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WHY IS ETHICS REVIEW NECESSARY?tc "WHY IS ETHICS REVIEW NECESSARY?"
Research has the potential to produce many social and health benefits.  It also can present difficult ethical questions and situations.  Researchers and institutions bear a moral and professional responsibility to carry out research involving human subjects in such a manner as to respect and protect the dignity of these subjects.  In doing so, researchers and institutions also preserve a high social regard for the research endeavour itself.

This responsibility has been reflected in the 2003 Tri-Council Policy Statement on Ethical Conduct for Research Involving Humans (TCPS).  Canada’s granting Councils (CIHR, NSERC and SSHRC) wish to promote research that is conducted according to the highest ethical standards.  The Councils have therefore adopted this policy as their standard of ethical conduct for research involving human subjects.  As a condition of funding, they require, as a minimum, that researchers and their institutions apply the ethical principles and the articles of this policy, in all research where human subjects are involved.

In order to meet its professional responsibility and to comply with the Tri-Council Policy Statement, NSAC in 2000 adopted a policy and operating procedures which must be applied to all research involving human subjects.  The following guidelines have been adapted from Dalhousie University’s policy.  Researchers are also advised to consult the full Tri-Council Policy statement, which can be found on-line through www.pre.ethics.gc.ca .
WHAT KIND OF RESEARCH NEEDS ETHICS REVIEW?tc "WHAT KIND OF RESEARCH NEEDS ETHICS REVIEW?"
The Tri-Council policy provides the following definition of research: “a systematic investigation to establish facts, principles or generalizable knowledge”.  Research activities which require ethics review include:

1.
All research that involves living human subjects requires review and approval by a Research Ethics Board (REB) before the research is started, except as stipulated below (see section “What Kind of Research Does not Need Ethical Review?”).

2.
Research involving human remains, cadavers, tissues, biological fluids, embryos or fetuses shall also be reviewed by an REB.

3.
Researchers who intend to interview a human subject to secure personal information shall secure REB approval for the interview procedure used and shall ensure the free and informed consent of the interviewee.  REB approval is required for collection of information through personal interviews, including such means as face-to-face, telephone, videotaping or other electronic encounters, or individualized questionnaires, which the researcher uses to gather materials for such purposes as a biographical study or other research involving specific personalities.

4.
Research about a research subject which involves third-party interviews requires ethics review if the third party is approached for interviews or for access to private papers, to ensure that such approaches are conducted according to professional protocols.

5.
Research which involves the secondary use of data that was originally collected from human subjects for a purpose other than the research in question requires REB review to ensure that the proposed use does not contravene any stipulated conditions of the original consent, and that adequate provisions for confidentiality are maintained.

6.
REB review is normally required for research involving naturalistic observation of humans.  Naturalistic observation is used to study behaviour in a natural environment.  Because knowledge of the research can be expected to influence behaviour, naturalistic observation generally implies that the subjects do not know that they are being observed, and hence have been unable to give free and informed consent.  Due to the need for respect for privacy, even in public places, naturalistic observation raises concerns of the privacy and dignity of those being observed.  These concerns are accentuated if, for example, the research records permit identification of the subjects, or if the environment is staged.

NOTE: The Tri-Council Policy Statement requires that Institutions review all the human subject research (which qualifies under the above conditions) that is carried out by their faculty, staff or students, regardless of whether these individuals are acting as principal or co-investigator, and regardless of where the research is being carried out.  For any of the above instances, research projects must be subjected to ethics review:

· whether the research is funded or not

· whether the funding is internal or external

· whether the subjects are from inside or outside the institution

· whether the subjects are paid or unpaid

· whether the research is conducted inside or outside the institution

· whether the research is conducted inside or outside Canada

· whether the research is conducted by staff or by students

· whether the research is conducted in person or remotely (e.g., by mail, electronic mail, fax, telephone or on-line survey)

· whether the information is collected directly from subjects or from existing records not in the public domain

· whether the research is to be published or not

· whether the focus of the research is the human subject or a broader issue

· whether the research is observational, experimental, correlational or descriptive

· whether a similar project has been approved elsewhere or not

· whether the research is a pilot study or a fully developed project

· whether the research is to acquire basic or applied knowledge



WHAT KIND OF RESEARCH DOES NOT NEED ETHICS REVIEW?
WHAT KIND OF RESEARCH DOES NOT NEED ETHICS REVIEW?"

1.
Research involving naturalistic observation of participants in public events, for example, political rallies, demonstrations or public meetings should not require REB review since it can be expected that the participants are seeking public visibility.

2.
Research about a living individual involved in the public arena, or about an artist, based exclusively on publicly available information, documents, records, works, performances, archival materials does not require REB review.

3.
The secondary use of pooled data which cannot be traced to the original research subjects is generally not subject to REB review.  Where the data is in the form of individual records, REB review is necessary.

4.
Quality assurance studies, performance reviews or testing within normal educational requirements are also not subject to REB review.  Studies related directly to assessing the performance of an organization or its employees or students, within the mandate of the organization or according to the terms and conditions of employment or training, are also not subject to REB review.  However, studies that contain an element of research in addition to program assessment may need this ethics review.  Also, if a researcher anticipates potentially wishing to publish the results of such a study, they should contact the Chair of the NSAC REB to determine whether ethics review should be done.  Retroactive or post-hoc reviews are never carried out.
5.
The farming industry is a unique situation.  Ethical review is not normally required when a farmer is surveyed about the various operational aspects of the farming operation such as the types of crops he/she grows or the type of animals raised.  However, when the research project asks questions which solicit opinions about the operation or the industry generally, then, REB approval would be required.  In addition, projects that deal with controversial issues such as the misuse of pesticides or if the farmer’s participation in the project could lead to potential harm from a physical, social or economic standpoint, then, REB approval would be required. 

