Insert full title of study in header of each page of consent starting with page 2 


PARTICIPANT INFORMATION AND CONSENT FORMPRIVATE 

Part IIb: Non-clinical Trial Template
INSTRUCTIONS FOR USE OF THIS TEMPLATE:


Model text is in bold.

Instructions are in [italics].

“_______” Indicates that the investigator should fill in the appropriate information.

Full protocol title is to appear on each page as either a header or footer.

Page number and total number of pages to appear on each page (i.e. 1 of 5 pages) as part of the header or footer.

A space should be available for the participant’s initials on the header or footer of each page (e.g. “Participant Initials: ___”).

Use official letterhead of the local investigator for the first page of the Participant Information and Consent Form (photocopy is acceptable).

Use at least a size 12 font in all parts of the text.

All sections of The Participant Information and Consent Form, except for the Statement of Consent, should be written in the 3rd or 2nd person perspective.  The Statement of Consent should be written in the 1st person perspective.

All sections outlined as headings should appear in the consent.   For studies with minimal risk to participants, some flexibility will be allowed.

Each page of the Participant Information and Consent Form must have a version date.  If the Participant Information and Consent Form is amended, the version date should be updated as well and the new version must be submitted to The Research Ethics Board for approval prior to use.

If, for a particular project, it is necessary to significantly deviate from this template, please provide the justification for doing so in your covering letter to the Research Ethics Board.

Remove the University of Manitoba Bannatyne Campus Research Ethics Board text and template version date from footer prior to sending to the REB.



RESEARCH PARTICIPANT INFORMATION AND CONSENT FORM

(First page must be on official letterhead of local Principal Investigator)

Title of Study: “_______”. (Must be consistent with protocol).
Principal Investigator: “Name, address and phone number ”
Co-Investigator: “Name, address and phone number ”
Sponsor:
Name  
You are being asked to participate in a research study.  Please take your time to review this consent form and discuss any questions you may have with the study staff. You may take your time to make your decision about participating in this study and you may discuss it with your friends, family or (if applicable) your doctor before you make your decision. This consent form may contain words that you do not understand. Please ask the study staff to explain any words or information that you do not clearly understand.
PRIVATE 
Purpose of Studytc  \l 1 "Purpose of Study"

This research study is being conducted to study 
(describe the study purpose and objectives. 

A total of 

 participants will participate in this study
PRIVATE 
Study procedurestc  \l 2 "Study procedures"

[Describe the study procedures in detail].


[For randomized studies:]

In this study, you will be “randomized” into one of [insert #] study groups described below. “Randomized” means that you are put into a group by chance, like flipping a coin. You will have an equal, one in three, etc  chance of being placed in any group. [Describe the study groups and how the participant will be randomly placed into a group]

[For non-randomized studies: describe the study group(s) and how the participant will be placed into a group]


If you take part in this study, you will have the following procedures:

[List the visit schedule, the required procedures, questionnaires (provide examples of the questions or the nature of the questions to be asked) tests etc. and their frequency. Include any screening procedures required for the study such as chart reviews, use of any previous laboratory or test results, etc. For randomized studies, list the study groups and under each describe categories of procedures. Include whether a participant will be at home, in the hospital, or in another setting. If objectives include a comparison of interventions, list all procedures, even those considered standard. Where blood or body fluids are required, state amount(in teaspoons) and frequency. If blood or body fluids are to be stored for future analysis please indicate length and location of storage. A separate ICF may be required.

 [Provide simplified schema and/or calendar of visits and procedures to be carried out for each visit. Estimate of the amount of time required for each visit.]

Participation in the study will be for days/weeks/months/until a specific event.

[Where appropriate, state that the study will involve long-term follow-up.] 

The researcher may decide to take you off this study if __________________.

[List circumstances, such as funding is stopped, etc.]

You can stop participating at any time. However, if you decide to stop participating in the study, we encourage you to talk to the study staff first.

[Describe any serious consequences of sudden withdrawal from the study.]

[State how/when/whether individual or aggregate results will be provided to the participants].

