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REB 1 & REB 2:  Guidelines for Participant Consent Form

Participant information materials should include an Information Letter and a statement of consent. If you are a faculty researcher this document should be on appropriate letterhead, however there are instances where letterhead may not be necessary (i.e. you cannot access electronic letterhead, you are a course based masters students who is studying at a distance).  The Research Ethics Board (REB) will need to see exactly what will be given to the research participants; any changes after approval will require the submission of an amendment.

Style issues:

· Must be written in LAY TERMS. The reading level of the forms should be at a grade 8 level.  Where the population has a higher educational level, i.e., university professors, doctors, lawyers, an argument could be made for a higher reading level.
· Font size should be no smaller than the type on this page, i.e., Times New Roman 12 point.
· Use non-pejorative language throughout;  Use the active voice whenever possible 

· Where the abbreviated form is most commonly used, this form can be used in the consent. It should be spelled out in full the first time it is used with the acronym in brackets if necessary.

· Use the first or second person where possible (e.g., I or you rather than the subject or participants). First person pronouns must be used in the final statement of consent.

· Use of the standard template is highly recommended.
· Use “participant” throughout the consent form instead of “subject” or “patient”.

· Spelling, grammar and formatting must be corrected before submission for review.
· Consider using a date footer in the document to be clear which version of the Consent Form has been submitted and approved for use by the REB.

The following information must be included in the Information Letter.

a. Title of the Project. This must be consistent with the proposal and what is indicated on the ethics application. 
b. Investigators.  Include the names, titles, institutional affiliations, and phone numbers of the investigators.

c. Background. This section should clearly outline that the person is being asked to participate in a research study.  Include reason for doing the study, anticipated benefits, who is being recruited and how they are being recruited in overview format.

d. Purpose.  Include a brief but complete description of the purpose of the project in LAY TERMS (Grade 8 or 9). Indicate if data are being collected for a graduate thesis or any other potential conflict of interest.

e. Study Procedures. Provide a detailed description of what the study will entail, so the participant fully understands what they will be asked to do and the location of the study activities (i.e. home, office, hospital).  This should include the procedures and the time commitment involved in being in the study.

f. Benefits.  State benefits for the participant and for society. If there are no direct personal benefits for participants, this should be stated. 

g. Risks.  Include all direct personal foreseeable risks, discomforts and inconveniences.  If there aren’t any, this should be stated.
h. Costs of Participation.  (Include only if applicable)  A clear statement should be made about any costs to the participant for taking part in the study.
i. Payment or Remuneration.  (Include only if applicable) A clear statement should be made about any reimbursement the participant will receive for taking part in the study (i.e., parking/transportation costs, food,$$ for time, course credit, etc.)  Be sure to indicate if these amounts will be pro-rated per study visit.  Studies employing the use of lotteries or a prize draw must include the odds of winning the prize and indicate that a skill-testing question will be required.  This section should also include a clear statement regarding what will happen to the compensation if the participant withdraws from the study early, i.e., “you will receive a gift card pro-rated to reflect the time at which you left the study”
j. Confidentiality.  This section can be fairly complex, depending on the nature of your research.   This section should include a statement of how confidentiality or anonymity (if applicable) will be achieved and/or maintained. Include information on who will have access to the research data and where it will be kept (i.e. a locked cabinet in a locked room, or on a password protected computer, with the file encrypted). If applicable – there should be a statement of how the results of the study will be disseminated (e.g thesis/dissertation, and presented at academic conferences or published in academic journals.  Indicate whether participants will (i.e. using direct quotes) or will not be identified in any future presentations or publications OR if total anonymity cannot be achieved (i.e. small sample size) make this clear. If the records may be scrutinized by the sponsoring company or funder this must be stated.  The REB always has the right to review study data so this should be stated, as someone who may access the data.   This section should also contain a statement related to how long the study data (with or without identifiers) will be kept before it is destroyed (i.e.” Study data, including personal information about you will be securely stored for a minimum of 5 year {as per University of Alberta Policy} after the study is over, at which time it will be destroyed.”).  