Whenever there is any doubt about the applicability of any of these conditions to a particular research project, researchers should consult with the Chair of the NSAC Research Ethics Board.

WHAT KIND OF REVIEW IS DONE?tc "WHAT KIND OF REVIEW IS DONE?"
The Tri-Council Policy Statement requires that Research Ethics Boards examine the scholarly merit in addition to the ethical acceptability of research protocols; “Because research involves advancing the frontiers of knowledge, its undertaking often involves uncertainty about the precise magnitude and kind of benefits or harms that attend proposed research.  These realities and the principle of respect for human dignity impose ethical obligations on the prerequisites, scientific validity, design and conduct of research” (see also Article 1.5, Section C2. TCPS).  It is the task of the Research Ethics Board to assess the potential benefits of research projects in relation to the attendant risk of harm to which research participants will be exposed.  For projects exceeding the threshold of minimal risk, or the risk of every day life, benefits must exceed risk in order for the research to be ethically acceptable.  Since the benefits of research can only be realized where the study design methodology and data analysis plans are adequate, the Board must be assured that this is the case for the protocols it reviews.

Research Ethics Boards take a ‘subject centered approach’ in evaluating the ethical aspects of research protocols.  Applications for ethics approval must therefore provide sufficient detail about the proposed research to enable the Board to gain a full appreciation of what kind of experience a research subject will have as a result of their participation in that research.  Details about the process of recruitment and consent, what the subject will be asked to do, how data will be obtained, how it will be reported and how it will be kept secure are needed for the Boards to conduct an adequate review.

SUBMITTING PROPOSED RESEARCH FOR ETHICS REVIEWtc "SUBMITTING A PROJECT FOR ETHICS REVIEW"
The process of ethics review for research involving humans is managed through the NSAC Research & Graduate Studies Office, under the direction of the Vice President (Academic). 

STEP 1.  DETERMINE WHERE TO SUBMIT THE SUBMISSION

All research requiring human ethics review that is conducted by full or part-time faculty, postdoctoral fellows, research associates, or staff, or by graduate students as part of a graduate student thesis, is reviewed by the NSAC REB Board.  The Board will review graduate non-thesis project research or undergraduate thesis research for review at the request of the NSAC REB subcommittees.

Undergraduate research, or non-thesis graduate student project research which presents less than minimal risk is required to be reviewed by the appropriate NSAC REB subcommittees: Social Sciences Course Subcommittee or the Sensory/Biological Course Subcommittee. 
The NSAC REB generally deals with social, behavioural, and cultural research in non-medical contexts, and with food related sensory studies.  Research that falls outside these areas will be directed to the appropriate Board at Dalhousie University or another institution by the NSAC REB.

STEP  2.  ORGANIZING THE SUBMISSION

An ethics submission consists of two main parts: the Ethics Application and Supplementary Documentation

The Ethics Application consists of the following:

· Research Ethics Board Checklist for Submission (print copy only)
· Confirmation of Supervisor’s Review form (if student project) (print copy only)
· Research Summary of the project

· Consent forms SEQ CHAPTER \h \r 1/information sheets/cover letters to be used
· Advertisements or telephone scripts that will be used to recruit subjects

· Surveys, questionnaires, interview scripts or focus group guides that will be used

These documents collectively should provide a complete and accurate description of the proposed research.  They are the primary documents used for the review.

Supplementary Documentation* includes any of the following that apply:

· contract agreements

· confidentiality agreements

· grant applications

· thesis proposals (e.g. ATC document)

· permission letters from agencies

·  SEQ CHAPTER \h \r 1For first time applicants to the REB - Certificate of Completion of the online “Introductory Tutorial for the Tri-Council Policy Statement:  Ethical Conduct for Research Involving Humans” http://www.pre.ethics.gc.ca/english/tutorial  (needs only be completed once - certificate will be kept on file for researcher)
*Note: These documents are used by the designated reviewers of the Board as reference material to ensure that there is consistency between the information in the ethics proposal and that in other documents pertaining to the research.  None of the documents can be substituted for the Research Summary.
STEP 3.  PREPARING THE ETHICS APPLICATION
The REB requires that researchers use the following format when preparing their ethics applications.  NOTE: Pages in the submission must be numbered sequentially, starting with the first page of the Research Summary and including all attachments.  This enables the reviewers to precisely reference their comments for revision purposes.

I
REB CHECKLIST
Researchers must complete the “Human Research Ethics Board Checklist for Submissions”.  Faxed signatures are acceptable.

II
CONFIRMATION OF SUPERVISOR’S REVIEW FORM


Graduate students must ensure that their Supervisor reviews their ethics application prior to submission and signs this form.

III
THE RESEARCH SUMMARY

1.
Title Page




Title


Title of the project




Applicant

Name, department, departmental mailing address, e-mail and phone number of principal researcher (in the case of a student thesis project, this is the student), credentials.