PRIVATE 
Risks and Discomfortstc  \l 2 "Risks and Discomforts"

[List by regimen the physical and nonphysical risks of participating in the study in percentages and numbers whenever possible. Nonphysical risks may include such things as the inability to work, potential anxiety related to the sensitive nature of the questions, etc.  List the known human experiences related to the treatment and procedures involved, including bruising or discomfort from blood draws.]


[For clinical studies:]

Your condition may not improve or may worsen while participating in this study.

PRIVATE 
Benefitstc  \l 3 "Benefits"

There may or may not be direct benefit to you from participating in this study. We hope the information learned from this study will benefit other people with name of condition or what is being studied in the future.
PRIVATE 
Costs

tc  \l 2 "Costs

"

PRIVATE 
All the procedures, which will be performed as part of this study, are provided at no cost to you. tc  \l 2 "All the procedures, which will be performed as part of this study, are provided at no cost to you. "
PRIVATE 
ORtc  \l 5 "OR"

[Provide a list of all expenses the participant will incur as a result of participation in this study as related to equipment, tests, services etc..]


[If applicable:]

The study doctor (and/or institution) is (/are) receiving professional fees and financial support to conduct this study. 
PRIVATE 
Payment for participationtc  \l 2 "Payment for participation"

You will be given 

 per completed study visit to a maximum of 

 upon termination of your participation in this research study.

[Describe any method of payment or reimbursement for participation here.  If the payment is pro-rated, describe this here.]
PRIVATE 
ORtc  \l 4 "OR"

You will receive no payment or reimbursement for any expenses related to taking part in this study.

PRIVATE 


tc  \l 2 ""
PRIVATE 
Alternativestc  \l 2 "Alternatives"

[This section may not be applicable for studies that are not treatment related].


Instead of being in this study, you may request the standard care for name of disease or what is being studied. [List alternatives including commonly used therapy]

You do not have to participate in this study to receive treatment for your condition.  Please talk to your regular doctor (or therapist) about all your treatment options.
PRIVATE 
Confidentialitytc  \l 2 "Confidentiality"

Information gathered in this research study may be published or presented in public forums, however your name and other identifying information will not be used or revealed.  Despite efforts to keep your personal information confidential, absolute confidentiality cannot be guaranteed. Your personal information may be disclosed if required by law.

[In the above paragraph specify how the individual's information will be de-identified. E.g. All study related documents will bear only your assigned study number and/or initials.]


[For studies involving focus group discussion: Remind participants that everything they say in the focus group is to be held in confidence and not to be repeated out of the focus group.]


[List any test results that may be obtained as a direct result of participation in research and where the results would be reported, especially in regard to HIV, hepatitis, tuberculosis, etc]. 


[If applicable:]

Medical records that contain your identity will be treated as confidential in accordance with the Personal Health Information Act of Manitoba.  


Organizations that may inspect and/or copy your research/(if applicable add medical) records for quality assurance and data analysis include groups such as:

[Depending on the study, agencies such as the Health Protection Branch, National Cancer Institute, representatives of the study sponsor etc. may need to be listed.   Specify who will be accessing records containing personal health information and which records (i.e. medical records, if so, at which site; research study records, physician’s office records, etc.) so that the individuals participating in the research are informed as to who will be accessing any of their personal health information].


[If applicable:] Indicate what data will be entered into the computer and transmitted electronically.  Specify the agencies that will receive this electronic data and how the identifying information will be kept confidential.


The University of Manitoba Health Research Ethics Board may review records related to the study for quality assurance purposes.  

All records will be kept in a locked secure area and only those persons identified will have access to these records.  If any of your medical/research records need to be copied to any of the above, your name and all identifying information will be removed.  No information revealing any personal information such as your name, address or telephone number will leave (name of institution).
PRIVATE 
Voluntary Participation/Withdrawal from the Studytc  \l 2 "Voluntary Participation/Withdrawal from the Study"

Your decision to take part in this study is voluntary. You may refuse to participate or you may withdraw from the study at any time. Your decision not to participate or to withdraw from the study will not affect your care at this centre. If the study staff feel that it is in your best interest to withdraw you from the study, they will remove you without your consent.


