Survey/Implied Consent
CHREB Template - May2019
Survey/Implied Consent

CHREB Template – October 2024

CONJOINT HEALTH RESEARCH ETHICS BOARD CONSENT FORM TEMPLATE 

Template Instructions: 

Delete this boxed information, all instructional text in red, and any sections of the consent template that are not applicable to your study. 

Instructions and examples for informed consent authors are in [italics]
Blue text indicates that the Principal Investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 
The font color of the finished consent document should be black.

The reading level of the final consent should be grade 8-10, use a readability index such as hemingwayapp.com to confirm
In the footer of every page insert the following information:  Ethics ID, PI, Study Title, Version Number, Version Date, and page number expressed as ‘Page X of Y’ (e.g. 1 of 2)
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UNIVERSITY OF CALGARY

IMPLIED CONSENT TO PARTICIPATE IN RESEARCH

TITLE:  [Insert the full title of the research project]

SPONSOR: [Put the name of the sponsor here.] The sponsor is the individual or entity that is responsible for the oversight of the study. 

FUNDER: [Put the name of the organization/company providing funds, drugs and/or equipment here.] For example, if the study is funded by Canadian Institutes of Health Research (CIHR), then the University of Calgary would be considered the sponsor, and CIHR would be considered the Funder. If the funder and the sponsor are the same entity (for example, an industry sponsored study), then remove the Funder section and only include Sponsor. 

INVESTIGATORS: [State the name of the local Principal Investigator followed if desired by the names of co-investigators.]

[Put the main emails and contact telephone numbers(including area code) here]

INTRODUCTION 
[Insert name and degrees of the Principal Investigator], and associates from the [insert department affiliation] at the University of Calgary are conducting a research study.

This consent form is only part of the process of informed consent. It should give you the basic idea of what the research is about and what your participation will involve. If you would like more detail about something mentioned here, or information not included here, please ask. Take the time to read this carefully and to understand any accompanying information.

You are invited to be in this study because [explain why the potential participant is eligible to participate]. Your participation in this research study is voluntary.  

WHY IS THIS STUDY BEING DONE?
Describe in a few sentences what the study is designed to assess or establish. Use language that will be easily understood by the participants. Avoid jargon and technical terms.

The purpose of this research study is to [complete this statement]. 
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
About [state total accrual goal here] people will take part in this study [province wide/ Canada wide/ worldwide]. XX people will take part in this study through the University of Calgary.

WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY?
If you volunteer to participate in this study, the researcher will ask you to do the following:

· Describe types of questions in questionnaires/surveys
· Include the frequency and number of surveys/questionnaires.

· Estimate how much time this may take, and if there is any follow-up.

ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY?
 MACROBUTTON  AcceptAllChangesInDoc 
List and describe any reasonably foreseeable risks, discomforts, inconveniences, and how these will be managed. 

For example, describe if any of the survey questions are potentially upsetting, or if participants will be asked to provide that might put them at risk if privacy is breached. 
HOW LONG WILL I BE IN THIS STUDY?

Explain how long the questionnaire battery will take to complete, and how many times they will be asked to complete it. 
ARE THERE ANY POTENTIAL BENEFITS IF I PARTICIPATE?
If there is no anticipated direct benefit to the participant from the study, state this at the beginning of the section.

Describe any potential direct benefits to the participant first, followed by potential general benefits (e.g., to the group which the individual belongs, or to medical/academic knowledge).

Example: There will be no direct benefit to you from participating in this study. However, this study may help the researchers learn more about [specify research area]. 

CAN I STOP BEING IN THE STUDY?
Explain that participation in this study is voluntary and they may withdraw from it at any time. Briefly describe how participants can withdraw (by closing the browser, not completing the survey, etc.)
Under the TCPS2, study participants who withdraw from a research study should have the option to withdraw their data as well, unless there is a strong justification from the researchers as to why the data must be retained. If there are limits to data withdrawal (for example, data is being captured anonymously), please explain.  
Please note, although on request data may be withdrawn from the study analyses, the raw data must be kept for the minimum required data retention interval. See: https://asc.ucalgary.ca/marrs/humansubjects/ 

WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?
Please review the University of Calgary's Information Security Classification Standards here: https://www.ucalgary.ca/legal-services/sites/default/files/teams/1/Standards-Legal-Information-Security-Classification-Standard.pdf 
Describe how identifiers will be linked to data and records. 
Describe the potential sharing of data (de-identified or identifiable) with other researchers or collaborators (e.g. external investigators, transcriptionists).

Examples: 

· No identifiable information about you will be kept with the research data.

· [All/some] identifiable information about you will be replaced with a code. A master list linking the code and your identifiable information will be kept separate from the research data.

· [All/some] identifiable information about you will be kept with the research data. Explain how subject identifiers will be linked to the research data/records.

Data classified as Level 4 (identifiable human subject research data or identifiable patient health information) must be stored on a secure, encrypted, and password-protected server (e.g. Alberta Health Services or University of Calgary). 