Degree program
[For graduate students]







Program title, Supervisor’s name, Department, e-mail and phone number.  The student should also indicate if this project is part of their thesis research, a comprehensive project or other kind of project.
Note: Where a student is employed as a research assistant for a faculty member’s project, the faculty member must submit the project for review and must indicate that the faculty member is the principal researcher.




Co-investigators
Names and affiliations of co-investigators (if any), credentials




Funding

Type of funding (contract/grant), Name of the funding agency (if any), Date of award




Peer Review
Nature and timing of peer review (if any)
2. Purpose of the Research Project

· why there is a need to undertake the study (including a brief literature review which illustrates the scholarly context for the work)
· what the objectives of the study are, and what (if any) hypothesis are being tested
· what the scholarly merit of the study is (what new knowledge will be gained)
· whether this is a pilot study or a fully developed project
3. Study Design and Research Methodology




General Methodological Details
· who will be conducting the research (e.g. principal investigator, student, interpreter) and what each of their roles will be

· what research instruments will be used (e.g. questionnaires, surveys), and if permission for their use is needed (from copyright holder) and if it has been sought

· what the anticipated duration of research project is
· for projects requiring sensory testing of food products, information such as details of food preparation, safe food handling processes, evidence of sanitation procedures, recruitment of subjects, project information forms, design of tasting procedure must all be included



Recruitment
· how many subjects are needed to achieve the study’s objectives, given the chosen methodology, and how many subjects will be recruited

· how subjects will be chosen (eligibility criteria, justification for exclusions)

· how subjects will be contacted (e.g. by referral, by advertisement)

· who will initially contact subjects and who will recruit them



Informed Consent
· how informed consent will be obtained (what is the process, who will be obtaining it, and where this will take place)

· what information will be given to subjects, and in what form*

· if ‘assent’ is to be sought from children or others who may be subjects but for whom a third party (parent or care giver) is providing actual consent, then the researcher should describe what criteria will be used to judge assent (or, conversely, dissent)



*If the researcher does not wish to use a signed consent form, justification for this must be provided here.  The researcher must indicate how this project meets the four conditions that are necessary in order for the Board to be able to waive the normal requirements for signed consent (see below - General Guidance on Informed Consent Process).



Subject Participation
· where the research will take place (description of the venue)

· what research subjects will be asked to do (including the number and kinds of tasks or activities, and the expected duration of each)

· what data will be taken/recorded (e.g., personal accounts, demographic data)

· how it will be done (e.g., videotaped or audio taped interviews, written notes)

· whether deception will be used, why it is needed, and how debriefing will be done

· whether there are any safety issues and how safety will be monitored and maintained during the research

· what the total time commitment of each subject is estimated to be

· whether or not the researcher will need to link data from several sessions, and how this will be done

· whether or not the researcher will wish to recontact subjects in the future and why

· whether or not subjects will be provided with the results of the study, or their own personal data, and how this will be done




Data Analysis
· justification for the chosen sample size in relation to the plan for data analysis

· what statistical or other methods will be used to analyze the results, reports and where (journals, reports to agencies, etc.)
· justification of the methodology used particularly in the case of mixed methodologies such as combination of qualitative and quantitative methods



Confidentiality and Anonymity
· how anonymity of the subjects will be achieved, e.g., whether the research venue will enable others to associate subjects with the study; any other limitations should be discussed (e.g. achieving anonymity is not feasible for focus groups)

· how confidentiality of the data will be achieved (where and how the data will be stored, who will have access to it, and when and how it will be destroyed)

· what the limitations are with respect to offering confidentiality (e.g,. the researcher may request that focus group subjects respect the confidentiality of shared information, but (s)he cannot guarantee it)


Researchers should indicate how this will be accomplished, how long will the data be kept and how it will be secured.
· what the implications are for confidentiality, with respect to how the information collected from subjects will be reported (e.g., is the information supplied by subjects so unique that the identity of the source can be inferred)

· the researcher should describe if they wish to offer subjects a waiver of confidentiality, indicating why they wish to do so (i.e., state how the use of names is necessary in reporting the data), and how it will be done (i.e. on the consent form)

· if quotations are to be used, the researcher should describe whether or not these will be attributed to individual subjects, and how permission for this will be sought.  Researchers should also indicate whether subjects will have a chance to view the text including their quotations before publication, and whether or not they may have them withdrawn, and any limitations (e.g., timing) that might affect this




Financial Information
· how subjects will be compensated (if at all) and/or reimbursed for expenses, and any limits that might exist for such reimbursement

· what compensation (if any) there will be for the researcher or others conducting the study

· a copy of the budget should be provided along with the name of the funding agency and the kind of funding arrangement (grant, contract) if the project is funded

· what, if any, is the commercialization potential for the outcomes of this research

4.
Potential Risk Posed to the Subjects*

· any anticipated or potential risks to the subject (including physical, emotional, psychological, social or economic)

· consideration of what risks might be posed at the community level (where applicable)

· how the researcher will mitigate the anticipated risks




* Note: Research can never be considered risk free to the human participant.  



5.
Potential Benefits for the Subjects
· outline personal benefits (not compensation) that subjects might directly experience as a result of their participation.  Indicate if there will not be any direct benefit.


6.
Potential Conflicts of Interest
· describe any potential conflicts of interest that pertain to the study, e.g., researcher(s) having financial interest in a company sponsoring the researcher, or in the outcome of the research itself.  Conflicts of interest may also arise in the form of relationships between researchers and subjects, for example, when a researcher/teacher wishes to recruit students from his/her own class into a research project, or a physician wishes to recruit his/her own patients.

