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INSTRUCTIONAL NOTES FOR INFORMED CONSENT FORM TEMPLATE

(These notes are instructional and should not be included in the informed consent form given to the prospective research participant.)

· This informed consent form (ICF) template is intended for use by investigators, study coordinators, or informed consent form authors when drafting ICFs.  It has been designed to meet current regulatory and ethical standards, while using language approved by the St. John’s Rehab Research Ethics Board (REB).  
· Please read these guidelines carefully before submitting your application to the Research Ethics Office.  The St. John’s Rehab REB requests that all ICFs follow the prescribed structure and format as set out in this template to facilitate REB review.  
· All ICFs submitted to the St. John’s Rehab REB must adhere to the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS).  All ICFs for clinical trials that have been submitted to Health Canada or the Food and Drug Administration (FDA) 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 Informed Consent Form Checklist be used concurrently.  The checklist outlines the content within each section heading of this template and whether or not the content is a requirement of the St. John’s Rehab REB, TCPS or GCP.  The wording in the ICF Checklist is directly from the guidance documents (TCPS or GCP) and does not reflect acceptable language for use in ICFs submitted to the St. John’s Rehab REB.  Please refer to this ICF Template for suggested language approved by the St. John’s Rehab REB.
· All ICFs must contain all of the section headings in this template that are in BOLDED BLACK TEXT.  Headings in BOLDED RED TEXT may be omitted if they are not relevant to the specific protocol.  The section headings should also follow the order suggested in this template.
· [Instructions], << examples >> and << suggested text >> for use in the ICF are in red.  All red text should be edited appropriately for the specific protocol.  After all edits have been completed, convert the text to black.
· [Instructions] can be deleted after the required information has been inserted.
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· Examples >> and << suggested text >> require editing.  
· This may include selecting one of many options by converting the text to black


  (i.e. objectives/rationale for clinical trials), 
· deleting extra options, 

· filling in the missing information usually noted by (brackets) (i.e. condition) or underlined text (i.e. DRUG/including trade name), or 

· editing existing << suggested text >>.
Informed Consent Form DON’TS

· Do not include the inclusion and exclusion criteria

· Do not include the participant’s unique study identifier

· Do not request the participant to initial every page

· Do not include Sponsor logos

· Do not state that the St. John’s Rehab Research Ethics Board has approved the study since this may appear to offer a guarantee of safety.  In fact, approval means only that the REB considers the risks to fall within a scale of risks which a reasonable participant may be invited to accept, and that the risk-to-benefit ratio of the study appears favourable.
For queries related to the Informed Consent Form Template or Checklist, please contact Mrs. Marisa Medeiros, St. John’s Rehab Research Ethics Board coordinator,at telephone: (416) 226 - 66780, ext. 7274, or mmedeiros@stjohnsrehab.com
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INFORMED CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Full Study Title: << same as the Protocol and REB application >>
Principal Investigator: << name, department>>

Sponsor: This study is being funded by << Funding Body(ies) >>

______________________________________________________________________

INFORMED CONSENT

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 take as much time as you wish to decide whether or not to participate.  [If time permits] << Feel free to discuss it with your friends and family, or your family doctor. >> Please ask the study staff or one of the investigator(s) to clarify anything you do not understand or would like to know more about. Make sure all your questions are answered to your satisfaction before deciding whether to participate in this research study.

INTRODUCTION
You are being asked to consider participating in this study because you << have condition X / are about to undergo Y procedure OR are a healthy individual >>.

[Explain in layman’s terms the background for the study, the study drug/procedure or test, and why it might help.]
WHAT IS THE USUAL TREATMENT? 

[Describe current standard of care for the condition.]  [If applicable, include] << You may/will not [select one] receive the usual treatment for (condition) if you decide to participate in this study. >> 
WHY IS THIS STUDY BEING DONE?
The purpose of this study is to << enter objectives/rationale >>. [For clinical trials, 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). >> OR
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<< find the highest dose of a new drug {DRUG (including trade name) / INTERVENTION} that can be given without causing severe 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. >>
For all Division 5 CTA trials:

<< Health Canada has not approved DRUG (including trade name) for sale or use for (condition), although they have deemed acceptable its use in this research study. >> OR
<< Health Canada has approved DRUG (including trade name) for sale or use for (condition), although they have not approved its use for (condition).  Health Canada has deemed acceptable the use of DRUG (including trade name) in this research study. >>
WHAT WILL HAPPEN DURING THIS STUDY?

