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· Minimal risk is research in which the probability and magnitude of possible harms implied by participation in the research are no greater than those encountered by participants in those aspects of their everyday life that relate to the research. Examples of minimal risk studies are those that do not involve a change to standard of care, an investigational drug or device, or are regulated by Health Canada or the FDA, etc. 
· These notes are instructional and should not be included in the informed consent form submitted to the Oak Valley Health Research Ethics Board (REB) or given to the prospective research participant.

· This consent form study should only be used for minimal risk studies. Clinical Trials should use the Clinical Trial ICF Template.

· Please read these guidelines carefully before submitting your application to the Office of Research.  
· Other ICFs that meet the same objectives as the REB template and are compliant with the applicable regulations and guidelines as outlined in the Oak Valley Health REB ICF Checklist are acceptable and will be considered for review.

· All ICFs submitted to the Oak Valley Health REB must adhere to the requirements of the REB and the 2nd Edition of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS2).  All ICFs for clinical trials that have been submitted to Health Canada or the Food and Drug Administration (FDA), and Phase IV trials (i.e. post marketing), must also follow the International Conference on Harmonization (ICH) Guidance E6: Good Clinical Practice (GCP): Consolidated Guideline.

· To assist in drafting the ICF, it is recommended that the ICF Checklist be used concurrently.  
Sections and headings in RED TEXT requires you to fill in the section
Sections and headings in BLUE TEXT are for optional section to either add or remove based on the research study
· Sections in boxes and highlighted section are for reminders. Please delete all boxes in your final version.

Resources

The following resources are strongly recommended to be used to assist in the drafting or editing of informed consent forms:

1) Spellchecker

2) ICF Checklist for regulations/guidelines for compliance

3) Flesch-Kincaid Grade Level Score for readability. A suitable reading level is grade 6- 8. 

4) Alternate word glossary – Follow the principles of plain language, including replacing difficult words with easier ones.
5) Previously received feedback from the REB

6) Study team for content and colleagues for perspective
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INFORMED CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Study Title: 
 [Enter the full study title, exactly as it appears on the Protocol] 
Principal Investigator: 

[Name, title and telephone number of the Principal Investigator]

Co-Investigator(s):

[Name(s) with title(s) of Co-Investigators if applicable]
Research Coordinator: 

[Name and contact information]
Sponsor or Funder: 

[If applicable]
Emergency Contact Number (24 hours / 7 days per week): [Required for studies that include greater than minimal risk research procedures or interventions].
____________________________________________________________________________________
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INTRODUCTION


Guidance: amend the introduction to address the substitution decision maker, if applicable. For example, “As the patient’s Substitute Decision Maker, you are being asked to provide informed consent as he/she are unable to provide consent for him/herself. If the patient regains the capacity to consent for him/herself, your consent for them will end.  Throughout this form, “you” means the patient you are representing.”
You are being asked to consider participating in a research study.  A research study is a way of gathering information on a treatment, procedure or medical device or to answer a question about something that is not well understood.  
This form explains the purpose of this research study, provides information about the study [drug/procedure/device], the tests and procedures involved, possible risks and benefits, and the rights of participants.  

Please read this form carefully and ask any questions you may have.  You may have this form and all information concerning the study explained to you. If you wish, someone may be available to verbally translate this form into your preferred language. You may take as much time as you wish to decide whether or not to participate.  Feel free to discuss it with your friends and family, or your family doctor.  [If there is a time limit please add, if applicable] Make sure you have had all of your questions answered to your satisfaction before deciding whether to participate in this research study.  

Participating in this study is your choice (voluntary). You have the right to choose not to participate, or to stop participating in this study at any time. 

[if applicable] It is important to note that the Principal Investigator may be your colleague or supervisor. Your decision to participate in this research study will not impact your employment at Oak Valley Health.

[if applicable] is important to note that the Principal Investigator may also be your treating physician. Your decision to participate in this research study will not impact the care you receive.

BACKGROUND AND PURPOSE
Guidance: Provide background information on what prompted the need for this study. Refer to standard of care, knowledge to date etc. Describe the purpose of the study and how many people will take part.
· The purpose of this study is to {add here}. [Be as specific as possible. Do not list inclusion/exclusion criteria].
· Usually this condition is treated with/by {Insert usual standard of care}.
· The problem with/limits of this regular treatment is/are {Explain limitations}.
· This study will look at {Insert name of study intervention} as an {new/safer/cheaper} option to {e.g. treat your diabetes}. 

· About {“x” total number} people from {“y” number} places will be in the study. About {z1 – z2} will come from Oak Valley Health.

STUDY DESIGN
	Guidance: Describe what will happen during the study (i.e., procedures)

· Describe all tests, measures, questionnaires, participant diaries, etc.