· describe how these conflicts will be managed

IV 
 SEQ CHAPTER \h \r 1ACHIEVING INFORMED CONSENT


General Guidance on the Informed Consent Process
The conduct of research involving human subjects requires that subjects are provided with the opportunity to give informed consent with respect to their participation in the research.  In practice, this is generally achieved through the use of a consent form  SEQ CHAPTER \h \r 1or cover letters (often accompanied by information sheets) which is provided to research subjects before the start of research.  This document must provide research subjects with sufficient information about the research to ensure that they understand the procedures in which they will be involved, and the risks and potential benefits of the research.  It must also inform them of their rights with respect to participation, i.e. that research participation is voluntary and that they have the right to withdraw at any time, or decline to answer any question if they so choose.

 SEQ CHAPTER \h \r 1Consent forms are used with interviews, taste panels, and focus groups.  Cover letters are 

used with mail surveys and telephone interviews.  Often an information sheet is used to provide the details about the project and the consent form/cover letter covers the highlights of the project and provides the details related to confidentiality, risks and benefits, and contact information.

· It is recommended that consent forms/cover letters be written for a Grade 8 level of comprehension taking into consideration the reading level of the subject.  The researcher must ensure that the information provided to research subjects is presented in a manner that is easily and comprehensively understood.  The language and terminology used in describing the research must clearly convey, without the use of technical jargon, the objectives and methodology of the research project, and the risks and benefits to the research subject.  MSWord provides a ‘readability level’ feature as part of the grammar check.  Researchers are encouraged to use this to check the text of their consent form.

· 
When more than one group of subjects will be involved, researchers should prepare a separate consent form which describes specifically the kind of involvement of each group.  For example, if some individuals participate in interviews and others in focus groups, each should have a distinct form.

· 
It is sometimes advisable to provide a copy of the form to subjects in advance, with complex studies and/or lengthy consent forms, or where the study poses significant risks to subjects.  This allows subjects the opportunity to consider it carefully before the actual time when consent will be obtained, and perhaps also have an opportunity to discuss it with family members or their doctor.

· 
Where diminished capacity to consent exists, special measures are needed.  Where it is not clear that potential subjects have the capacity to provide informed consent, or if the research subjects are of a population recognized as having diminished capacity to provide informed consent (e.g., children, adults with mental disabilities), informed consent must be obtained from an individual who bears responsibility for decisions concerning the well-being of the subject (e.g., parent, guardian, care giver).  Where the subject is able to provide assent for the research (i.e., express their willingness to participate at the time of conducting the research), this should also be sought.  Researchers should provide a description of the criteria that they will use to judge assent/dissent of a subject in the protocol that they submit for review.

· 
The process of consent is not limited to the initial discussion or a signature on the consent form.  During the course of the research, new information about the study, or knowledge regarding the risks of the procedures may be learned which should be disclosed to subjects.  It is the responsibility of the researcher to ensure that this is done.




Note: New information about identified risks and steps to reduce the risk must be presented to the NSAC REB Board for approval

· 
Written consent is not always needed or appropriate.  In some very specific instances, written and signed consent forms may not be culturally appropriate or possible, or may actually constitute a risk to research subjects. It is also difficult to obtain written consent for telephone interviews.   In these cases, oral consent may be appropriate and the procedures to be used in obtaining it should be documented by the researcher, and the reasons why written consent is not appropriate should be stated in the research protocol.  In accordance with the Tri-Council Policy Statement, there are specific situations where the Research Ethics Board may waive the requirement for obtaining informed consent (written or oral).  This may only be done where the following four conditions all pertain to the research.

· where the risks to subjects are minimal

· where the research could not be carried out if obtaining consent was required

· where no therapeutic invention is involved in the research

· where the waiver does not violate the rights or well-being of the subjects



The researcher must establish that these four conditions exist for the REB to grant such a waiver.

· 
Consent forms should be drafted such that the research subject is referred to in the second person (i.e., “You are invited...”  “You will be asked to...”).  This is varied by the inclusion of a signature which is italicized in quotes, which explicitly informs the subject about the significance of their signature (see below).

· 
Subjects must also be provided with a copy of the consent form for their records (including a copy of the signature page which may indicate specific permissions).

  IV A
THE CONSENT FORM (for personal face to face interviews or focus groups)


In preparing a consent form the following headings should be used, as indicated in bold:

1.
Title Page


The title page and the signature page must be on letterhead which is appropriate to the Principal Investigator’s affiliation



Title - study title, simplified if appropriate.  This title must also appear on the signature page




Local Principal Investigator - name, affiliation, departmental address, telephone, and e-mail and his/her credentials

If a student thesis: The student is the Principal Investigator and this should be indicated





Program





Supervisor - name, affiliation, departmental address, telephone, e-mail





Co-Investigators - (if any) names and affiliations



Contact Person - name, departmental address, telephone, fax, e-mail. A statement should be included which encourages subjects to use this contact to seek information or assistance about the study at any time.