[Describe treatment by study group, and probability of assignment to each study group.  See suggestions below.  If these suggestions are not applicable, provide a detailed description appropriate to the specific protocol.]
Blinded, Randomised Studies:

<< Participants in this study will be randomly (by chance) placed in one of (total number of study groups) study groups.  Neither you, the study staff nor the investigator(s) can influence or will know which group you are in.  However, in case of an emergency the study treatment can be identified.  You will have a (%) chance of being placed in any/either [select one] group. >>
Placebo, Blinded, Randomised Studies:

<< This is a placebo-controlled study.  A placebo is a pill that looks like the study drug but does not have any active or medicinal ingredients.  The placebo in this study will be the same shape, size and colour of DRUG (including trade name), but is not expected to have any effect on your (condition).  A placebo is used to eliminate bias in the study, making the results of the study more reliable.  Participants in this study 
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will be randomly (by chance) placed in one of the two study groups (DRUG (including trade name) or placebo).  Neither you, the study staff nor the investigator(s) can influence or will know which group you are in.  However, in case of an emergency the study treatment can be identified. You will have a (%) chance of getting placebo during the entire study
Open Label, Randomised Studies:

<< Participants in this study will be randomly (by chance) placed in one of (total number of study groups) study groups.  Neither you, the study staff nor the investigator(s) can influence which group you are in.  You will have a (%) chance of being placed in any /either [select one] group.  You and the study staff will know which group you are in. >>
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
It is anticipated that about << # of participants >> people will participate in this study at about << # of centres >> centres throughout <<region >>.  About << # of St. John’s Rehab participants >> people will participate in this study at St. John’s Rehab.  The length of this study for participants is << duration of time for participants in weeks, months or years >>.  The entire study is expected to take about << total length of study in months or years >> to complete.  
WHAT ARE THE RESPONSIBILITIES OF STUDY PARTICIPANTS?
If you decide to participate in this study you will be asked to do the following:

[Describe the procedures/responsibilities chronologically using simple language, and point form/short sentences.  The more invasive the procedures, the more detail should be provided.  Clearly explain if there are parts of the research study which a participant can choose not to participate in.]
      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 >>
· The total time commitment for participation

· The total number or frequency of visits 
· The location of visits

· The length of time for each visit

· What will happen at each visit, including the specifics of any procedures, tests, questionnaires, and interviews.  If a questionnaire is to be completed, provide a description of the questionnaire, how long it will take to complete and that the participants have a choice of not answering any questions. 
· What is being done as part of the research study versus what is being done as part of standard care
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· 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

· Any follow-up contacts by telephone or mail and what is involved and how long each will take
· The possibility for commercialization of research findings and what the subject may expect in way of compensation, if none state so

      Details about the mandatory collection of specimens or human tissue:

· What the sample(s) are to be used for (i.e. current study or banking)

· Where and how the samples will be stored

· Whether the participant will receive the results of the testing

· Whether the sample(s) will be linked to the participant

· How long they will be stored

· How they will be disposed of

WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY? 
You may experience side effects from participating in this study.  Some side effects are known and are listed below, but there may be other side effects that are not expected.  If you decide to take part in this study, you should contact << study staff name, department, contact information >> about any side effects or study-related injuries that you experience.  [The contact information provided here must not be a telephone number that defaults to an answering machine after regular business hours when the following conditions apply: the study involves more than minimal risk and there is the potential for participants to experience adverse experiences after regular business hours OR the study requires an emergency contact number.]
[Enter potential risks/harms from Investigator’s Brochure or Product Monograph including incidence, severity, and long term impact preferably in table format. See table below.]
	Side Effect
	Frequency
	Severity
	Long Term Impact

