CONJOINT FACULTIES RESEARCH ETHICS BOARD


INSTRUCTIONS FOR ETHICS REVIEW APPLICANTS


ETHICS REVIEW OF RESEARCH INVOLVING HUMAN SUBJECTS

ETHICS REVIEWS AND CERTIFICATION



Introduction

All research, sponsored or non-sponsored, involving the use of human subjects must be reviewed and certified as acceptable by the appropriate University Research Ethics Board.   For more specific information, please consult the Guidelines for the Ethics Review of Research Involving Human Subjects, approved by GFC, September 23,1999.
It is the researcher's responsibility to ensure that there is adequate lead-time available for ethical review in relation to other deadlines.

Note:  Retroactive certification will not be granted.

ABOUT THE APPLICATION FORM

The Conjoint Faculties Research Ethics Board (CFREB) Application Form is intended as a guideline to the information required by the REB for its ethics review and to reduce the amount of photocopying and paperwork submitted.

Once completed, this form will provide the reviewers with a synopsis of your intended research proposal/project so that your application can be reviewed effectively and expeditiously.  It is meant to replace a fully developed proposal (e.g., a grant application completed for a particular funding agency).

ABOUT CONSENT FORMS

The objective of obtaining informed consent is to ensure adherence to the ethical principle of respect for persons.

A separate sample form describes the information that should be contained in a consent form. The sample consent form is an itemized list of all the different types of information that might be included in a consent form.  Researchers should review these points, and create a consent form that is appropriate to the design and methodology of their research project.

INSTRUCTIONS FOR COMPLETING AN APPLICATION

The total length of your application should not exceed the space provided on the form plus the required attachments.

 If your proposal contains controversial elements, you may wish to attach a complete copy of the actual research proposal as an appendix.

Answer every question.  If a question does not apply to your protocol, indicate "not applicable".

The numbering of the instructions corresponds to the numbering on the form.

1.
APPLICANT AND CO-INVESTIGATORS

1.1 Applicants

Principal Investigator: This section is to be completed by the principal applicant. 

1.2 Co-investigator(s)

If the proposal is a collaborative project, information should be provided for each the co-applicant.  An additional page may be attached in the form of a list with names and details provided.

2.
ESTIMATE OF RISK
Minimal risk occurs when the potential subjects can reasonably be expected to regard the probability and magnitude of possible harms implied by participation in the research to be no greater than those encountered by the subject in those aspects of his or her everyday life.

See also Section 8, Guidelines for the Ethics Review of Research Involving Human Subjects.

Risk can occur in a number of areas.  When responding to this question, you should consider the following

· invasion of the body

· vulnerable populations

· risks flowing from confidentiality (e.g. might the information be of concern to a law enforcement agency)

· financial risks

· psychological stress, and

· political risk in an international setting (e.g. unauthorized contact with a foreigner).

If a researcher identifies one or more elements as more than minimal risk, the proposal must be reviewed in a face-to-face meeting of the CFREB members.

If a more-than-minimal-risk application is submitted by the researcher to Research Services by the first week of a given the month, the applicant can expect to receive notification of the outcome of the review by the end of the same month

3.
STUDY DETAILS

3.1 Project Title: Provide the exact title of your project.

3.2 Location(s) of the Research:  Indicate the site(s) where the study will be undertaken

3.3
Indicate whether the research is sponsored (funded) or not.  Normally, the REB will not undertake the review of a proposal until the sponsor approves funding.  Please note allowance has to be made for the review time and its impact on the projected start date for the research.

3.4 Other permissions/approvals: If the research is being undertaken at another site, approval and/or permission must be obtained from these sites as well. This may involve another ethics board or a less formally structured process. If your research is being conducted in another country, you should consult with the Chair to determine how best to meet this requirement. 

Research involving subjects in the Calgary Catholic and Public School Systems: 

Permission to access subjects in a Calgary school system must have the approval of the respective Board or Boards. 

University ethics clearance does not replace or grant the above permission.  Applicants can expect that obtaining the requisite permission will impact on their timeline.

Researchers whose protocols involve the Calgary public and/or Catholic school system should contact the University liaison, Faculty of Education.    Application forms for this purpose can be obtained from the Faculty or from Research Services.

3.5 Start Date: Indicate the projected start date for the project.

3.6 Expected Completion Date: Indicate the projected completion date for the project.

3.7 Indicate if this is an amendment.

4. SUMMARY OF PROPOSED RESEARCH

Summarize the purpose, objectives and aims of the research.  Two additional pages can be appended.

Remember to include a copy of your questionnaire(s) or test instrument(s).

5. RECRUITMENT OF SUBJECTS

5.1
Detail your method of recruiting subjects.  If a specific group is to be chosen, selection criteria should be clearly identified (e.g. age, gender, race, education, religion, specific status such as fellow students, learning disabled, etc.).  Will there be any remuneration?  If so, why? 

5.2 What procedures will be followed for subjects who wish to withdraw at any point during the study?  For example: the procedure will be stopped immediately; subjects will be thanked and debriefed; any questions or concerns will be addressed; subjects will/will not received the same compensation as if they completed the procedure, data collected up to that point, will/will not be destroyed.

5.3 Describe your plans for debriefing the subjects.

Remember to include a copy of your recruitment notice or letter, if applicable.

6. BENEFITS

What are the likely benefits to the researcher, the subjects and the research community and society, generally, that justifies asking subjects to participate.

Types of responses that might be appropriate:

· Student researcher:  increase understanding of research methods and cognition

· Subjects:  no direct benefit, although I will be available to answer questions about  memory;

· Scientific community:  the study may provide insights into how memory changes with age;

· Society:  a better understanding of memory may lead to effective memory training programs.