2.
Introduction
The introduction should clearly describe the project as a research study affiliated with NSAC, and should indicate to prospective subjects that participation is voluntary and that their ability to withdraw at any time without negative repercussions is assured.  The following is an example of what might be contained in the introduction:


“We invite you to take part in a research study being conducted by [principal investigator’s name] who is a [professor/graduate student] at the Nova Scotia Agricultural College as part of his/her [name of program - if applicable].  Your participation in this study is voluntary and you may withdraw from the study at any time [in the case where students or employees are potential research subjects, assurance must be given that their performance evaluation will not be affected by their decision not to participate].  The study is described below: This description tells you about the risks, inconvenience, or discomfort which you might experience.  Participating in the study will not likely benefit you, but we might learn things that will benefit others.  You should discuss any questions you have about this study with [the people/person, by name, who explain(s) it to the subject].”

3.
Purpose of the Study



This section explains to the subject the reason for the study, and what the researcher hopes to achieve.  It should provide enough information so that the intent of the study is clear, without biasing their participation in the study.

4.
Study Design



This section briefly describes, in lay language, the kind of study that the research represents.  If there is to be deception or incomplete disclosure of the purpose of the study for any reason, subjects should be told that they will be given additional information about the study after their participation is complete (i.e., a debriefing).

5.
Who can Participate in the Study



Explain the conditions for involvement in the study.  The language used should be simple and direct... “You may participate in this study if you are...”.  Any conditions which exclude a subject from participation must also be listed here.  If any screening activities are planned, these should be described.

6.
Who will be Conducting the Research?



This section should identify the names and roles of the various people who will be involved in the research.  This would indicate the Principal Investigator, and any technical or administrative staff that the research subject may be dealing with.

7.
What You Will Be Asked To Do



All the study procedures must be stated clearly and in sufficient detail that the subject can understand what will be expected of them.  The location, frequency/number and length of visits, types of procedures (focus groups, interviews) and the overall estimated duration of the study must be included here.  This description should only include the activities that the subject will experience.  Where several groups of individuals will take part in different components of the research, separate consent forms should be developed for each group to keep the description simple and specific.

8.
Possible Risks and Discomforts



This should include all anticipated adverse events and the probability of occurrence (if known) for any of the procedures used in the study.  This refers both of discomfort associated with physical procedures (e.g., stress tests) as well as the possibility of emotional or psychological distress that could be caused by interviews or survey contributions.  Where there is a possibility of economic repercussions, damage to relationships, or loss of anonymity, these should be described.  The steps which will be taken by the researcher to minimize these risks should be stated.  In some instances, risks may exist for communities associated with the study (stigmatization, community discord).  These should also be discussed.  Researchers can not categorically state that there is ‘no risk’ associated with a study.  This suggests a guarantee which is not possible given the inherent uncertainty involved in research.  However, potential risks should not be overstated, nor should threatening or frightening language be used.  Where the harms or discomforts are no greater than those that are related to common experiences of everyday life, they may be described as ‘minimal’.  It is never appropriate to limit the responsibility of the researcher by requesting a waiver on the part of subjects.

9.
Possible Benefits



Describe any potential benefits that the subject may derive from their participation in the study.  Where there are no anticipated direct personal benefits to subjects, this should be explicitly stated.  More altruistic  benefits (e.g., contribution to knowledge) should be realistically assessed (i.e., not overstated); it should be clear that these benefits are not guaranteed.

10.
Compensation/Expense Reimbursement



If subjects are to be compensated and or reimbursed (e.g., parking, transportation costs) for their participation, the full extent of this compensation should be clearly stated and how it is to be done should be described.  Upper limits to this compensation should be explained.  Where subjects are to be compensated for participation, it should be clear that withdrawal from the study before the completion of their participation will not jeopardize their being compensated.

11.
Confidentiality and Anonymity



It is the responsibility of the researcher to safeguard the anonymity of subjects and the confidentiality of the information that they provided. Preserving anonymity refers to the steps undertaken to avoid identification of the residents.  Confidentiality refers to the steps taken to ensure security of the data.  The way in which this will be done should be described here.




Anonymity   Researchers should indicate the way in which the anonymity of subjects will be achieved.  Where it is not possible to protect a subject’s anonymity (e.g., when they are part of a focus group) this limitation should be described.  Subjects should be told that they will not be identified in any reports or publications (unless specific permission has been obtained).




Confidentiality   Research subjects should be informed how the data will be treated (aggregated, coded) and stored (e.g., locked file cabinet, password protected on a computer), and who will have access to it.  Care must be taken that this is described clearly and in terms that are easily understood.  In addition, the limitations of these safeguards should be clear.  As well, if it is necessary that a subject’s academic or other personal records must be accessed as part of the study, when the subject joins the study or in the future, this must be stated, and permission sought.

Data retention   Researchers must indicate how long and in what form data will be retained.  For example, tapes may be destroyed once they have been transcribed.

12.
Questions



Subjects must be provided with a means of having their questions about the study addressed.  In addition, subjects should be assured that they will be provided with any new information which might affect their decision to participate in the study.

13.
Summary



If the protocol is a complicated one, a simple summary might be helpful.  Subjects should also be told that they will receive a copy of the consent form for their records.


14.
Problems or Concerns



The following statement must be included at the end of every consent form:  “In the event that you have any difficulties with, or wish to voice concern about, any aspect of your participation in this study, you may contact  Steven Dukeshire,                         Chair of the NSAC Research Ethics Board (902-893-6699) (e-mail sdukeshire@nsac.ca).”

