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· 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.

· 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.

· All red text should be edited appropriately for the specific protocol.  After all edits have been completed, convert the text to black  
· [Instructions] must be deleted after the required information has been inserted.

· The “Guidance” boxes will help provide further information to add to each section. 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 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

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].
______________________________________________________________________

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 primary reason for the study and draft a paragraph that provides basic information about it. Define any concepts that may not be well understood outside of the research setting (e.g. efficacy). Samples of the type of detail that should be included in the purpose can be found in the bulleted sentences below. 

· You have been asked to take part in this research study because you {e.g. have Type 2 Diabetes}. [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}. 

· [For Health Canada regulated studies] The {study drug/device} used in this study has not been approved for use by Health Canada but is approved for use in this research study. This is why {study drug /device} is considered an experimental {study drug/device}. 

· 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 the approach to conducting this research study, including if it is randomized, blinded, multi-centre, and other details as appropriate. Include all that apply and add any additional information as necessary
· This study compares the study drug with a placebo. A placebo looks just like {the study drug} but contains no active medication.

· Whether you get the study drug or the placebo will be decided randomly (by chance) like flipping a coin or rolling dice. The number of people getting study drug will be {“x” number} and the number of people getting placebo will be {“y” number}. 

· This study will be blinded. This means that you will not be told whether you are on {the study drug/intervention} or on {the placebo/ study drug/intervention} until the study is finished.

· This study will be double-blinded. This means that neither you nor the study team will not know whether you are on {the study drug/ intervention} or on {the placebo/ study drug/intervention} until the study is finished. This information can be found out at any time in case of an emergency. 

· 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.

· Your participation in this study is randomized, meaning, participants in this study will be randomly (by chance) placed in one of (total number of study groups) study groups.  You will have a (%) chance of being placed in [select one] any/either group.

· You will be in this study for {duration of participation}.
· There will be {“x” number} of visits during the study. Most visits will last for {“x” minutes/hours}, though some may be as long as {indicate time length as it applies to the study – e.g. for Infusion studies}.

· It is anticipated that about {# of participants} people will participate in {# or range of focus groups} focus groups in this study at Oak Valley Health.  Each focus group will take about {length in min/hours} of your time.  The focus groups will take place at {location of focus groups}. The entire study is expected to take about {total length of study in months or years}. 
WHY IS THIS STUDY BEING DONE?

The purpose of this study is to {enter objectives/rationale}. [Refer to suggestions below.]

Phase I studies: “…test the safety of a new drug {DRUG (including trade name) / INTERVENTION} and see what effects (good and bad) it has on you and your (condition). This is the first time that {DRUG (including trade name) / INTERVENTION} is being tested in people.

OR “find the highest dose of a new drug {DRUG (including trade name) / INTERVENTION} that can be given without causing very severe side effects that are not tolerable. This is the first time that the {DRUG (including trade name) / INTERVENTION} is being tested in people.  This is done by starting participants at a dose lower than the one that does not cause side effects in animals.  If the side effects are not severe, then more participants are asked to join the study and are given a higher dose of {DRUG (including trade name) / INTERVENTION}.  This continues until a dose is found that causes severe but tolerable side effects.”

Phase II studies: “…see what effects (good and bad) {DRUG (including trade name) / INTERVENTION} has on you and your (condition).”
Phase III studies: “…compare the effects (good and bad) of a new drug {DRUG(including trade name)/INTERVENTION}  compared to the best available existing therapy {STANDARD THERAPY (including trade name)/INTERVENTION/PLACEBO} on you and your (condition) to see which is better.”