See also, Section 8.0 Risks and Benefits, Guidelines for Ethics Review of Research Involving Human Subjects

7.
ANONYMITY AND CONFIDENTIALITY
Anonymity entails the collection of data not linked to any particular subject, thus "non-identifying" data. 

Confidentiality entails data that are linked to a participant, either directly identifying or by a particular code.  

7.1
How do you plan to handle the requirement of confidentiality and/or anonymity?  What precautions will be taken to ensure that data is not traceable to given subjects/participants?  Where this is not possible, who will have access to the data?  

7.2
Storage of data: Please give exact details about the storage and ultimate disposal of the records/data.  Where, how and for how long will the data be stored? 

Each faculty has developed guidelines for the retention of original data and materials relating to scholarly activity for a reasonable period following publication or presentation, and until it is apparent that it is no longer reasonable to anticipate any question answerable only by reference to such data or material.  If you are uncertain about your Faculty's retention policy, you should contact the appropriate Dean's office.

8. INFORMED CONSENT

Check either "Attached" or "Not Applicable".  If "not applicable", provide an explanation.

9.
SIGNATURES
COPIES AND APPROVAL TIMES

Submit 4 copies (the original plus 3 photocopies) of the application form plus attachments to:

The Chair, Conjoint Faculties Research Ethics Board c/o Research Services, Room 602 Earth Sciences Building

Reviews usually take three weeks to complete. Cases involving significant ethical problems may take substantially longer.

USING CONSENT FORMS

Read in conjunction with the sample form provided.

Unless there are very good reasons for not obtaining written informed consent, the University's guidelines state that you must use these informed consent procedures.

In most cases, a copy of the consent form/letter that you plan to use must accompany your application.

Please note there are two mandatory sections, which are indicated in the sample.

You must work with two copies of the consent form - one for you and one for the participant to take home.

If you plan to use minors (persons under the age of 18 years) or captive/dependent populations as subjects, please also refer to Section 9.0, Guidelines for the Ethics Review of Research Involving Human Subjects, and Sections 5 and 6 of the Tri-Council policy statement, Ethical Conduct for Research Involving Humans.

Guidelines
Consent forms should be written in simple, direct language using terms and language that the subject understands and should incorporate the following information:

· The identities of the researchers and sponsoring institutions and how to reach them if there are questions/complaints.

· A statement of general purpose of the study, the topic that is being explored and what the research is supposed to find out.

· A description of the procedures involving the subject, including the purpose, nature, duration and frequency.  In other words, a step-by-step description from the subject's perspective.

· Describe any physical risks such as side effects, discomforts, inconvenience,  psychological, or social discomforts that might be attendant upon participation.

· If there are no known harms, this should be explicitly stated.  For example, "there are no known harms associated with your participation in this research".

· If your study has the potential to "upset subjects and/or identify distressed or disturbed individuals", you MUST make arrangements to mitigate such effects (for example: the University's  Counseling & Student Development Centre).  Describe the arrangements you have made.  A letter from the agency agreeing to provide the assistance should be appended.  

· Describe any recording devices to be used. 

· Explain the provisions you are undertaking for confidentiality and anonymity.  Will the data be confidential? Anonymous?  If so, what precautions will the researcher take?

For example:    "Confidentiality will be respected.  Data will be kept in a locked filing cabinet to which only the researcher has access.  No information that discloses your identity will be released or published without your specific consent to disclosure."

· Describe any benefits of the study.  If there are no potential benefits to the subject, this should be explicitly stated.  If there are anticipated benefits to society or a specific group within society, these potential benefits should be explained in a separate paragraph, so as not to confuse potential benefits to others with potential benefits to the subject.  Wording such as "You will not benefit directly from participation in this research" is suggested.

· Detail any remuneration plans.

· Statement that the subject has the right to refuse to participate or to withdraw from the study at any time and/or refrain from answering whatever question(s) he/she prefers to omit.

· Explain how subjects will receive new and updated information during the course of the research.

CONSENT USING TELEPHONE AND MAILOUT QUESTIONNAIRES

There are two situations in which sample consent forms, such as this would not be helpful, namely, telephone surveys and mail-out questionnaires.  We recommend that comparable information be used in each of these survey situations, but without the requirement of a signed consent form.

Telephone Surveys:

If an investigator is conducting a telephone survey, informed consent requires a verbal explanation of University affiliation, the purpose of the study, the fact that participation is voluntary, the amount of time commitment that is being requested, and the manner in which confidentiality or anonymity will be guaranteed.  

Any of the nine other items on the consent form that might be relevant should also be included.  All of this information can be provided briefly over the telephone, and respondents can give verbal indication of their consent to participate.  

For telephone surveys of this type, we request that the "script" that provides the above information be submitted along with the research protocol.

Mail-Out Questionnaires

The situation is similar in that a signed consent form is not necessary.  Instead, a covering letter should be provided that includes all the information ordinarily provided in a consent form.

It might also be useful to include a statement such as the following; "Your decision to complete and return this questionnaire will be interpreted as an indication of your consent to participate."

For questionnaires of this type, we request that the covering letter or alternative form be submitted along with the research protocol.


REPORTING REQUIREMENTS:

Once an Ethics Certification has been issued, the reporting requirements are as follows:

Final Reports: Upon completion of your study, a final report must be submitted to the REB.

Extensions or Renewals: Requests for an extension or the renewal of a protocol must be submitted in writing to the Chair.

Date:  03/2000
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