15.
Signature



The Consent Form should be signed and dated by the research subject or by the person authorized to sign on behalf of the research subject (e.g., a parent or care giver).  In the latter instance, the subject’s name must also be clearly indicated.  The form should also be signed and dated by the person obtaining the consent.  The following statement can be used:  “I have read the explanation about this study.  I have been given the opportunity to take part in this study.  However, I realized that my participation is voluntary and that I am free to withdraw from the study at any time.”  It should be clear, from the format of the page that “I” refers to the research subject.



Explicit consent must be sought from subjects for the following, where applicable:





a.
audio taping and videotaping





b.
recontacting for future phases of research or other studies





c.
use of substantial direct quotations





d.
waiver of confidentiality




Consent for each of these should be indicated with a separate signature line.



When requesting a waiver of confidentiality, the researcher should explain in their research summary why this is being sought.




A copy of the entire consent form (including the signature page) should be given to the research subject.




A witness signature is not generally required.

IV B
COVER LETTER (for mail questionnaires or to solicit interviews)
It is standard practice with mail questionnaires to send cover letters rather than consent forms.  However, the information contained in the cover letter is very similar to that contained in the consent form. A cover letter tends to be more personal and friendly.  It is important that the letter be well organized since headings are generally not used. Researchers may also choose to shorten the cover letter to cover the key ideas and then attach an information sheet (using headings) to provide more details:

Regardless, the cover letter should provide the following information:

- invite the person to participate in the project

- explain who is being invited to participate

- state the purpose of the project

- discuss both societal and personal benefits

- indicate the study design and explain what the person is asked to do

- clearly state the risks and steps to reduce said risks

- discuss steps to protect confidentiality/anonymity

- provide contact information

- indicate how long the questionnaire/interview will take to complete

V
RECRUITMENT INSTRUMENTS
Where the researcher is using posters or advertisements to recruit subjects, copies of these should be included in the submission.  If a web site is being used to recruit subjects, the researcher should provide the URL address for the site.  Where telephone contact is being made to do the initial recruitment of subjects, telephone scripts which will be used for this purpose should be provided.

VI
RESEARCH INSTRUMENTS/GUIDES
Where the researcher is going to use questionnaires or surveys, copies of these must be included.  Where the researcher will be interviewing subjects, or conducting focus groups, the guides that will be used should be provided.  Even with open-ended interviews, the researcher should provide a description of the opening questions and kinds of prompts that might be anticipated for use in these interactions.  Where the research design includes a progressive involvement of subjects in the development of research instruments (e.g., a focus group will be held to develop a questionnaire) then, these can be submitted for review as they are developed.

STEP 4.  PREPARING THE SUPPLEMENTARY DOCUMENTATION
The researcher should obtain and include the required numbers of copies of any research grant proposal/applications, research contract, confidentiality agreement or thesis proposal which is related to the research in preparing their submission.  Also, if in order to conduct their research, the researcher requires permission of any agency or individual (e.g., school board, company), the researcher should indicate how permission is being sought and agree to forward written evidence of this permission when it is obtained.

STEP 5.  DELIVERING THE ETHICS SUBMISSION
For faculty and graduate students:


The researcher should submit:


1.
Seven (7) complete copies of the Ethics Application plus an electronic copy (MS Word format only), including:



- Checklist for submission



- Confirmation of Supervisor’s Review (as applicable)



- Research Summary



- Consent forms/cover letters


- Recruitment instruments (as applicable)

- Research instruments - surveys, questionnaires or interview questions (as applicable)


2.
One (1) copy of Supplementary Documents, including contract agreements, confidentiality agreements, grant applications, thesis proposals, letters of permission.




to: NSAC Research Ethics Board




c/o NSAC Research & Graduate Studies Office




Nova Scotia Agricultural College




P.O. Box 550, Truro, NS B2N 5E3



on or before 4:30 pm on the monthly deadline date for REB submissions.  The NSAC REB will meet within two weeks of the monthly deadline.  The results of the REB deliberations will be sent a minimum of a week after the meeting.  
THE REVIEW PROCESS
THE REVIEW PROCESS"

Full reviews are carried out at monthly meetings of the REB, and are conducted on all protocols which have been submitted before the monthly deadline (approximately 2 weeks before the meeting).
Most protocols undergo one or more rounds of revision before approval being granted.  If revisions are quite minor, these can be carried out quite quickly in an expedited fashion.  However, researchers should allow at least 6 weeks for the review process to be completed (although it may be completed in less time).  Researchers will receive a response from the Board within a week after the meeting of the REB. Therefore, researchers need to take into consideration when planning the research project that it will be at least two weeks before they hear from the REB after submitting the documents. 
APPROVAL LETTERStc "APPROVAL LETTERS"
When the final approval has been obtained, researchers are notified by e-mail (student supervisors are copied this correspondence).  This is followed by a formal letter listing the terms of the approval.  For funded research, copies of the approval letter are forwarded to the Research & Graduate Studies Office whereupon they may authorize the opening of research accounts for projects where funding has been awarded ‘pending ethics approval’.  Where the project is being submitted by a graduate student, a copy of the approval is forwarded by the NSAC Research & Graduate Studies Office to the Faculty of Graduate Studies, Dalhousie University.  Ethics approvals are issued for a period of 12 months only.
ANNUAL REPORTStc "ANNUAL REPORTS"
Researchers must submit an annual report for REB review to the Chair of the NSAC Research Ethics Board in order to have their approval extended past the initial 12 month period.  Researchers are notified in writing in advance of their 12 month approval expiring, and are provided with an Annual Report form which they must complete, before the expiry of their initial approval.  Should a research project be completed before the 12 month renewal date, the researcher must contact to the Chair of the NSAC Research Ethics Board and complete a final report.  This process is repeated each year until the project is finished.