Phase IV studies: “…compare the effects (good and bad) of {DRUG(including trade name)/INTERVENTION} compared to {COMPETITOR’S DRUG (including trade name)/INTERVENTION} on you and your (condition) to see which is better.”
Study Visits and Procedures
If you decide to participate in this study you will be asked to do the following:
Guidance: Name each procedure that the participant will be involved in and explain each one in lay terms. Clearly explain if there are parts of the study which a participant can choose not to participate in. Verify that the consent form and protocol are consistent. It is helpful to include the purpose of the visit and separate the phases of the study under specific headings (e.g. Screening, Baseline, Randomization, Follow-up, etc.). Include how long each visit and procedure will take. If similar tests are done on multiple visits, try to minimize redundancy by grouping visits together, e.g. “on Visits 1, 2, 4, 6, and 10 the following tests will be done”.

The following items should also be considered in this section:

• Describe all tests, measures, questionnaires, participant diaries, procedures, interventions, or treatments that are outlined in the research protocol. Repeated explanations/definitions is usually not necessary so only define/explain at first instance.

• Make the distinction between research-related procedures and standard-of-care procedures clear. The consent should focus on research-related procedures and discuss standard-of-care where necessary.

• 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). If responses to the questions are of a sensitive nature, e.g. HIV, illicit drug screen, depression testing, pregnancy, the subject should be forewarned and a sample of the type of question should be provided.  If the response necessitates further action, describe what will happen (e.g. Report to public health, refer for counseling, etc.). Subjects should also be told they can refuse to answer any questions.

• Specify whether the collection of samples/tissues is optional (add option to consent page), what the sample/tissue is to be used for (i.e., current research study, commercialization, etc.),the type (i.e., blood) and amount of sample/tissue to be taken (i.e., in tablespoons), the manner in which sample/ tissue will be taken (i.e., blood draw), the conditions of preservation of the sample/tissue, how long the sample/tissue will be stored, the location of storage (i.e., Company name, country), how samples will be transferred to storage off-site (if applicable), how samples will be destroyed, if leftover samples will be stored and why (i.e., in case samples are lost).

NOTE:  Collection of samples/tissues for future unknown research and/or banking (i.e. where the research purpose is not yet known) should have a separate informed consent form.  

NOTE:  Optional research should have a separate informed consent form.  
[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 when you {identify e., take your study medication}.  Please record {identify what is being recorded e.g., the exact time of taking each dose every day}. You will be asked to return the diary to {enter location/person here}.
Schedule of Events

	Guidance: Using a table with visits and procedures can help illustrate what is involved in the study. In chart form, list what will happen at each visit. Ensure the entire chart fits onto one page and is not separated on to two pages. Consider creating the table in excel and inserting the chart into your document.



E.g. Boxes marked with an X show what will happen at each visit:

	Visit
	Blood

test
	Questionnaire
	Focus Group
	ECG
	Time

	Screening
	X
	X
	X
	X
	2 hours

	Baseline
	X
	X
	
	X
	1 hour

	Visit 1 (Week “X”)
	X
	
	
	X
	20 min

	Visit 2 (Week “X”)
	X
	
	
	X
	20 min


Reminders
	Guidance: List important things to remember during the study. The information below is an example to be amended.


It is important to remember the following things during this study:  

· You should not eat for 12 hours before visits. 

· Do not take medications before visits. 

· Do not eat or drink grapefruit during this study. 

· Ask your study team about anything that worries you.

· Tell study staff anything about your health that has changed. 

· Return study medication/diaries.

· Tell your study team if you change your mind about being in this study. 
Responsibilities to Being in the Study

	Guidance: List reminders while participating in the study. The information below is an example to be amended.


If you choose to participate in this study, you will be expected to:

•
Tell the study doctor about your current medical conditions;

•
Tell the study doctor about all prescription and non-prescription medications and supplements, including vitamins and herbals, and check with the study doctor before starting, stopping or changing any of these. This is for your safety as these may interact with the intervention you receive on this study. 

•
Tell the study doctor if you are thinking about participating in another research study

•
Return any unused study medication.

•
Return any specify e.g., diaries or questionnaires that you take home to complete

•
Tell the study doctor if you become pregnant or father a child while participating on this study 

•
Avoid drinking/eating {specify what and for how long} 

•
Stop taking {name for specify washout period}
•
{insert name of study intervention} is for you alone, and must not be shared with others.  If applicable, include:  If someone accidentally takes {insert name of study intervention}, include instructions e.g., they should immediately go to the nearest emergency department.

