to help you understand what the result could mean for you or your blood relatives, such as your siblings and/or children. Whatever your choice is now, you may change your mind at any time by telling a member of the study team. 
· If samples/data are coded and the master list linking the samples/data with personal identifying information will be destroyed after the main study’s record retention period: 
After the main study is complete, study records will be kept for at least 10/15 years, after which time your sample(s) and data may be anonymized by destroying the link between your unique study code and directly identifying personal information.  If this happens and any clinically important incidental findings are found after that time, it will not be possible to link your sample(s) and data back to you and as such you would not be informed.

VOLUNTARY PARTICIPATION AND WITHDRAWAL 
Outline the voluntariness of consent, including any limitations on the feasibility of withdrawal. Suggested text is provided below; modify/add/delete, as applicable. Note, requiring a written notification is not acceptable. It is the study team’s responsibility to document the request. Verbal notification is sufficient. Participants should not be asked to go through the additional burden of writing a letter for documentation purposes.

Taking part in this research is voluntary.  You have the option to not participate at all, or you may choose to participate now and change your mind later. Whatever you choose, it will not affect the usual medical care that you receive or your participation in the main study.

If you decide you no longer want to participate in this optional research, please tell a member of the study team. 

If samples/data are coded (i.e.: a master list exists to link the samples/data with personal identifying information):  
Any remaining sample(s) will be specify, e.g., destroyed (if blood/urine/slides) or returned to the hospital where you had your biopsy or surgery (if tumour/tissue block). If any of your sample(s) or data have already been tested and included in an analysis or publication, it will not be possible to withdraw those samples/data/results.

If the master list linking the samples/data with personal identifying information will be destroyed after the main study’s record retention period: 
After the main study is complete, study records will be kept for at least 10/15 years, after which time your sample(s) and data may be anonymized by destroying the link between your unique study code and directly identifying personal information.  It will therefore not be possible to link your sample(s) and data back to you and as such they will not be able to be withdrawn or destroyed after that time. 

If samples/data are anonymized (i.e.: the master list linking the samples/data with personal identifying information is destroyed):
After collection, your sample(s) and data will be anonymized by destroying the link between your unique study code and directly identifying personal information.  It will therefore not be possible to link your sample(s) and data back to you and as such they will not be able to be withdrawn or destroyed. However, no new samples or data will be collected from you after your withdrawal.

PRIVACY AND CONFIDENTILIATY 
Specify the measures in place to protect the privacy of, and minimize risks to, participants, and any anticipated linkage of biological materials/ data to the participant. If there will be disclosure of personal identifiers, e.g., 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.

Your privacy is important to the researchers and they will make every effort to protect it. As a participant in this optional research, you will be assigned a unique study code. Your code will not include any personal information that could directly identify you, such as your name. To keep your identity confidential, your sample(s) and data will only be labelled with your code if samples will be labelled with other indirectly identifying information, specify, e.g., age and sex. 

If samples/data will be coded/de-identified (i.e., a master list will be kept to allow linkage of the samples/data to personal identifying information):
The list that links your study code to your personal identifying information (such as your name) is in the control of The Ottawa Hospital (TOH)/ the University of Ottawa Heart Institute (UOHI) study team. The list will be kept separate from your sample(s) and data in a secure location at TOH/the UOHI . If you change your mind about participating in this optional research, this list will be used to locate your sample(s) and data. 
OR 
If samples/data will be anonymized (i.e., master list linking the samples/data to personal identifying information will be destroyed):
The list that links your study code to your personal identifying information (such as your name) will be destroyed specify when, e.g., once all samples and data have been collected from you. Until the list is destroyed, it will be in the control of The Ottawa Hospital (TOH)/ the University of Ottawa Heart Institute (UOHI) study team. The list will be kept separate from your sample(s) and data in a secure location at TOH/the UOHI. 

Records identifying you at this centre will be kept confidential and, to the extent permitted by the applicable laws, will not be disclosed, except as described in this consent document.