POST-APPROVAL AMENDMENTStc "POST-APPROVAL AMENDMENTS"
Any changes made to either the research protocol (including changes to the study design recruitment method, study population, surveys, questionnaires, or interview formats), or the consent form must be submitted for REB review before their implementation.

Researchers seeking an amendment should submit two (2) copies (and an electronic copy in MS Word format) of the following:

1.
A letter briefly describing the changes that the researcher wishes to make, and why (s)he wishes to make them.  The letter should describe the impact of the change on the study objectives, methodology, and data analysis.
2.
Any changed documents associated with the study (e.g., recruitment tools, study instruments, consent forms), with the modifications highlighted for comparison with the original versions on file.


If the proposed amendment requires revision, or if  further information is needed, the researcher will be notified in writing.  Once the amendment is approved, the researcher is provided with an amendment approval letter.

ADVERSE EVENTStc "ADVERSE EVENTS"
Should any adverse events occur in relation to a research project involving human subjects these must be brought to the attention of the Chair of the Research Ethics Board or the Vice President Academic within five days.  Adverse events could include:

· complaints or expressions of concern regarding any aspect of the research on the part of research subjects 

· claims regarding lapses in confidentiality or

· a negative reaction of a research subject to procedures or interventions used in the research 

STUDY COMPLETIONtc "STUDY COMPLETION"
Upon completion of a study, researchers are required to notify the Chair of the Research Ethics Board and to fill out a final report.  The report form is available on the Ethics website and generally includes a short summary of the results of the study.

APPEALING A REJECTED PROPOSALtc "APPEALING A REJECTED PROPOSAL"
On rare occasions, the Board and the researcher may fail to reach agreement about ethical aspects of a research project.  The Board may then reject the proposal, and in doing so, must provide the researcher with written documentation of the reasons for this rejection.  When a submission is rejected, the researcher may, under certain circumstances, appeal this decision.  For details of the appeal process, the researcher should contact the Chair of the Research Ethic Board.

FREQUENTLY ASKED QUESTIONS
1.
Can I do my research without getting consent from my subjects?
The Research Ethics Board may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirement to obtain informed consent altogether, provided that the REB finds and records ALL of the four following conditions apply to the research:

· The research involves no more than minimal risk to the subjects

· The waiver or alteration is unlikely to adversely affect the rights and welfare of         the subjects

· The research could not practicably be carried out without the waiver or alteration

· The waivered or altered consent does not apply to the use of a therapeutic intervention

One example of circumstances where it might be appropriate to waive the requirement for informed consent, would be where naturalistic observation of human behaviour is being undertaken in a public setting.  However, the researcher would still be required to submit the research for ethics review and demonstrate that all four of the necessary conditions listed above are fulfilled.

The definition of minimal risk which guides the REB in making this determination is as follows:

The probability and magnitude of possible harms implied by participation in this research are no greater than those encountered by the subject in his or her daily life.
Again, the researcher must justify the need to waive the requirement for consent in their ethics submission.  The REB will also require that, whenever possible and appropriate, subjects will be provided with additional pertinent information after participation (i.e., a debriefing).

2.
If I need to get consent, can I use oral consent instead of a consent form?
Evidence of free and informed consent by the subject (or authorized third party) should ordinarily be obtained in writing, using a consent form.  For many people in our society, a signed statement is the normal evidence of consent. However, for some groups or individuals a verbal agreement is evidence of trust, and a request for signature may imply distrust.  Similarly, certain circumstances relating to the nature of the research, or the environment in which the research is taking place, may mean that a consent document bearing the signature of the subject may put the subject at risk, for example, of political or social reprisal, or even physical harm.  A number of options are available to researchers in these situations.

· The research subject can be given a consent letter which provides all the information that would normally be in a consent form which the subject may keep (or destroy as (s)he wishes), and which does not require a signature.  After reading it and having any questions or concerns addressed by the researcher, the subject would verbally state his/her desire to participate.  The researcher would document that oral consent has been obtained for the data collected in that interaction.  This may be done with a notation, or in the case of a taped interview, by including the consent process in the taping.  Where recording the name of the subject poses a risk, the written notation by the researcher should not include the name.

· The researcher can obtain consent orally and document that oral consent was used.  This might be done in a situation where the literacy level of the subject might impair his/her ability to comprehend a written letter.  Using a prepared script as a guide ensures consistency in providing subjects with the necessary information.  A copy of the script should be included in the ethics submission for review.

NOTE: In all cases where the researcher wishes to use a form of non-written consent, the researcher must justify his/her reasons for doing so in the ethics submission.  The above procedures should be considered as exceptions to the normal practice of obtaining written consent.  Simple preference for non-written consent, expressed by the subject, is not a sufficient justification for its use.