[Mandatory Sample Collection]

Guidance: Describe the mandatory sample collection, including the sample type and amount and manner/safety of acquisition, purpose of the research (including any commercial use), measures employed to protect privacy and minimize risk, and length, method, and location of storage.  See suggestions below, or revise as applicable to the research. Please add this section if applicable.
The researchers doing this study need to do 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. 

 [If applicable] Once these tests have been completed, any leftover samples will be returned to the facility from which they were obtained if needed or destroyed [include the following If applicable] unless you wish to give permission for other future research purposes, in which case you will be given a separate optional consent form to sign. 
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}.
[If applicable] If you participate in this study it is possible that there will not be enough of your tissue sample left for other testing that may need to be done in the future. Please speak to the study doctor to discuss this possibility.

Even with protections in place, there is a risk that your information could be released by accident. Advances in technology could also increase the risk that your genetic samples and results could be linked back to you or your blood relatives. These results might contain information (e.g., an inherited genetic disease) that could result in problems for you or your relatives. There is no way to predict what effects such an information loss would have. You will {be given the choice/not given the choice} to find out about genetics testing results.
Reports about any research tests done with your samples will not be given to you, the study doctor(s) or study staff, your doctor, or other health care provider(s). These reports will not be put in your medical records.  [OR] Reports about research tests done with your samples will be given to the study doctor(s).  If you would like to learn the results of this research, please let them know.
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 applicable, explain whether they may still participate if a sample is not available or whether a fresh tissue sample will be required – see below] 
 [If archived samples are required from another Institution] 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 sample is required] As part of this study, you will have a tissue biopsy. A tissue biopsy is a type of surgical procedure, which will remove {state how much tissue is to be taken e.g. a pea size piece} of your {insert tissue type e.g., liver. Explain in lay language whether this will be done using a local or general anesthetic and whether overnight hospital stay may be required}. This procedure has risks such as {specify risks, e.g., blood loss, pain and rarely an infection at the biopsy site}.

These tissue samples will be sent to a laboratory at {insert location} where they will be examined

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 study related tests whenever possible, {describe sample timing e.g. at entry to the study and <X> weeks after you stop the study intervention. Specify amount of blood to be collected (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)}. [If additional personal information is also being provided to the laboratory (e.g., on additional forms provided with the review materials), include a description of the information provided, e.g., The laboratory will also receive information containing your…]
Despite protections being in place, there is a risk of unintentional release of information. Due to technological advances in genetics, there may be a risk that the genetic information in the samples could be linked back to you.
CAN I WITHDRAW THESE SAMPLES?

Guidance: Describe the process of withdrawal of samples, and any limitations to the withdrawal. Please see below examples. Please add this section 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.} 
 [Limits to withdrawal] 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. 
[Anonymizing samples] You can request withdrawal of your specimens until {insert expected anonymization point}, when the samples will be made anonymous.  It won’t be possible to return samples after this because the researchers will not know which sample is yours.
[State whether or not the participant may continue to participate in this main part of the study, if they withdraw these required samples].
Details to be considered:
· The tests that will be done to assess eligibility, and the fact that depending on results, << there is a chance that you will not be eligible to participate in the study >>.

· If the study uses competitive enrolment, <<This study will use competitive enrolment.  This means that once a certain number of participants have entered the treatment phase of the study from all of the research sites combined, no more participants will be enrolled into the study at any site.  It is possible that you may finish the screening phase and be ready to enter the treatment phase of the study, but not be enrolled into the study. >>
· The total time commitment for participation.
· The total number or frequency of visits/contacts.  << You will be asked to return to Oak Valley Health for nine visits over the next 18 months.  >>
· The location of visits/contacts.  << All study visits will take place at Oak Valley Health (wing, floor and room number if known). >>
· The length of time for each visit/contact.
· What will happen at each visit/contact point with the investigator including by telephone/letter (i.e. procedures, tests, questionnaires, interventions, treatments and interviews).  The more invasive the procedures, the more detail should be provided.  If a questionnaire is to be completed, provide a description of the questionnaire/types of questions that will be asked, how long it will take to complete and that the participants have a choice of not answering any questions. Repeated explanations are not necessary, so only explain at first instance.
· What is being done as part of the study versus what is being done as part of standard care. 

