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Research Ethics
Human Ethics - Guidelines

Guidelines for Application for 
Ethics Review of Research Involving Humans

Research Ethics Board
Ryerson University

These guidelines for the completion of the online application will assist the researcher in the development of appropriate
materials for the ethical review of projects that involve humans and has been developed in accordance with Ryerson's Policy on
Ethics Review of Research Involving Humans.

SUBMISSION OF A REQUEST FOR ETHICAL REVIEW:

Complete the online application form required for Ethics Review of your Research Protocol Involving Humans according to
these Guidelines.

For more information on the application process, contact:

The Chair of the Research Ethics Board, Dr. Nancy Walton, School of Nursing, nwalton@ryerson.ca, telephone 416-979-
5000 ext. 6300, or

Alex Karabanow, Research Ethics Coordinator, Office of the Vice President, Research and Innovation,
alex.karabanow@ryerson.ca, telephone 416-979-5000 ext. 7112.

Your application should include: 

1. A completed online application with all items addressed and the Checklist filled out; 
AND 
2. A Description of the consent process to be used with human participants, including all forms or scripts; 
3. A copy of any questionnaires, survey forms, observation protocols, interview and focus group guides or other tests used in
the research; 
4. A copy of any posters, scripts, announcements or any information you will use to recruit your human participants. 
OR 
2. If using human tissues or biomaterials, you should provide information about the source of the materials, the experimental
methodology, any biohazard safety and disposal procedures. Additionally, if these human tissues or biomaterials are originating
from another institution, Research Ethics Board approval or copies of the Material Transfer Agreements pertaining to these
materials will need to be included in your application. 

The above information must be submitted electronically. Attachments can be in the format of word processing, spreadsheet or
Adobe Acrobat (PDF) documents. If electronic copies of documents are not available, these can be scanned or sent as hard
copies to the Research Ethics office.

NOTE: Please allow a minimum of three to four weeks for the ethics review process. An initial response is usually made in
three weeks from date of submission. If the project has already been approved by a Research Ethics Board at another
institution, only the checklist portion or the preliminary application can be submitted to the Ryerson University Research Ethics
Board providing that the following are included:

1. A copy of the complete application submitted to the other institution's Research Ethics Board including all relevant
documentation (as indicated above); and

2. A copy of the approval document including any conditions or requirements imposed by that institution's Research Ethics
Board (if an electronic version is not available, a hard copy must be be sent to the Research Ethics office)

1. Application Checklist

This form documents the research proposal title, names of investigators, project dates, funding source, type of data, type of
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subjects, and various other key information about the project. This checklist summarizes all of the information required and
listed in more detail below. It serves as cover page and summary of the required information that needs to be filled out in detail
under the following items:

2. Study Abstract

This is a one paragraph summary of the protocol that includes a brief description of the methods, potential benefits, potential
risks, and risk management procedures.

3. Statement of Purpose and Background

a. Briefly discuss relevant background information and literature reviewed to provide the rationale for the proposed research
(include references). State the relevance of this research and its potential for contribution to the field of study.

b. Provide information regarding the design and the scientific rationale underlying the proposed research and the statistical
basis for the structure of the investigation. Specify aims of the research that include the hypotheses to be tested, questions to
answer, data to be gathered and tested. 

c. Provide justification for involving humans in the research. If relevant, include a summary of pre clinical/animal data that have
been obtained through other research.

