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PARTICIPANT INFORMATION AND CONSENT FORM (ICF)
Template Version: December 6, 2016

Part IIb: Focus Group or Individual interview template
INSTRUCTIONS FOR USE OF THIS TEMPLATE:
Please note that a well presented ICF that is in accordance with Research Ethics Board (REB) standards will facilitate the approval process.  ICFs that do not adhere to REB standards will be returned to the researcher.  Please adhere to the following formatting requirements:

1. Use simple lay language explaining medical terms and jargon.  Use non-scientific terminology and remove emotive terms.

2. Type size should be a minimum 11-point font. 
3. Use headings (bold font), small paragraphs and spaces between the paragraphs.  Use bullets to outline tasks required in study procedures section.
4. Write out all acronyms the first time they appear in the consent form. 

5. Number the pages in the following manner: “1 of 3”, “2 of 3”, “3 of 3” etc. in the footer of each page
6. Insert full protocol title on each page as either a header or footer. This can be a small font.
7. Include footer ON EACH PAGE with the version number and date.

8. All information required by the participant must be included in the informed consent form.
9. Use second person pronouns for the participant information part of the consent form (you/your).  Use first person pronoun (“I”) for only the final “consent statement” portion of the form. 

10. Use “participant” throughout the consent form rather than “patient” or “volunteer”.  “Participant” vs “Subject” is preferred in TCPS2.  
11. Suggested/Sample text is in regular font.

12. Instructions are in italics and red font.  Underlined red text “_______” indicates that the investigator should fill in the appropriate information.  Blue font choose appropriate wording. Remove instructions, red font, underlines and italicized font prior to submitting to the Research Ethics Board.   
13. Spelling, grammar and formatting must be corrected before it is submitted for review.

RESEARCH PARTICIPANT INFORMATION AND CONSENT FORM

(Indicate if either) Focus Group (or Individual Interview)
(First page of consent 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”
Sponsor:
Name or not applicable
Funder: 
Name or not applicable
You are being asked to participate in a research study involving (a focus group or individual interview).  Please take your time to review this consent form and discuss any questions you may have with the study staff, 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.
Purpose of this Study

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

You are being asked to participate in this study because as a… briefly describe participant population and if appropriate, why they are being selected
A total of insert number participants will be asked to participate.
Study procedures
Describe the study procedures in detail in plain language.   
Sample text is provided below.
· The method of data collection for this study will be focus groups and/or individual interviews.  Focus groups are group discussions with people who know something about the topic of interest. Focus groups are ways of finding out people’s thoughts and ideas about a specific topic.
· Sample text for focus groups:  You will be in a group of approximately [insert number of participants].   
· Participation in the study will be for [indicate how many sessions and the length of each session.]
· Sample text for focus groups: There will be a facilitator who will ask questions and facilitate the discussion. Indicate who may or will be the facilitator so that potential participants will be able to avoid signing up if they happen to know and wouldn’t feel comfortable with the facilitator).
· For individual interviews, indicate who will be conducting the interview (i.e. research staff, principal investigator, etc.). 
· (If applicable). Indicate if there will be any other people attending the session and describing their tasks.  For e.g. Note takers, etc.
· The group [or you - if individual interview] will be asked some questions relating to your experience with [insert service, location, experience, etc.] These questions will help us to better understand [fill in].

· Describe whether the sessions will be audio taped and transcribed.  The sessions will be audio-taped and the audio-tapes will be transcribed by [insert name of transribers] to ensure accurate reporting of the information that you provide.  Indicate who may or will transcribe the tapes so that potential participants will be able to avoid signing up if they happen to know and wouldn’t feel comfortable with who will transcribe the taped information).
· Transcribers will sign a form stating that they will not discuss any item on the tape with anyone other than the researchers.
· Required Text for Focus groups:  At the start of the session everyone will be asked to respect the privacy of the other group members.  All participants will be asked not to disclose anything said within the context of the discussion, but it is important to understand that other people in the group with you may not keep all information private and confidential. 
· Describe whether names will be used or not during focus group discussion. Sample text provided if names are not used.  No one’s name will be asked or revealed during the focus groups or individual interviews.  However, should another participant call you by name, the transcriber will be instructed to remove all names from the transcription? 
· If sessions are audio taped describe whether or not they will be transcribed.  Describe the storage provisions of the audiotapes and transcription notes. The audio-tapes will be stored in locked files before and after being transcribed.  Tapes will be destroyed within [state time frame] of completing the transcriptions and the transcriptions will be destroyed [state time frame] after the completion of this evaluation (or indicate time frame).  
· If applicable, state that the study will involve follow-up at a future date. 
·  [State how/when/whether individual or aggregate results will be provided to the participants].
Risks and Discomforts

Describe any potential risks involved.  Sample text provided below.  Review sample text to determine appropriateness to your study.
There are no anticipated physical risks to participants.  Focus group members will be asked to keep the information provided in the groups confidential; however, a potential risk that might exist for some would be that information about you might be discussed outside the group by other participants and be traced back to you. 
Consider adding the following text if applicable to your study:  If this is a potential issue for you, you are encouraged to ask for an individual interview with one of the researchers who would then be knowledgeable of and bound by confidentiality.

If the study involves the potential to illicit stressful responses, embarrassing responses or the intent to harm oneself you much describe these potential risks and how this would be managed to mitigate the risk by research staff.  Review the following sample text for appropriateness.
Sample text version #1.0:
There are some potential risks to you by participating in this research.  It is possible that talking about indicate topic of study might be emotional, embarrassing or stressful for you.  Staff [indicate which staff] and counsellors [if appropriate] will be available if you feel like there is anything that has come up for you during the focus group (or individual interview) that is upsetting.  
Sample text version # 2.0:

There are very few risks. However, you may find talking about topic of study to be upsetting or emotional. You do not have to answer any question that makes you feel uncomfortable or that you find too upsetting. 