k. Voluntary Participation.  A statement that participation in research is voluntary should be included.  

l. Freedom to Withdraw.  Participants should be informed that they have the right to withdraw from the study at any time.  A statement about whether data withdrawal is possible should be included.  If data withdrawal is not possible – at all – or after a certain time point – this should be communicated.  

m. Additional contacts.  In addition to listing the Investigators contact information, for any questions the participant may have about the study, a contact number should also be listed if a participant wishes to comment about the research. Use the following sentence:  "The plan for this study has been reviewed by a Research Ethics Board at the University of Alberta. If you have questions about your rights or how research should be conducted, you can call (780) 492-2615.  This office is independent of the researchers."
Copy of Information Sheet to Participant.  A copy of the signed consent form must be given to the participant to take home with them.  If your study does not require the participant give written consent (i.e. oral consent or consent by overt action) you should still provide a copy of the Information Sheet to the participant for their records.
In the case of implied consent, i.e., survey research, replace the consent statement at the end of the form with the following, “By submitting the survey your consent to participate is implied”.
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INFORMATION LETTER and CONSENT FORM

Study Title:   MACROBUTTON  DoFieldClick [Name] 
Research Investigator:

 MACROBUTTON  DoFieldClick [Name] 
 MACROBUTTON  DoFieldClick [UofA Address] 
 MACROBUTTON  DoFieldClick [City, Province, POSTAL CODE] 
 MACROBUTTON  DoFieldClick [UofA Email Address] 
 MACROBUTTON  DoFieldClick [Phone Number] 
Supervisor: (applicable for student-led research)
 MACROBUTTON  DoFieldClick [Name] 
 MACROBUTTON  DoFieldClick [Address] 
 MACROBUTTON  DoFieldClick [City, Province, POSTAL CODE] 
 MACROBUTTON  DoFieldClick [Email Address] 
 MACROBUTTON  DoFieldClick [Phone Number] 
Background    [use bullets only if appropriate]
· Invitation to participate in research project – (i.e. you are being asked to be in this study because “X”)

· Where appropriate, the researcher should indicate how they got the contact information for the potential participants.  
· For degree/faculty research/etc. (i.e., personal benefit disclosure – “The results of this study will be used in support of my thesis”) & funder (if applicable)

· Disclosure of the possibility of commercialization of research findings (if applicable)
· Include the following statement, “Before you make a decision, one of the researchers will go over this form with you.  You are encouraged to ask questions if you feel anything needs to be made clearer.  You will be given a copy of this form for your records.”
Purpose

· Purpose of research (in plain language) including general benefits to scholarship and society

Study Procedures

· Description of research procedures and explanation of participant responsibilities, including approximate time commitment for the participant per research activity and overall length of the study

· Detail all type(s) of data to be collected, e.g. 

· interviews / # of, length of time, format, selection of interviewees

· observations / # of, length, conditions of observation(s)

· surveys / time commitment, arrangements for return

· personal records, documents, or artifacts / how collected, possible linkage with other data about subjects / how returned

· focus groups / # in group, time commitment, selection procedures

· sounds or images / how collected: equipment used, arrangements necessary

· Indicate procedures for 

· returning transcripts/images etc. for verification or permission

· returning synopses

· verifying data collection and checking observations about data (“member checks”)
· “With your consent, allow storage of study information in a secure data repository to facilitate future research”.
Benefits 

· Statement of reasonably foreseeable benefits to the participant that may arise from their participation in the participation – if there are none – state this (i.e. You will not benefit from being in this study).

· Statement of reasonable benefits to society for completing this study.  (I.e. We hope that the information we get from doing this study will help us better understand “X”).
Risk

· Statement of reasonably foreseeable risks to the participant that may arise from their participation in the study.

· If not all risks are known, it is reasonable to state this (i.e. There may be risks to being in this study that are not known.  If we learn anything during the research that may affect your willingness to continue being in the study, we will tell you right away). 
· Describe the procedures in place to mitigate any identified risks.  This should directly correlate to what has been indicated in the ethics application.