	
	Expected

(30-100%)
	Likely

(10-30%)
	Less Likely

(1-10%)
	Rare

(0-1%)
	Mild
	Moderate
	Severe
	Temporary
	Permanent

	XXXX
	
	X
	
	
	
	X
	
	X
	

	YYYY
	X
	
	
	
	
	
	X
	X
	


[Any serious side effects or risks such as stroke, heart attack or death should be listed in a separate paragraph/highlighted and not buried in the table/text.]
[Describe briefly additional discomforts associated with common tests such as blood draws, xrays, etc… if these tests are not a part of the participants’ normal clinical care.]  
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<<There is a possibility of pain, bruising, swelling or infection related to giving blood.  These discomforts are minimal and brief. >>
[Studies that present real and potential risks of fetal or reproductive harm should have a description of this risk.  If reproductive risk exists, participants should be advised not to become pregnant (or father a baby) while in this study.]
<< The effects of DRUG (including trade name) / INTERVENTION on unborn babies are unknown. You should not take part in this study if you are pregnant or planning pregnancy.  If you are a woman who may become pregnant, it is important that you practice an acceptable method of birth control to prevent pregnancy.  Clinically acceptable methods include not having any sexual intercourse, birth control pills, and using barrier methods such as condoms, vaginal diaphragm with spermicidal jelly, or sponge. >>

<< The medicine a mother takes while breast-feeding can also pass into a nursing child through the breast milk.  In this case, there is a possibility of causing harmful side effects to the child.  The safety of DRUG (including trade name) / INTERVENTION during breast-feeding is not known.  For this reason, women who are breast-feeding cannot take part in this study. >>
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?
You may or may not benefit directly from participating in this study.  However, possible benefits include << describe possible benefits >>.  [If placebo-controlled study you cannot promise ANY benefit from test article.]  Your participation may or may not help other people with << condition >> in the future.  [If there is likely to be no medical benefit to participation, then state] << There are no medical benefits to you from taking part in this study. >>
CAN PARTICIPATION IN THIS STUDY END EARLY?
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, become pregnant, think you may become pregnant, or plan to discontinue acceptable birth control.

· You are unable or unwilling to follow the study procedures.
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.
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You can also choose to end your participation at any time.  If you withdraw voluntarily from the study or  at the request of your family doctor, you are encouraged to contact << name, department and contact information >> immediately.  You may be asked questions about your experience with the study drug, and to cooperate in having whatever laboratory tests and physical examinations considered necessary to safely stop your study involvement.  
WHAT ARE THE COSTS OF PARTICIPATING IN THIS STUDY?
<< Participating in this study may result in added costs to you for [Enter additional expected costs for parking, transportation, lunch, etc…].  Although you will not have to pay for any study medications you take while participating in this study, you may need to pay for medications to treat the side effects that you may experience as a result of participating in this study. Your private health care insurer may not pay for all of these added costs. >> OR
<< Participation in this study will not involve any additional costs to you or your private health care insurer. >>
ARE STUDY PARTICIPANTS PAID TO PARTICIPATE IN THIS STUDY? 

You will not be paid to participate in this study.  << If you decide to participate in this study, you will be reimbursed $ [enter dollar amount] for some study related expenses such as [enter expenses such as parking, taxi, lunch].  You will receive payment [enter interval such as monthly, every six months, at each visit, etc…] throughout the study.  If you decide to leave the study, you will receive a prorated payment for participating in the study. >>
WHAT OTHER CHOICES ARE THERE? 

If you decide not to participate in this study, other treatment choices may be available.  These may include: [Enter alternatives, including the option of doing nothing, and their important potential benefits and risks.]  [If time permits] << You can further discuss these treatment options with your family doctor before deciding whether to participate in this study. >>
DOES(DO) THE INVESTIGATOR(S) HAVE ANY CONFLICTS OF INTEREST? 