· Describe the type of information that will be asked in the questionnaires and how the questionnaire will be distributed (i.e., online, in person, over the phone).

NOTE:  Optional research or procedures should have a separate informed consent form.


[Database collection] The researchers will collect information about you from {specify source of information e.g., your medical chart and enter this information into an electronic database}.  The data will be securely stored, and will be maintained by specify responsible individual/group.  Please talk to the research team if there is information that you do not feel comfortable sharing.

[Imaging] You will be asked to have {insert name of imaging procedure}. You will be asked to have number of scans for this study. The scans are being done for research purposes only, and will not be used to guide your medical care.

[Focus Groups] You will be asked to attend {specify how many} focus group(s). A focus group is a small group of representative people who are asked to speak about their opinions as part of the research.  A moderator will organize the focus group(s).  Each focus group discussion will be about {specify length in minutes or hours} in length and will take place {specify location}.  You will be asked to speak about {explain topics of discussion e.g., your experiences with condition/intervention}.  

You will be {audio/video} recorded during the {interview(s)/focus group}.
[Questionnaires] You will be provided with a questionnaire {provide information about the timing of questionnaires e.g., before you begin the study and then every two weeks for a year}. The purpose of the questionnaire is {including description of purpose e.g., to understand how the study intervention and illness affects your quality of life}.  Each questionnaire will take {about indicate estimated time to complete in minutes} to complete. 

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

[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 {enter location/person here}.

[Specimen collection] The researchers doing this study will be doing tests on samples (described below) to {insert study-specific LAY explanation of the research purposes for all samples collected}.

The collection of these samples is a necessary part of this study.  Samples will be used only for these purposes. The samples will not be sold.

Once these tests have been completed, any leftover samples will be returned to the facility from which they were obtained if needed or destroyed.

Hereditary genetic testing (to look at whether {specify condition} runs in families) will not be done on these samples.  [OR] Hereditary genetic testing (to look at whether {specify condition} runs in families) {will/may} be done on these samples. {Add a statement on what will be done with the findings}.
TISSUE COLLECTION

	Guidance: Describe the method of tissue sample collection and associated risks.  Please see below examples.  Please add this section if applicable.


A small sample of your tissue that has already been removed by a previous surgery or biopsy will be obtained by the researchers doing this study. No further surgeries or biopsies are required of you for this purpose.

[If archived] 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.

BLOOD/URINE COLLECTION

	Guidance: Describe the method of blood/urine/other sample collection and associated risks. Please see below examples.  Please add this section if applicable.


Urine will be collected {Specify number of samples to be collected and timing (e.g., specify if 24-hour collection) if multiple samples are required}. These urine samples will be sent to a laboratory at the {insert location} where they will be examined.
Blood samples will be taken by inserting a needle into a vein in your arm. These will be taken at the same time as your standard of care tests whenever possible, {describe sample timing e.g. at entry to the study and <X> weeks after you stop the study intervention. Specify amount of blood to be collected (in ml and tablespoons) and timing if additional samples are required and the tests to be done on these samples}. These blood samples will be sent to a laboratory at the {insert location} where they will be examined.

HOW WILL SAMPLES BE IDENTIFIED?

	Guidance: Please add this section if applicable.


To protect your identity, the information that will be on your samples will be limited to {specify which identifiers will be on the sample(s)}. Despite protections being in place, there is a risk of unintentional release of information. Due to technological advances in genetics, there may be a risk that the genetic information in the samples could be linked back to you.

WHAT ARE THE RISKS OF PARTICIPATING IN THIS STUDY?

	Guidance:

· Address risks with all tests i.e., blood tests.

· Address psychological risks such as anxiety, distress, embarrassment, or feelings of sadness that may arise from questionnaires and interviews about sensitive issues (e.g. mental health, sexuality).


[If applicable] There are no known risks to participating in this research study.
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?
	Guidance: Avoid overstating the benefits. Do not include monetary reimbursement in the benefits section. If applicable, this should be included in a separate section called “Reimbursement”. The following wording should be considered.


You {may or may not/will not} receive {any} direct benefit from being in this study. Information learned from this study may help other people with {your condition} in the future.

IS PARTICIPATING IN THIS STUDY VOLUNTARY?
Your participation in this study is voluntary. You may decide not to be in this study, or to be in the study now and then change your mind later. You may leave the study at any time without affecting your {care/employment status/academic standing}. You may refuse to answer any question you do not want to answer, or not answer an interview question by saying “pass”.

If you choose to withdrawal your participation in this research study, any data collected from you will be {retained or removed} from the study up until the point of withdrawal.

We will give you new information that is learned during the study that might affect your decision to stay in the study.