Qualified representatives may access your original (identifiable) medical/clinical and study records as described in the Privacy and Confidentiality section of the main consent form.

If only coded information/samples will leave the institution:
Your sample(s) and data that leave the institution will be identified by your study code only (they will not contain any information that directly identifies you).


If identifiable data will be sent outside the institution (e.g., if the study team will be linking local data with other datasets/registries such as IC/ES):
Participation in this optional research 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, e.g., OHIP number
[bookmark: _Hlk176938875]

Your sample(s) and data will not be sold for profit.

If storing samples and/or study data for future use:
Qualified researchers may request to use the samples and data that are stored for future research. 
Your sample(s) and data will only be released to researchers whose requests have been reviewed and approved by the study team and whose research has been approved by a Research Ethics Board (REB). The study team and REB will verify that the proposed research use is in line with what you have consented to.

If storing samples and/or study data for future use, indicate how stored samples and data will be identified when provided to researchers:
Your sample(s) and data that are provided to future researchers will be identified by your study code only; no information that directly identifies you, such as your name, address, medical record number or contact information, will be shared.
OR
Your sample(s) and data that are provided to future external researchers will be identified by your study code only; no information that directly identifies you will be shared. If requested by a researcher at The Ottawa Hospital/ the University of Ottawa Heart Institute, and approved by the study team and a Research Ethics Board, information that will directly identify you, such as your list identifiers, e.g., name, date of birth and medical record number, will also be shared with the researcher so they can collect additional information about you and link it to your stored sample(s) and data. This will allow for a more accurate and comprehensive dataset. The least amount of identifying information will be shared to securely link the data. Files used to create the linkage by the researcher will be deleted once the linkage is complete.


If samples and/or data may be sent outside of Canada:
Any samples and/or information 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 samples and/or information that are transferred outside of Canada will be coded. Coded means they will not contain your directly identifiable personal information such as your name, address, medical record number or contact information. All samples and information will be transferred in compliance with all relevant Canadian privacy laws. By signing this consent form, you are consenting to the transfer of your coded sample(s) and information to organizations located outside of Canada. If known: including:
· Entity name, Country name

If storing samples and/or data for future use, indicate how stored samples and data will be identified when provided to researchers for future use.
External researchers who would like to do future research using your sample(s) and data will sign agreements with The Ottawa Hospital Research Institute/ the Ottawa Heart Institute Research Corporation. These agreements will control how your sample(s) and data will be used. They will not be permitted to disclose or to transfer stored samples or data to anyone else if not stated in the agreement. They will also not be permitted to use or store your data indefinitely, or to use stored data for purposes other than those included in the agreements.

The results of this research, future research and coded study data may be published, shared, or presented at scientific meetings. This information may also be used as part of a submission to regulatory authorities around the world to support the approval of specify, e.g., the main study intervention. The results, regulatory submissions, and coded study data will not directly identify you; your identity will remain confidential. Coded data may also be placed in open access, publicly accessible databases.

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

If smartphones, apps or applicable technology will be used for data collection, describe any limits to the confidentiality.  For example: 
Data collected using the insert app/tool/device name resides on the insert name, e.g., Apple servers in the insert location (country only), e.g., U.S. As part of this optional research, your (disclose identifiers, e.g., sex, and year of birth) will be entered into this insert app/tool/device name. We do not own this insert app/tool/device name, so we cannot make any promises about the confidentiality of the data, or that the data will only be used for the purposes of this optional research. The insert app/tool/device name (specify e.g., Apple, Qualtrics) may automatically collect data without your knowledge (e.g., IP address). If applicable: If you are uncomfortable using insert app/tool/device name, you should not take part in this optional research.  

A record of your participation in this optional research will be kept with your main study records.

COSTS
Describe cost to participants, or state if there will be no cost associated with participation. 

Taking part in this optional research may result in added costs to you.  For example:
•	You may miss work as a result of participation.
OR 
Participation in this optional research will not involve any additional costs to you or your private health care insurance.