[Describe any conflict of interest that exists or may appear to exist as it relates to any of the investigators and this study.  A conflict of interest exists if there is a potential benefit to the investigator(s) beyond the professional benefit from academic achievement or presentation of the results.  See example below.]
<< Primary Investigator >> is receiving financial payment from << Sponsor/Funding Body(ies) >> to cover the costs of this study [If applicable] << and for providing advice 
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on the design of the study >>. You may request any details about this payment from << Primary Investigator, department and contact information >>.
COMMUNICATION WITH YOUR FAMILY DOCTOR

[If applicable] << For the purposes of this research study we are required to inform your family doctor of your participation in this study. >>
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WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?

All participants in a research study have the following rights:

1. You have the right to have this form and all information concerning this study explained to you and if you wish translated into your preferred language. 

2. Participating in this study is your choice (voluntary). You have the right to refuse to participate, or to stop participating in this study at any time without having to provide a reason.  If you choose to withdraw, it will not have any effect on your future medical treatment or health care.  Should you choose to withdraw from the study you are encouraged to contact << name, department and contact information >> immediately.
3. You have the right to receive all significant 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. If you have any questions about this study you may contact the person in charge of this study (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 call Dr. Manuel Gomez, Chair of the St. John’s Rehab Research Ethics Board at (416) 226-6780 ext. 7103. 
4. By signing this consent form, you do not give up any of your legal rights. 

5. You have the right to receive a copy of this signed and dated informed consent package before participating in this study. 

6. You have the right to be told about any new information that might reasonably affect your willingness to continue to participate in this study as soon as the information becomes available to the study staff.  This may include new information about the risks and benefits of being a participant in this study. 

7. If you become sick or injured as a direct result of your participation in this study, your medical care will be provided. 
8. Any of your personal information (information about you and your health that identifies you as an individual) collected or obtained, whether you choose to participate or not, will be kept confidential and protected to the fullest extent of the law.  All personal information collected will be kept in a secure location.  The study staff, the St. John’s Rehab Research Ethics Board, << the Sponsor(s), the monitor(s), and the regulatory authority(ies) (Health Canada and/or FDA) >> will have access to your personal information for purposes associated with the study, but will only be allowed to access your records under the supervision of the Principal Investigator and will be obligated to protect your privacy and not disclose your personal information.  None of your personal information will be given to anyone without your permission unless required by law.  When the results of this study are published, your identity will not be disclosed.  The data for this study will be retained for << # of years >> years.
9. If, as a result of your participation in this study, any new clinically important medical information about your health is obtained, you will be given the opportunity to decide whether you wish to be made aware of that information.  
10. You have the right to access, review and request changes to your personal information (i.e. address, date of birth).
11. You have the right to be informed of the results of this study once the entire study is complete.
DOCUMENTATION OF INFORMED CONSENT
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Full Study Title: << same as the Protocol and REB application >>

Name of Participant:  ________________________________________
Participant/Substitute decision-maker

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 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

· I have agreed to participate in this study or agree to allow the person I am responsible for to participate in this study

· << I understand that my family doctor will be informed of my participation in this research study>>
· This informed consent document may be placed in my medical records

____________________________        ____________________________        _____________________
Name of participant/Substitute      
Signature


          Date

decision-maker (print)        


 

Person obtaining consent

By signing this form, I confirm that:

· I have explained this study and its purpose to the participant named above

· I have answered all questions asked by the participant

· I will give a copy of this signed and dated document to the participant

____________________________        ____________________________        _____________________  

Name of Person obtaining            
Signature  
                                    Date

consent (print)

Statement of Investigator

I acknowledge my responsibility for the care and well being of the above participant, to respect the rights and wishes of the participant as described in this informed consent document, and to conduct this study according to all applicable laws, regulations and guidelines relating to the ethical and legal conduct of research.
____________________________        ____________________________        _____________________ 

Name of Investigator (print)       
            Signature  

                       Date
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ASSISTANCE DECLARATION □ (check here if not applicable)
The participant/substitute decision-maker was assisted during the consent process as follows:
· 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 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.

____________________________        ____________________________        _____________________  

Name of Person Assisting (Print)           Signature  

                       Date
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