We will tell you about any new information that may affect your health, welfare, or willingness to stay in this study.


[For studies where students or employees are potential research participants they should be informed that their performance evaluation will not be affected by their decision not to participant.]
Medical Care for Injury Related to the Study

[If applicable:]

In the case of injury or illness resulting from this study, necessary medical treatment will be available at no additional cost to you.  [Describe the costs that are covered by the Sponsor and explain whether the Sponsor will compensate the participant in the event of an adverse event. This information is generally provided to the Investigator as part of the indemnity section of the Investigator Agreement.  Ensure that this reflects the policy of the Sponsor] 


Sample text:


If you suffer any injury resulting directly from the study drug provided by 
name of Sponsor
, 
name of Sponsor
 will provide reimbursement for the costs of medical treatment.  If you should become physically injured as a result of any research activity, the study doctor will provide any necessary treatment, at no charge, to help you promptly recover from the injury. 

Or:


PRIVATE 
You are not waiving any of your legal rights by signing this consent form nor releasing the investigator(s) or the sponsor(s) from their legal and professional responsibilities.tc  \l 3 "You are not waiving any of your legal rights by signing this consent form nor releasing the investigator(s) or the sponsor(s) from their legal and professional responsibilities."
PRIVATE 


tc  \l 3 ""
PRIVATE 
Questions tc  \l 3 "Questions "

You are free to ask any questions that you may have about your treatment and your rights as a research participant. If any questions come up during or after the study or if you have a research-related injury, contact the study doctor and the study staff: names at phone numbers and/or pager numbers.


For questions about your rights as a research participant, you may contact The University of Manitoba, Bannatyne Campus Research Ethics Board Office at (204) 789-3389 


Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

PRIVATE 
Statement of Consenttc  \l 2 "Statement of Consent"

I have read this consent form. I have had the opportunity to discuss this research study with name of Investigator and or his/her study staff. I have had my questions answered by them in language I understand. The risks and benefits have been explained to me. I believe that I have not been unduly influenced by any study team member to participate in the research study by any statements or implied statements. Any relationship (such as employer, supervisor or family member) I may have with the study team has not affected my decision to participate. I understand that I will be given a copy of this consent form after signing it. I understand that my participation in this study is voluntary and that I may choose to withdraw at any time. I freely agree to participate in this research study.  


I understand that information regarding my personal identity will be kept confidential, but that confidentiality is not guaranteed. I authorize the inspection of any of my records that relate to this study by The University of Manitoba Research Ethics Board, [include any additional agencies that may have access to the participant’s medical or other records] for quality assurance purposes.

By signing this consent form, I have not waived any of the legal rights that I have as a participant in a research study.

PRIVATE 
[Optional] I agree to be contacted for future follow-up in relation to this study, tc  \l 5 "[Optional] I agree to be contacted for future follow-up in relation to this study, "

PRIVATE 
Yes _   No _tc  \l 5 "Yes _   No _"

PRIVATE 
Participant signature_________________________
Date ___________________tc  \l 5 "Participant signature_________________________
Date ___________________"



(day/month/year)

Participant printed name: ____________________________


PRIVATE 


tc  \l 5 ""

[For studies with children, consent should be obtained from the parent or legal guardian and assent should be obtained from the child as follows:]

Parent/legal guardian’s signature______________________Date _______________





     (day/month/year)


Parent/legal guardian’s printed name: ______________________

Child’s signature _________________________
Date ___________________




(day/month/year)


Child’s printed name: ____________________________

[For studies involving persons who are incapable of giving consent, consent should be obtained from their legal guardian as follows:]


Legal guardian’s signature______________________Date ______________


    (day/month/year)


Legal guardian’s printed name: ____________________

[If applicable, for example when third party signatures are required, the following should be added:]


I, the undersigned, attest that the information in the Participant Information and Consent Form was accurately explained to and apparently understood by the participant or the participant’s legally acceptable representative and that consent to participate in this study was freely given by the participant or the participant’s legally acceptable representative.