· The focus should be on research-related procedures, specifically those that are experimental.  << These procedures are experimental and being tested in this study. >>

OR
· << These procedures are part of the regular care for (condition). >> [If applicable] << However, some of them may be done more often than if you were not taking part in this study. >>
· The drugs that will be administered and their therapeutic action in lay terms [i.e. hydrochlorothiazide which is a water pill designed to help get rid of excess fluid in your body].

· The need for “washout” of any drugs that the participant is currently taking and the potential risks/discomforts of this.

· Information regarding audio/videotaping and explicit options to consent (or not) to recording.

· Any follow-up contacts by telephone or mail and what is involved and how long each will take.

· For phase II clinical trials, provide details on the patient’s ability to access the new drug upon study completion.  If drug will not be made available, then state << The study drug will be provided to you only during this study and not after the study is over. >>
WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY? 
Guidance:

• Include a list of all study related side effects. Separate side effects by study drug or study intervention as appropriate. Use lay language to describe or explain.

• Address the frequency and severity of side effects. Sometimes risks need to include side effects that have not been clearly linked to the study drug, e.g. increases and decreases in blood pressure have been noted in some patients receiving the study drug but it is not clear whether these effects are truly related to the study drug.

• Address reversibility of side effects, long term side-effects as applicable and any treatments, interventions or precautions that may be taken to address these risks.

• 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.
[If applicable] 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.  You should discuss these with the study doctor. 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 more tolerable. Many side effects go away shortly after the study intervention is stopped, but in some cases side effects can be serious, long-lasting, permanent, or may even cause death.

[If applicable] If you experience serious side effects that require treatment between regular clinic/hospital visits, it is important that you make every effort to return to the clinic/hospital where {insert name of product/agent/device} was given. Because {insert name of product/agent/device} is experimental and is only used in clinics/hospitals involved in research studies, any serious side effects may be best treated by these clinics/hospitals. If you need immediate treatment and are unable to return to the clinic/hospital, the study doctor should be contacted as soon as possible.

Describe all reasonably foreseeable risks, harms or discomforts. When detailing information about side effects, categorize risk by frequency.
Very likely (21% -100%):

•


Less likely (5 – 20%):

•


Rarely (1 – 4%):

•

Reproductive Risks
Guidance: If the agent(s) used in the study present a real or potential risk of fetal or reproductive harm, this must be described.  Generic wording for unknown risk is included below.  If the study includes participants of a single gender, ensure this is reflected in the consent form. Please add this section if applicable.
It is not known if the drugs used in this study affect an unborn baby (fetus) or sperm. You should not become pregnant or father a child while in this study. Men and women who agree to take part in the study must use two forms of effective method of birth control including one barrier method, e.g. condom. The study doctor will tell you which birth control methods are acceptable. 

Participants should discuss these risks with sexual partners of the opposite sex.

If you do get pregnant or father a child {specify period e.g., while taking study drug}, you should immediately tell the study doctor. [If applicable] The study doctor will ask if you/your partner are willing to provide information about the pregnancy as part of this study.  If your partner becomes pregnant, she will be given a separate consent document to sign to give permission for the collection of this information.   You or your partner may choose not to give consent for the collection of this information or may withdraw consent at any time without giving a reason. This will not impact your participation on the study and will not result in any penalty or affect your or your partner’s current or future health care.