Should you need any additional help or support we will refer you to indicate supports available or counselling services or help you to find other counseling help. 

List the procedures in place and potential resources should an individual indicate they wish to harm themselves or are severally depressed in response to questions asked during the individual interview or focus group discussions.
Benefits
Being a focus group member may not help you directly, but information gained may help other people or family members name of condition or what is being studied in the future.

Costs



Provide a list of all expenses the participant will incur as a result of participation in this study or indicate no cost as per the following text.
There is no cost to you to attend the Focus group discussion or (or individual interview).
Payment for participation
Describe any method of payment or reimbursement for participation. If the payment is pro-rated, describe this in this section.   
Sample text:
You will be given amount or payment or type of payment per completed study visit to a maximum of amount upon termination of your participation in this research study.
You will receive no payment or reimbursement for any expenses related to taking part in this study.
Confidentiality

Describe how privacy of individuals and their data will be protected.

Sample Text:

We will do everything possible to keep your personal information confidential. Your name will not be used at all in the study records. A list of names and addresses of participants will be kept in a secure file so we can send you a summary of the results of the study.  If the results of this study are presented in a meeting, or published, nobody will be able to tell that you were in the study. Please note that although you will not be identified as the speaker, your words may be used to highlight a specific point.  The collection and access to personal information (and if applicable health related information) will be in compliance with provincal and federal privacy legislations.
During the focus groups we ask that all participants respect and maintain the confidentially of the discussion; however, it is not possible for the researchers to guarantee that everyone will do so.

Audiotapes of the group discussion will be typed and used to prepare a report. The audiotapes and typed notes will be kept for time frame in years or months in a secure locked file cabinet and office. Only the research staff (if applicable) and {add any other members who would have access] will have access to them and know your name. 

Required:  Indicate any individuals or organizations (e.g. regulatory bodies, representatives of the study sponsor, institution, research ethics board, etc.) that may review records including potentially identify information for study conduct, monitoring or audit purposes.
Sample Text:
Some people or groups may need to check the study records to make sure all the information is correct.  All of these people have a professional responsibility to protect your privacy.

These people or groups are:

· If applicable, indicate any applicable regulatory agencies that will potentially access records. Sample Text: Health Canada or FDA
· If applicable, indicate if representatives of the study sponsor will potentially access records. Sample Text: Representatives from the sponsor, name of sponsor
· The Health Research Ethics Board (or Biomedical Research Ethics Board which will depend on who reviews the submission) of the University of Manitoba which is responsible for the protection of people in research and has reviewed this study for ethical acceptability
· Quality assurance staff of the University of Manitoba and  [if applicable] name of institutions involved  who ensure the study is being conducted properly

Indicate what data will be entered into the computer (if applicable) and how the confidentially is protected (i.e. password protected, coded information only, etc.).  Also indicate if any data will transmit electronically and for what purposes including how confidentiality.  Specify the agencies that will receive this electronic data and how the identifying information will be kept confidential during the transfer of this data].
[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.  In indicate how records will be stored to protect confidentiality.
Sample Text: 
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 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).
[If applicable]  Permission to Quote:
Depending on the nature of your study and how you choose to conduct your focus groups, you may have an interest in quoting people or in referring generally or specifically to individuals (by the organization they represent, for example), in your reports and publications. If it is your intention to NOT use any names and to NOT refer to individuals, then you should say something about your intention to keep the information they share private and that you will not refer to individual people at all.  Please keep in mind that individuals such as public officials who could be identified by the nature of their position, or individuals who could be identified by their unique characteristics within a small population, cannot necessarily be guaranteed anonymity. If you think you might want to quote or refer to individuals specifically, you can skip saying anything about anonymity but be sure to obtain their permission to quote, as below.]
Sample Text: 
We may wish to quote your words directly in reports and publications resulting from this. With regards to being quoted, please check yes or no for each of the following statements:
	Researchers may publish documents that contain quotations by me under the following conditions:

	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	I agree to be quoted directly (my name is used).

	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	I agree to be quoted directly if my name is not published (I remain anonymous).

	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	I agree to be quoted directly if a made-up name (pseudonym) is used.


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.  
If patients or clients are participants consider adding the following statement. Sample text:   
Your decision not to participate or to withdraw from the study will not affect your care (or services received) at this name of institution
For studies that involve students or employees as potential research participants these participants should be informed that their performance evaluation will not be affected by their decision not to participant.
Sample Text: 
Student Participation: If you are a student, your participation or discontinuation in this study will not constitute an element of your academic performance nor will it be part of your academic record at this name of institution
Employee Participation:  If you are an employee of name of institution your participation or discontinuance in the study will not constitute an element of your job performance or evaluation nor will it be part of your personnel record at any of these Institutions. 
Questions 
If any questions come up during or after the study contact the principal investigator 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 

Consent Signatures:

1. I have read all (indicate the total number of pages) pages of the consent form.
2. I have had a chance to ask questions and have received satisfactory answers to all of my questions.
3. I understand that by signing this consent form I have not waived any of my legal rights as a participant in this study.

4. I understand that my records, which may include identifying information, may be reviewed by the research staff working with the Principal Investigator and the agencies and organizations listed in the Confidentiality section of this document.

5. I understand that I may withdraw from the study at any time and my data may be withdrawn prior to publication.

6. I understand I will be provided with a copy of the consent form for my records.

7. I agree to participate in the study.
Participant signature_________________________
Date __________________




(day/month/year)
Participant printed name: ____________________________

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:______________________
UNIVERSITY OF MANITOBA BANNATYNE CAMPUS RESEARCH ETHICS BOARD

30/06/03