It is permissible, but not recommended, to store Level 2-classified data (de-identified or anonymized human subject research data) on an encrypted laptop/desktop. 
Alberta Health Services considers the following data elements as identifiable, and all of these elements must be stripped from the identifying health information to convert it to non-identifying (de-identified) health information:

1. Names (including initials when extracted from patient records).

2. All geographic subdivisions smaller than a province, including street address, city, county, precinct, postal code, and their equivalent geographical codes, except for the initial three digits of a postal code if, according to the current publicly available data from the Census Bureau:

a. The geographic unit formed by combining all postal codes with the same three initial digits contains more than 20,000 people.

b. The initial three digits of a postal Code for all such geographic units containing 20,000 or fewer people are changed to 000.

2. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.

3. Telephone numbers.

4. Fax numbers.

5. Electronic mail addresses.

6. Social insurance numbers.

7. Medical record numbers.

8. Health plan beneficiary numbers (i.e. PIN, ULI).

9. Account numbers.

10. Certificate/license numbers.

11. Vehicle identifiers and serial numbers including license plate numbers.

12. Device identifiers and serial numbers.

13. Web universal resource locators (URLs).

14. Internet protocol (IP) addresses.

15. Biometric identifiers, including fingerprints and voice prints.

16. Full-face photographic images and any comparable images.

Please review University of Calgary’s storage options here: 

· https://rcs.ucalgary.ca/index.php/Storage_Options
· https://ucalgary.service-now.com/kb_view.do?sysparm_article=KB0030163  

· https://it.ucalgary.ca/secure-computing-platform 
If your study is planning to use a storage platform not currently approved by the University of Calgary, please submit a ticket on the Service Now platform (https://ucalgary.service-now.com/it) for a review. This is to ensure that the platform meets the University’s security requirements. 

Examples: 

· [All/some] research data and records will be maintained in a secure location at the University of Calgary. Only authorized individuals will have access to it. 

· [All/some] research data and records will be stored electronically on a secure [computer or network] with [encryption and/or password] protection. 

Explain who will have access to the research data/records and how they will be shared (e.g. research team, external collaborators, sponsor, CHREB). 
If you are using a web-based survey administration tool (e.g., REDCap, Qualtrics, Survey Monkey), describe the location, security and privacy protections/limitations of the company’s server. 

If you are using REDCap: REDCap is a web-based electronic data capture (EDC) solution with servers located under Canadian jurisdiction. All data are encrypted and stored directly on its servers. Researcher access to the survey data is a combination of role-based access, strict password management processes, and two factor authentication. Survey responses cannot be linked to your computer.

If you are using Qualtrics: Qualtrics is an online survey platform with servers located in Montreal, Canada. All data are encrypted and stored directly on its servers. Response data is anonymous, and cannot be traced back to the respondent.
If you are using SurveyMonkey: SurveyMonkey is an online survey platform with servers located in the USA and as such is subject to U.S. laws. In particular, the US Patriot Act, which allows authorities access to the records of internet service providers. If you choose to participate in the survey, your responses to the survey questions will be stored and accessed in the USA.  Survey responses however cannot be linked to your computer.   All data are encrypted and stored directly on its servers.  Researcher access to the survey data is password-protected and the transmission encrypted. 
HOW LONG WILL INFORMATION FROM THE STUDY BE KEPT? 

Explain how long the research data/records will be kept. Please consider the potential for future uses of study data, and data sharing requirements, and advise participants of this possibility. Please indicate if the data will be held in an identifiable or de-identified state. 

Describe retention of data and records. 
Examples: 

· The researchers intend to keep the research data and records until the research is published and/or presented.

· The researchers intend to keep the research data and records for approximately XX years.

· The researchers intend to keep the research data and records indefinitely for future research. [Please indicate if the data will be held in an identifiable or de-identified state.]
· The researchers intend to keep the research data and records in a repository indefinitely. Other researchers will have access to the data for future research.

· The researchers intend to keep the research data and records until analysis of the information is completed.

· Data collected for this study may be shared with other researchers for future studies that are unknown at this time. Any data shared with other researchers, will not include your name or other personal identifying information.

Any future use of this research data is required to undergo review by a Research Ethics Board.

WHOM MAY I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?

The Research Team:

You may contact [insert name(s)] at [insert phone number(s)] with any questions or concerns about the research or your participation in this study. 

Conjoint Health Research Ethics Board (CHREB): 

If you have any questions concerning your rights as a possible participant in this research, please contact the Chair, Conjoint Health Research Ethics Board, University of Calgary at 403-220-7990 or email chreb@ucalgary.ca. 
AGREEMENT TO PARTICIPATE
Your decision to [example: complete and return this survey/questionnaire] will be interpreted as an indication of your agreement to participate. In no way does this waive your legal rights nor release the investigators or involved institutions from their legal and professional responsibilities. 
You are free to withdraw from the study at any time.

Before submitting your consent form, please check it over (or have it checked) for grammar, spelling and typing errors.
Ethics ID: REBXX-XXXX

Study Title: insert study title here 

PI: list local PI name here 

Version number & Version date: 
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