PAYMENT 
Describe re-imbursement and/or payment provided to participants, including frequency if applicable, or state if no compensation is provided.  Suggestions are provided below. State any personal information (e.g., SIN) disclosure obligations if required for tax purposes.   
 
If there is no payment for participation: 
You will not be paid for taking part in this optional research.

If participants are paid for participation: 
If you decide to participate in this optional research, you will be paid $enter actual or maximum dollar amount.
OR
If you decide to participate in this optional research, you will be paid $specify amount of payment including indication of payment interval if applicable, e.g., every three months. If you decide to end your participation early, you will receive a payment for participating in the optional research up until that point.

If participation will include reimbursement: 
If you decide to participate in this optional research, you will be reimbursed $enter actual or maximum dollar amount for some research related expenses: list reimbursable expenses as applicable

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

If a biopsy or other medical procedure is done solely for the purpose of participation in this optional research, include the following pertaining to compensation and treatment available to the participant in the event of study-related injury or illness.
In the case of study-related illness or injury, medical care will be provided by your doctor or you will be referred for appropriate medical care. 

Commercialization:
If you choose to participate in this optional research, your sample(s) and data may be used to help create new medical tests, treatments, and/or products. Some of these may later be further developed and sold by companies; this is called commercial use.  This is a normal part of how medical research leads to real-world treatments.  Even though your participation may contribute to these discoveries, you will not receive any money or ownership rights from any products that are made.  Any profits or inventions will belong to the researchers, the hospital or research institutions, or the company responsible for the research.  

RIGHTS
You will be told, in a timely manner, about new information that may be relevant to your willingness to continue participating in this optional research.

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 study doctor, sponsor or involved institutions for compensation, nor does this form relieve the study doctor, sponsor or their agents of their legal and professional responsibilities.


QUESTIONS
If you have questions about this optional research, or if you suffer a research-related injury, contact the study team:

	
	
	

	Name
	
	Telephone



[image: https://theottawahospital.sharepoint.com/sites/Marketing/Shared%20Documents/Creative%20Assets/Brand%20Assets%202019/OHRI%20logo/Research%20Institute%20Bilingual-RGB.jpg?csf=1&e=UjVzpw&cid=b418f860-3b9c-4680-9efe-691f5b7f8d30][image: ] 	                                

If you have questions about your rights as a participant or about ethical issues related to this optional research, you can talk to someone who is not involved in the study at all. Please contact The Ottawa Health Science Network Research Ethics Board at REBAdministration@ohri.ca  or 613-798-5555, extension 16719.
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SIGNATURES

Study Title:  Insert study title as written on the protocol


CONSENT
· All my questions have been answered,
· [bookmark: _Hlk491772722]I have read (or someone has read to me) all pages of this optional consent form, including the risks, benefits and my rights as a participant,
· I allow access to my medical records and allow for the transfer of sample(s) and related personal health information as explained in this optional consent form,
· I do not give up any legal rights by signing this optional consent form,
· I recognize that my family doctor/health care provider will/may be informed of my participation in this optional research, or may learn of my participation when reviewing my electronic health record.
· I agree, or agree to allow the person I am responsible for, to take part in this optional research.
· I will be given a signed and dated copy of this optional consent form.

Optional Participation: 
If this consent form involves more than one optional component (e.g., blood sample collection for biomarker research + storage of leftover blood sample for future use), add yes/no options for each component. See examples below; edit/add/remove as applicable to the Protocol. All components must be explained in the body of the consent form.
As described in the “Future Use of Information” section of this consent form, the following are optional components of participation. Indicate your decision for participation in each optional component by initialling beside either ‘Yes’ or ‘No’.