4. Subjects

a. Subject Characteristics. Describe the characteristics of subjects to be recruited (e.g., number of subjects, gender, age
range, etc.). 
b. Selection Criteria. List the criteria for inclusion and exclusion of subjects in this study. Identify how the inclusion and
exclusion criteria will be assessed and by whom. 
c. Special Populations. Provide a rationale for the use of special groups where ability to acquire informed consent may be
limited. Special groups include, but are not limited to: children, prisoners, pregnant women, fetuses, and cognitively impaired
individuals. 
d. Recruitment Source. Identify the location from which subjects will be recruited (e.g., schools, university campus, fitness
facilities, hospitals). Include a letter from the institution/organization involved indicating support of the institution's involvement in
this protocol. 
e. Recruitment Methods. Describe how subjects will be identified and recruited. If subjects are identified from private medical
or student records, provide documentation that authorizes your access to those records. The official holder of the record must
make initial contact of subjects identified through records to initiate involvement in the research protocol. Submit advertising
copy, flyers, telephone scripts or other recruitment materials proposed for use in subject recruitment. 
f. Informed Consent Process. Describe recruitment procedures used to ensure voluntary participation. Describe who will make
initial contact with the potential subject and how the research will be introduced to the subject. Include the process used to
introduce the consent agreement and procedures used by the investigator to assess the potential subject's understanding of the
research (i.e., purpose of the study, risks, benefits, confidentiality, investigator's telephone number to call for questions, time
commitment of the participant, etc.). 
g. Study Location. Identify the location and describe the setting where subjects will participate in this research. Address any
special considerations associated with data collection at the location. For example, if subjects are school children, identify
whether class time is used or if children are participating outside of structured class time (address nonparticipating students,
supervision of non-participants, procedures used to pull out children/subjects during class time, etc.) If research subjects are in
the care of a health facility, a school, or other institution or community organization, it is the responsibility of the Principal
Investigator to ensure that the ethical guidelines of those facilities or institutions are followed and administrative and/or ethics
approvals of those facilities or institutions are obtained and filed with the REB prior to the initiation of any research protocol.
h. Potential Problems. Address any anticipated ethical problems involving subject identification, recruitment or data collection.

5. Research Design and Methods

a. Research Design. Describe the research design and procedures used to test the hypotheses. Describe the tasks the
subject will be asked to complete. Indicate the amount of time that the subject will be involved for each aspect of the study.
Include a summary of investigational, experimental, or special procedures involving subjects (medical devices, electrical
equipment, etc.). 
b. Tests, Questionnaires, and Interview Guides. Include all interview schedules and survey instruments. If a standardized
instrument(s) will be used, provide a written description of the measure(s). 
c. Deception or Incomplete Disclosure. If applicable, fully describe the use of deception in this research and the debriefing
practices proposed. Provide justification for the inclusion of deception and possible alternatives to the use of deception in this
research.

6. Potential Benefits 

Describe anticipated benefits to the subject, the population from which the subject was drawn, and to society/science expected
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to result from this research. Do not include compensation or incentives offered to subjects as a "benefit" to be gained from the
research.

7. Risks:

Identification of Risk 
Describe the potential or known risks associated with participation in this research. Consider and assess the physical,
psychological, social, economic and/or legal harm that may result from participation. Discuss whether risks are considered
minimal or significant.
a. Management of Risk. Describe precautions, safeguards and alternatives incorporated into the research activity to reduce or
limit the severity, duration and likelihood of harm. 
b. Describe provisions made to maintain confidentiality of data. Identify who will have access to the collected data, where
the data will be stored, and for how long. 
c. Data Monitoring. When applicable, discuss the process used to monitor data collected to ensure the safety of subjects (e.g.,
clinical trial studies). 
d. Assessment of Risk. Assess whether the risks and inconveniences associated with the research are reasonable in relation
to the anticipated benefits to the subjects and in relation to the knowledge that may reasonably be expected to result from this
research.

8. Costs

Describe the costs that the subject may incur as a result of participation (charges for tests, travel, etc.).

9. Compensation and Incentives

If compensation or an incentive is offered for participation, provide details of this payment. For example, describe whether the
subject is compensated by the number and type of procedures performed, the amount of time involved, or for each sample
collected. Indicate whether payment is made with a cheque, cash, or gift certificate and whether a prorated amount is available
should the subject discontinue participation. Provide the estimated value of the incentive. Discuss how the value of the incentive
offered was determined. If the researcher intends to use inducements (e.g., partial course credit), then a clear statement to this
effect must be provided and a rationale for such an inducement may be required by the REB.

10. Investigator Experience

Provide a brief summary of the investigator's relevant research experience/training (do not include a curriculum vitae). If the
investigator is a graduate student and the research is being conducted for a thesis or dissertation project, also include a
summary of the faculty member who is supervising the research.

Consent/Assent Forms

Complete and enclose the applicable consent/assent forms (examples are provided at:
http://www.ryerson.ca/about/vpresearch/sample_consent_forms_ethics_new.doc

________________________________________________________________

No research involving humans shall be undertaken without the prior approval of the Research Ethics
Board.
The Interagency Advisory Panel on Research Ethics (PRE) has developed an Introductory Tutorial for the Tri-Council
Policy Statement: Ethical Conduct for Research Involving Humans (TCPS) . The Research Ethics Board recommends
that all prospective applicants register and take this tutorial to become more familiar with the TCPS. Please note that
registration is required to complete this tutorial.
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