[If applicable] If you no longer want your samples to be used in this research, you should tell {specify appropriate contact role}, who will ensure the samples are {describe what will happen to samples if participant withdraws consent, e.g., returned to the hospital from which they were obtained or destroyed}.
If tests have already been done on your sample(s) it will not be possible to withdraw those results. However, no further testing will be done. [OR] You can request withdrawal of your specimens until {insert expected anonymization point}, when the samples will be made anonymous.  It won’t be possible to return samples after this because the researchers will not know which sample is yours.

INCIDENTAL FINDINGS

	Guidance: Please add this section if applicable (i.e., NGS testing, hereditary tests, etc.)


The tests or procedures that we do during this study might reveal medical information about you that is not part of the objectives of this study but may be relevant to your health. This type of medical information is called an incidental finding. Some incidental findings could be related to treatable conditions or they could be related to factors that may affect your current or future health care. If any incidental findings are discovered and you seek further care for these findings, these will be included in your medical records (which may include information regarding your participation in the study). You {will/will not} be informed of the results if the {type of sample} is tested, should you choose.

WHAT ARE THE COSTS OF PARTICIPATING IN THIS STUDY?

	Guidance: Include information about any conflicts of interest. Note that the most common form of conflict of interest is the professional benefit gained by the Investigators. Include all of the following information that applies.


{Name of company}, the sponsor of this study, will pay the hospital and researcher for the costs of doing this study. All of these people have an interest in completing this study. Their interests should not influence your decision to participate in this study. You should not feel pressured to join this study.

HOW WILL MY INFORMATION BE KEPT CONFIDENTIAL?

You have the right to have any information about you [and your health] that is collected, used or disclosed for this study to be handled in a confidential manner.

If you decide to participate in this study, the investigator(s) and study staff will look at your personal health information and collect only the information they need for this study. Personal health information” is health information about you that could identify you because it includes information such as your;

· name, 

· address, 

· telephone number, 

· date of birth, 

· new and existing medical records, that includes types, dates and results of medical tests or procedures
You have the right to access, review and request changes to your personal health information.

The following people may come to the hospital to look at your personal health information to check that the information collected for the study is correct and to make sure the study followed the required laws and guidelines: 

· [if applicable] The study sponsor or its representatives/partner companies.

· Representatives of the Oak Valley Health Research Ethics Board.

· [if applicable] Representatives of Health Canada, or other regulatory bodies (groups of people who oversee research studies) outside of Canada, such as the United States Food and Drug Administration.

Access to your personal health information will take place under the supervision of the Principal Investigator.

“Study data" is information about you that is collected for the study, but that does not directly identify you.  

The study personnel will make every effort to keep your personal health information private and confidential in accordance with all applicable privacy legislation, including the Personal Health

Information Protection Act (PHIPA) of Ontario. Your participation in this research study will be de-identified by replacing your name with a unique participation number. The study key will be kept confidential by the Principal Investigator. Any study data about you that is sent outside of the hospital will have a code and will not contain your name or address, or any information that directly identifies you.

[if applicable – Canadian] The online survey is hosted by {company name}, which stores data on servers located in Canada. Collecting data using technology over the internet or using apps/tools/devices can increase potential risks to privacy and confidentiality.  The data will reside on an external server and no assurance can be made about its confidentiality or that it will only be used for this research purpose.

[if applicable – U.S.] The online survey is hosted by {company name}, which stored data on servers located in the United States. Data that is stored and accessed in the U.S. is subject to U.S. laws including the U.S Freedom Act. The Freedom Act allows authorities access to the records of internet service providers. It is therefore possible that this information could be disclosed to U.S. federal officials.

[if applicable] The {interview/focus group} will be audio recorded for the purpose of data collection. The audio recordings will be transcribed and deleted as soon as possible. Copies of the transcripts will not contain identifiable data (such as your name) and will be securely stored until completion of the study.

If email will be used for study purposes (e.g., distribution of questionnaires, etc.), please add:

Please note that communication via e-mail is not secure. We do not recommend that you communicate sensitive personal information via e-mail.

The information that is collected for the study will be kept in a locked and secure area by the study doctor for {7 years for non-Sponsored/Health Canada registered studies; 25 years for Sponsored/Health Canada studies}. Only the study team or the people or groups listed below will be allowed to look at your records. Your participation in this study also may be recorded in your medical record at this hospital.

When the results of this study are published, your identity will not be disclosed. You have the right to be informed of the results of this study once the entire study is complete. 
 [If applicable] If you would like to be informed of the results of this study, please contact (name, department and contact information). 
 IS THERE A RISK OF PRIVACY BREACH?