[If applicable] If you nurse (breastfeed) a child {specify period e.g., while taking [insert name of product/ agent/ device] and for [identify post-intervention period] after the last dose}, you should immediately notify the study doctor. The study doctor will ask if you are willing to provide information about this as part of the study.  You will be given a separate document to sign to give permission for the collection of this information, if this should happen.
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?
Guidance: Avoid overstating the benefits. When there is no intended medical benefit or personal benefit to the subject, the subject should be made aware of this.  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.

[If applicable] You will not benefit from the placebo used in this study
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.

Guidance: If you will continue to collect data after the point of withdrawal, please make this clear and provide a reason. For anonymous studies, please add “If you choose to withdraw from the research study, any data collected from you cannot be withdrawn”. 

For studies collecting tissues or samples, please also include withdrawal of samples, who to contact to do so, and disposal of leftover samples. For example: “If tests have already been done on your sample(s) it will not be possible to withdraw those results. However, no further testing will be done.”
[If 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.
CAN PARTICIPATION IN THE STUDY END EARLY?

[If applicable] The sponsor may decide to end the study at any time and for any reason.

The investigator(s) may decide to remove you from this study without your consent for any of the following reasons:  [List reasons in point form.  See below for some examples.]
· The investigator(s) decide(s) that continuing in this study would be harmful to you.
· You plan to become pregnant, plan to discontinue acceptable birth control, or become pregnant.

· You are unable or unwilling to follow the study procedures.

· [Include stopping rules i.e. when there is evidence that the study should be stopped due to safety reasons or lack of treatment effect (when the treatment is not working well).

If you are removed from this study, the investigator(s) will discuss the reasons with you {and plans will be made for your continued care outside of the study}.
ALTERNATIVES TO BEING IN THE STUDY

	Guidance: For non-clinical studies this section may not be necessary.  Include a disclosure of appropriate procedures or courses of treatment that may be an alternative or standard of care alternative. If the subject can receive the same medications or study intervention without participating in research this must be stated. Address palliative care or non-treatment as alternatives, where applicable.


You do not have to join this study to receive treatment for your condition.

· The following are approved medications/interventions for your condition:

· medication 2
· medication 3
· There are also other research studies looking at other treatments for your condition.

· You may choose not to have any treatment for your condition.

Your doctor will discuss any of these options with you.
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, collecting ‘race/ethnicity’] Studies involving humans sometimes collect information on race and ethnicity as well as other characteristics of individuals because these characteristics may influence how people respond to different interventions. Providing information on your race or ethnic origin is {voluntary/required}.
[if applicable – samples sent outside of Canada] Any information {and/or samples}, sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries dealing with protection of information may not be as strict as in Canada. However, all study data {and/or samples}, that are transferred outside of Canada will be coded (this means it will not contain your personal identifying information such as your name, address, medical health number or contact information). Any information will be transferred in compliance with all relevant Canadian privacy laws. By signing this consent form, you are consenting to the disclosure of your coded information to organizations located outside of Canada.
[if applicable – if FDA regulated] Because this study also falls under U.S. regulations, in the event of an investigation of the study, the US Food and Drug Administration (US FDA) may need to copy and take away records that contain your personal information.  If possible, the study doctor will inform you and confirm your consent at that time. By signing this consent form you are agreeing to this release of information.  You should be aware that privacy protections may differ in other countries.
[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}. Their interests should not influence your decision to participate in this study. You should not feel pressured to join this study.
[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 IF I AM HARMED IN THE STUDY?

If you become ill, injured or harmed as a result of taking part in this study, you will receive care. The reasonable costs of such care will be covered for any injury, illness or harm that is directly a result of being in this study. In no way does signing this consent form waive your legal rights nor does it relieve the investigators, sponsors or involved institutions from their legal and professional responsibilities. You do not give up any of your legal rights by signing this consent form.
EXPENSES ASSOCIATED WITH PARTICIPATING IN THE STUDY

	Guidance: Include whether participants will incur any expenses as a result of their participation in the study. Include any remuneration, gifts in-kind, vouchers, etc. to subjects and how reimbursement will be pro-rated if subjects withdraw early from study.