Witness signature___________________________
Date ___________________




(day/month/year)

Witness printed name: ____________________________


I, the undersigned, have fully explained the relevant details of this research study to the participant named above and believe that the participant has understood and has knowingly given their consent


Printed Name: _________________________
Date ___________________




(day/month/year)

Signature: ____________________________




“Role in the study: ____________________________[This must be done by an authorized/qualified member of the research team i.e. investigator, study nurse, etc.]”.

[If applicable: For studies where there may be potential enrollment of staff/students of the institution or family members of the research team]


Relationship (if any) to study team members:______________________
REVISIONS TO 15/03/01 VERSION:


20/01/03: The instructions were modified to indicate that only a version date in the footer or header of the consent is acceptable.


20/01/03: The following text was added to the instruction page:


Remove the University of Manitoba Bannatyne Campus Research Ethics Board text and template version date of 20/01/03 from the footer prior to sending to the REB.


20/01/03: Instructions indicating the first page must be on the official letterhead of local Principal Investigator were provided.


20/01/03: A place for the Sponsor’s name was added to the first page of the consent.  

20/01/03: In the study procedures section, paragraph 2, the following text was added: ([(provide examples of the questions or the nature of the questions to be asked, etc) and Include any screening procedures required such as chart review, use of previous laboratory or test result, etc(.. If blood is to be stored for future analysis indicate the length and location of storage.]

20/01/03: In the Risks and Discomforts section, paragraph 2, the existing text was modified slightly and the following added:


“Nonphysical risks may include such things as the inability to work, potential anxiety related to the sensitive nature of the questions etc.” 


20/01/03: The following statement was added the Cost section on page 3.


  “The study doctor and /or institution is/are receiving professional fees and financial support to conduct this study.”


20/01/03: The following text was added to the first paragraph of the confidentiality section: [In the above paragraph specify how the individual's information will be de-identified. E.g. All study related documents will bear only your assigned study number and/or initials.] 


20/01/03: In the confidentiality section, paragraph 4, the existing text was modified slightly and the following text added:  “Organizations that my inspect and/or copy your research/(if applicable add medical) records for quality assurance and data analysis included groups such as:


20/01/03: The following three paragraphs were added to the Confidentiality section:


 [For studies involving focus group discussion: Remind participants that everything they say in the focus group is to be held in confidence and not to be repeated outside the focus group]


[If applicable:]  Indicate what data will be entered into the computer and transmitted electronically.  Specify the agencies that will receive this electronic data and how the identifying information will be kept confidential


“All records will be kept in a locked secure area and only those persons identified will have access to these records.  If any of your medical/research records need to be copied to any of the above, your name and identifying information will be removed.  No information revealing any personal information such as your name, address or telephone number will leave the (name of institution).”


20/01/03: In the Voluntary withdrawal section the following text was added if applicable:  “[In the studies where students or employees are potential research subjects, they should be told that their performance evaluation will not be affected by their decision not to participate].”

20/01/03: The following statements were added to Statement of Consent section:


(I believe that I have not been unduly influenced by any study team member to participate in the research study by any statements or implied statements.  My relationship with the study team member (such as employer, supervisor or family member) has not affected my decision to participate. ( 

20/01/03: The following optional statement was added to the Statement of Consent section prior to the signatures:


[Optional]  I agree to be contacted for future follow-up in relation to this study: Yes_  No_

20/01/03   The sequence of the components of the date (day/month/year) were added to the signature page.  The Health Products and Food Branch found deficiencies in their inspections with respect to the consistency of the format for dating of forms.


29/07/02:  The following signature was added to the Statement of Consent Section:  


[For studies where there may be potential enrollment of staff/students of the institution or family members of the research team.]

PRIVATE 
Relationship (if any) to study team members:__________________________tc  \l 5 "Relationship (if any) to study team members\:__________________________"
UNIVERSITY OF MANITOBA BANNATYNE CAMPUS RESEARCH ETHICS BOARD

30/06/03

UNIVERSITY OF MANITOBA BANNATYNE CAMPUS RESEARCH ETHICS BOARD

30/06/03