It is important to understand that despite the protections described in this section being in place, there continues to be the risk of an unintentional release of information. The chance that personal information or study data will be accidentally released or accessed without authorization is small.
DOES(DO) THE INVESTIGATOR(S) HAVE ANY CONFLICTS OF INTEREST? 

	Guidance: 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.  


 [If applicable] The Principal Investigator is receiving personal financial payment from {Sponsor/Funding Body(ies)} for providing advice on the design of the study. You may request any details about this payment from {add Principal Investigator, department and telephone}.
[If no conflicts of interest exist, state] There are no conflicts of interest to declare related to this study. [If applicable] The Principal Investigator is receiving financial payment from the Sponsor to cover the cost of conducting this study. 
COMMUNICATION WITH YOUR FAMILY DOCTOR

	Guidance: Please add this section if applicable (i.e., NGS testing, hereditary tests, etc.) If communication with the family doctor is optional, please see the attestation page for opt-in language. Please ensure you provide a Dear Doctor letter for REB review if participation will be shared.


Your family doctor/health care provider {will/may} be informed that you are taking part in a study so that you can be provided with appropriate medical care. If you do not want your family doctor/health care provider to be informed, please discuss this with the study team. If communication with the family doctor is optional, please see the attestation page for opt-in language. Please ensure you provide a Dear Doctor letter for REB review if participation will be shared.
Or

Your family doctor/health care provider will not be informed by the study team that you are taking part in the study.  You can choose to let your family doctor/health care provider know, if you like.

WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?

You have the right to receive all information that could help you make a decision about participating in this study. You also have the right to ask questions about this study and your rights as a research participant, and to have them answered to your satisfaction, before you make any decision. You also have the right to ask questions and to receive answers throughout this study. 

By signing this consent form, you do not give up any of your legal rights. 

If you have any questions about this study you may contact the person in charge of this study {add Principal Investigator Name, department and contact information}.
If you have questions about your rights as a research participant or any ethical issues related to this study that you wish to discuss with someone not directly involved with the study, you may contact Chair of the Oak Valley Health Research Ethics Board at 905-472-7373 ext. 6253. The REB is a group of people who oversee the ethical conduct of research studies. These people are not part of the study team. Everything that you discuss will be kept confidential. The REB is a group of people who oversee the ethical conduct of research studies. These people are not part of the study team. Everything that you discuss will be kept confidential.

DOCUMENTATION OF INFORMED CONSENT
You will be given a copy of this informed consent form after it has been signed and dated by you and the study staff.

Study Title: << same as the Protocol and REB application >>

By signing this form, I confirm that:

· This research study has been fully explained to me and all of my questions answered to my satisfaction

· I understand the requirements of participating in this research study

· I have been informed of the risks and benefits, if any, of participating in this research study

· I have been informed of any alternatives to participating in this research study

· I have been informed of the rights of research participants

· I know that my participation is voluntary and that I may leave the study at any time.

· I have read each page of this form

· I authorize access to my personal << health >> information, << medical record >> and research study data as explained in this form

· [if applicable] I understand that my family doctor may be informed of my participation in this research study

· [if applicable] I understand that participation in this research study will be documented in my medical records.

 [If applicable, please add any optional sections if needed]
	 I agree to be informed of any incidental findings learned as a result of my {type of sample} being tested

 I do not agree to be informed of any incidental findings learned as a result of my {type of sample} being tested

	 I agree to notify my family doctor about my participation in this research study

 I do not agree to notify my family doctor about my participation in this research study

	 I agree to allow my {type of sample(s)} to be collected for the optional study(ies) as described in this consent form.
 I do not agree to allow my {type of sample(s)} to be collected for the optional study(ies) as described in this consent form.


______________________     
  _________________________       _____________________
Name of participant/Substitute    
  
Signature


          Date
decision-maker (print)        


 





________________
________________

Print Name of Person Obtaining Consent

Signature
Date

ASSISTANCE DECLARATION 

[If applicable, The Assistance Declaration provides a mechanism for potential participants who are unable to read the informed consent form (i.e. illiterate, blind or for who English is their second language) to participate in research studies.]

Was the participant assisted during the consent process?   Yes
 No

  The consent form was read to the participant/substitute decision-maker, and the person signing below attests that the study was accurately explained to, and apparently understood by, the participant/substitute decision-maker. 

  The person signing below acted as a translator (certified translator) for the participant/substitute decision-maker during the consent process.  He/she attests that they have accurately translated the information for the participant/substitute decision-maker, and believe that that participant/substitute decision-maker has understood the information translated.
_________________________        _______________________      _____________________  
Print Name of Translator


      Signature  

                      
 Date

________________________
Language
Version # [add]; Dated [01/07/2021]
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