Existing Sample Collection: 
I agree that my sample(s) that have already been collected, and related personal health information, may be used for the optional research described above.
YES, Initials: ___________      	NO, Initials: ___________

Fresh Sample Collection:
I agree that my fresh specify sample type, e.g., blood, tissue, etc. may be collected and that these sample(s) and related personal health information may be used for the optional research described above.
YES, Initials: ___________      	NO,  Initials: ___________

Storage for Future Research: 
I agree that my sample(s) and personal health information may be stored for use in future research as described above.
YES, Initials: ___________      	NO,  Initials: ___________

Future Research Results:
I would like to receive periodic updates from the study team about results of the research done on the samples and data that are stored for future research purposes.
YES, Initials: ___________      	NO,  Initials: ___________

Quality of Life Questionnaire(s):
I agree to take part in the Quality of Life research described above.
YES, Initials: ___________      	NO,  Initials: ___________


Clinically Important Incidental Findings: 
I would like to be contacted if researchers identify any clinically important incidental findings.
 YES, Initials: ___________      	NO,  Initials: ___________

Future Contact: 
I agree to be contacted by the study doctor, or their representative, to learn about participation in other research studies.
 YES, Initials: ___________      	NO,  Initials: ___________



	Signature of Participant /
Substitute Decision-Maker

	
	Printed Name
	
	Date



Investigator or Delegate Statement
I have explained to the above-named participant/substitute decision maker the nature and purpose, the potential benefits, and possible risks of participation in this optional research. All questions that have been raised about this optional research have been answered.



	Signature of Person Conducting the Consent Discussion
	
	Printed Name and Role
	
	Date




























Study Title:  Insert study title as written on the protocol

Participant Assistance

Complete the following declaration only if the participant / Substitute Decision-Maker is unable to read:

☐	The consent form was read to the participant. The person signing below attests that the study as set out in this form was accurately explained to the participant / Substitute Decision-Maker, and any questions have been answered. 



	Signature of Impartial Witness
	
	Printed Name
	
	Date



____________________________	
Relationship to Participant

Complete the following declaration only if the participant / Substitute Decision-Maker has limited proficiency in the language in which the consent form is written and interpretation was provided as follows:

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



	Signature of Interpreter
	
	Printed Name
	
	Date



Note: More information regarding the assistance provided during the consent process should be noted in the medical record for the participant if applicable, noting the role or relationship of the impartial witness.















SIGNATURES

Study Title:  Insert study title as written on the protocol

Participant’s Acceptance of Substitute Decision Maker’s Consent 

Your illness or injury made it impossible for you to participate in the informed consent process, so your substitute decision maker’s (SDM) consent was obtained on your behalf.  Your SDM agreed to your participation in this optional research.  Now that your condition has improved we would like to inform you of the details of the optional research and obtain your personal decision. You may agree or disagree with the decision made by your SDM. 

· I understand that I am being asked to continue my participation in this optional research,
· All my questions have been answered,
· I have read (or someone has read to me) each page of this optional consent form,
· I allow access to my medical records and the transfer of my sample(s) and related personal health information as explained in this optional consent form,
· I do not give up any legal rights by signing this optional consent form,
· I recognize that my family doctor/health care provider will/may be informed of my participation in this optional research by the study team, or may learn of my participation when reviewing my electronic health record.
· I will be given a signed and dated copy of this optional consent form.

q I voluntarily agree with my SDM’s decision and wish to continue my participation in this optional research. 
OR
[bookmark: _Hlk496340554]q I do not agree with my SDM’s decision and choose not to continue my participation in this optional research.  However, I will allow the information collected about me to continue to be used by the researchers.
OR
q I do not agree with my SDM’s decision and choose not to continue my participation in this optional research.  I request that all information collected about me be withdrawn. 


	Signature of Participant 

	
	Printed Name
	
	Date


Investigator or Delegate Statement
I have explained to the above-named participant the nature and purpose, the potential benefits, and possible risks of participation in this optional researh. All questions that have been raised about this optional research have been answered.


	Signature of Person Conducting the Consent Discussion
	
	Printed Name and Role
	
	Date
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