Cost of Participation (if applicable)
· A clear statement regarding any direct personal costs to participation.

Reimbursement or Remuneration (if applicable)
· Describe any reimbursement received (parking/transportation costs, food, $$ for time, daycare, or extra course credit.

· For Subject Pools – describe the alternate task.  If there is no alternate task indicate why.

· Add a statement regarding what will happen to the compensation if the participant withdraws early from the study.

· Studies employing the use of a lottery or prize draw must include the odds of winning the prize.

Voluntary Participation

· Assurance of no obligation to participate (i.e. You are under no obligation to participate in this study. The participation is completely voluntary.), or not obliged to answer any specific questions even if participating in the study

· Assurance that the participant can opt out without penalty and can ask to have any collected data withdrawn from the data base and not included in the study. (i.e. Even if you agree to be in the study you can change your mind and withdraw at any time).  In the event of opting out, how will the withdrawal of data be handled? Specify what can be done and until what point of the research such withdrawal of their data can occur. (i.e. if you withdraw, we will continue to use the data we have collected).  
Confidentiality & Anonymity

· Specify all intended uses of the research, e.g., thesis/dissertation, research articles, presentations, teaching, web posting. Be clear as to whether participants may be personally identified in any of these.

· Indicate that data will be kept confidential, but indicate who will have access to the data

· Indicate to what extent anonymity can be guaranteed (e.g. anonymity cannot be guaranteed in group context) and whether participants will be identified or not in the dissemination of the research.
· Focus Groups: “While we will make every effort to protect the confidentiality of what is discussed during the focus groups, we cannot guarantee that others from the group will do the same.  Please respect the confidentiality of others outside of the focus group. “ 
· Outline the safeguards in place for security of data (data are to be kept in a secure place for a minimum of 5 years following completion of research project, indicate if electronic data will be password protected or encrypted) and when appropriate, destroyed in a way that ensures privacy and confidentiality.

· Indicate if the participant will receive a copy of a report of the research findings and how participants can indicate an interest in receiving such materials

· (If applicable) If a participant is likely to reveal reportable activities they should be informed that absolute confidentiality may not be possible (i.e., “The only exception to this promise of confidentiality is that we are legally obligated to report evidence of child abuse or neglect”). 

· (If applicable) If there is a possibility that you may use the data from this study, in future unspecified research projects – this should be communicated in this section (i.e. We may use the data we get from this study in future research, but if we do this it will have to be approved by a Research Ethics Board.)
·  For studies wishing to deposit data into a repository:  “After the study is done, and with your consent, study data will be stored in a secure data repository (name repository here, if available), to facilitate re-use of the data by approved researchers.  Any personal information (i.e., name, address, telephone number) that could identify you will be removed or changed prior to sharing the data with other researchers.  Any researcher who wants to use this data must have the new project approved by an ethics board and sign an agreement ensuring your confidentiality and restricting data use only to the approved project.  Your data may be linked with other data for research purposes only to increase the usefulness of the data, as subject to scientific and ethical oversight as mentioned above
Contact Information

· List researcher contact information and third party contact information. (e.g. If you have any further questions regarding this study, please do not hesitate to contact  MACROBUTTON  DoFieldClick [List researchers here] ).
· The following statement should also be included: "The plan for this study has been reviewed by a Research Ethics Board at the University of Alberta. If you have questions about your rights or how research should be conducted, you can call (780) 492-2615.  This office is independent of the researchers."
Consent Statement

I have read this form and the research study has been explained to me.  I have been given the opportunity to ask questions and my questions have been answered.  If I have additional questions, I have been told whom to contact. I agree to participate in the research study described above and will receive a copy of this consent form. I will receive a copy of this consent form after I sign it.

______________________________________________

_______________

Participant’s Name (printed) and Signature



Date

_______________________________________________

_______________

Name (printed) and Signature of Person Obtaining Consent

Date



Reading level should be around grade 8 or 9





If a method of consent other than signed consent will be used, the signature section should be modified accordingly.
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