You will not have to pay for any of the procedures {or study drug/intervention} involved with this study. You {will be reimbursed/will not be reimbursed “$X”} for {transportation, meals, time, inconvenience, etc.}. [if applicable] You will need to provide your receipts for insert expense types e.g., parking to the research staff in order to be reimbursed.

[OR if applicable] Participation in this study will not involve any additional costs to you or your private healthcare insurance.

[If applicable] You may not be able to receive the study intervention after your participation in the study is completed. There are several possible reasons for this, some of which are: 

· The intervention may not turn out to be effective or safe.

· The intervention may not be approved for use in Canada.

· Your caregivers may not feel it is the best option for you.

· You may decide it is too expensive and insurance coverage may not be available.

· The intervention, even if approved in Canada, may not be available free of charge. 

The study doctor will talk to you about your options.

[If applicable] After the study is completed, if the study doctor feels that you are benefiting from the experimental intervention, you will continue to be provided with insert name(s) of product/agent/device.

Taking part in this study may result in added costs to you.  For example:

· insert name(s) of product/agent/device/intervention used in this study may not be covered by provincial insurance. You can speak with the study team about added costs.  Everything possible will be done to help you access reimbursement from your insurance company or other third party payer.

· There may be extra costs that are not covered by your medical plan.  Examples of these extra costs could be medications or treatments (such as physiotherapy) to treat side effects that you may experience.  If you have private health care insurance, the insurer may not pay for these added costs.

· There may be costs associated with hospital visits.  For example, parking or transportation, or snacks/meals during your stay.

· You may miss work as a result of participation in this study.

[if applicable] It is possible that the research conducted using your samples and/or study data may eventually lead to the development of new diagnostic tests, new drugs or devices, or other commercial products. There are no plans to provide payment to you if this happens.
OPTIONAL RESEARCH

The Researchers doing this study are interested in doing additional optional research. You will be given an additional optional study consent form to read and sign if you wish to give permission for this. You may decide not to participate in the optional research and still participate in this main study.
ONLINE INFORMATION ABOUT THE STUDY

[if applicable, for U.S. regulated trials] 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
A description of this clinical trial 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.

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. 
QUESTIONS ABOUT THE STUDY
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 study has been explained to me and any questions I had have been answered.

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

· 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 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]
	


	



	 FORMCHECKBOX 
 I agree to be informed of any incidental findings learned as a result of my {type of sample} being tested

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

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

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


______________________     
  _________________________       _____________________
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?   No
 Yes

  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

Relationship to Participant



Language 
[if applicable] CONSENT TO BE CONTACTED FOR FUTURE STUDIES
We would also like to ask that you consider providing consent to be contacted about future research studies. The information that you should consider before agreeing to this is outlined below.

I have been told about the possibility of being contacted for future studies. I understand that my participation in these future studies is voluntary and my refusal to participate will not affect my participation in the main study.

I understand that if I consent to be contacted for future studies, my contact information including my name, phone number, address and hospital number will be stored securely by the study staff for this purpose. No information will be collected about me without my consent. Only [Principal Investigator] research team will be contacting you. You may be contacted for studies that relate to this study’s subject area. You will only be contacted over the next 10 years by telephone, mail, or email (provided you have provided us email consent).

You are not obligated to participate in any research studies that you are contacted about. If you no longer want to be contacted about future research studies, please contact the study coordinator at [add contact information of current research study here].

By signing this section of the form I am not consenting to have additional measurements taken, but are consenting to be contacted later on. If you are called for a future research study, you will still have the opportunity to decline at that time, and if you decide you are interested, you will be asked to sign a separate consent form for each individual study.

Statement of Consent – Future Contact for Research Purposes

I have read the above information, and I agree to be contacted for future research as described above.

____________________________        ____________________________        _____________________
Name of participant/Substitute      

Signature


          

Date

decision-maker (print)        
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