3.
I am sending out a questionnaire/survey.  Do I need a signed consent form?
The Board views the act of returning a completed questionnaire or survey, by the respondent, as an indication of their consent to participate.  However, the Board requires that the information that would normally be encompassed in a consent form be conveyed to the subject in the form of an Information Letter which should be attached to the front of the questionnaire.  Contact information should be included so that if respondents have questions that they wish to ask about the study, they can have them answered before their decision to participate.  There should also be instructions to the subject to read and keep this information letter, and not to write his/her name on the questionnaire.  If code numbers are being used to link the response to identity, this should be explained in the letter.

4.
My project involves the use of a diagnostic test.  What do I need to tell my subjects?
If the research involves the use of a diagnostic test that indicates the possible presence of a disorder or disease condition, it is the responsibility of the researcher to inform the participant, or with the participant’s permission the participant’s care giver, that the test has the capacity to measure this condition/disorder.  The information given to the participant should include advice on how to obtain counsel/assistance if the subject has the disorder/disease condition.  This responsibility holds true even if the diagnostic test does not constitute a definitive or comprehensive clinical diagnosis.  In such a case, the information given to the participant should reflect the degree to which the diagnosis may indicate the presence of the condition.  The researcher should include, in his/her submission to the REB a disclosure form ( indicating that the participant has been properly informed of the nature of the test and possible implications), and whether plans for follow-up are sufficient and timely.

5.
Can I use a translator if I do not speak the language of my research subjects?
The requirement for free and informed consent should not disqualify research subjects who are not proficient in the language used by the researchers from the opportunity to participate in potential research.  Such individuals may give consent providing that one or more of the following are observed, as appropriate to the research context:

· an intermediary not involved in the research study, who is competent in both of the languages used by the researchers and the subjects is involved in the consent process

· the intermediary has translated the consent document or approved an existing translation of the information relevant to the prospective subject

· the intermediary has assisted the research subject in the discussion of the research study
· the research subject has acknowledged in his or her own language that he or she understands the research study, the nature and extent of his or her participation, including the risks involved, and freely gives consent

The researcher should be aware of the implications for confidentiality of the involvement of a translator.  These need to be pointed out to subjects during the process of obtaining informed consent.

6.
I need to be able to link subjects to the data they provide me.  How do I preserve their anonymity as subjects in this research?
Sometimes it is necessary for a researcher to be able to identify which individuals have provided specific data.  This may occur when subjects are interviewed or surveyed a number of times, or if they participate in a number of different aspects of a project.  By assigning each subject a code number which is used to identify their data, researchers can maintain a subject’s anonymity.  A key, which links subjects by name to their assigned code numbers should be kept securely and not in close proximity to the data.   Clearly, this sort of anonymity is limited, in that the researcher will know the names of the individuals who have contributed and the content of their information.  However, the main concern regarding anonymity relates to whether the subject is identified by others as a participant.  Full anonymity is achievable only through the use of ‘remote’ data collection techniques, such as uncoded questionnaires, or collection of data using the internet).

7.
Can I use direct quotes from my research subjects?
When a researcher wants to use direct quotes from subjects, (s)he must explicitly request permission to do so using a signature line on the consent form.  The researcher must also devise a plan whereby subjects who are quoted at some length are given the opportunity to examine the text where their quote appears for accuracy and correct interpretation by the researcher.  How this will be done needs to be described in the researcher’s protocol and to the subjects in the consent form.  Using direct quotes from a subject may make it impossible to keep his/her identity

anonymous, even if names are not used, due to the uniqueness of knowledge which that particular individual may be providing.  Where there is a possibility that individuals may be identified through the use of quotations, the risk of their being identified must be disclosed to them in the consent form.

8.
I want to hold a focus group.  What do I do about confidentially?
While it is the researcher’s responsibility to safeguard the privacy of subjects by keeping their participation anonymous and their data confidential, some methodologies place limits on what can be achieved with respect to these.  Focus groups, or other kinds of group interactions, are one obvious example of this, and there are several measures that researchers should adopt to deal with confidentiality in these situations.  Researchers should routinely request that subjects participating in a focus group respect the privacy of other subjects by keeping subject identities, and any information that they hear, confidential.  Where particularly sensitive issues are to be addressed or personal information is to be shared, researchers are encouraged to ask subjects to sign a simple confidentiality agreement which will underscore the need for non-disclosure of information shared by the group.  Also, the consent form which is used for focus group subjects should clearly indicate the measures that the researcher is taking to preserve confidentiality, and also the fact that the researcher cannot guarantee that other group subjects will respect the request to maintain confidentiality.

9.
I am a co-investigator on a project at another University.  Do I need to have it reviewed at NSAC?
Yes, regardless of the location of the research, if you are a NSAC faculty member, staff member, or student, and you are involved as an investigator in a human subject research project, you will need to get human ethics review through the NSAC REB.  This is a requirement of the Tri-Council Policy Statement.  The only exceptions to this are projects carried out in association with other universities where NSAC has agreements to accept these reviews.

Whether a project is sent for expedited review is determined by the NSAC REB Board.  Expedited reviews are carried out on projects which present no more than minimal risk for subjects, which do not involve a vulnerable population, where the application does not present novel aspects which have not previously been reviewed by the Board and where the subject matter of the research is not particularly sensitive.

10.
Can I submit my research project for ethics review if I do not yet know whether it has been funded?
Generally, if a research project is contingent on being funded, the NSAC REB will only review it after it has received a notice of award. However, the REB will review unfunded applications where the agency requires notification of ethics approval before making an award.  Letters confirming that a project has been submitted for ethics review can be obtained from the Chair of the REB.

SPECIFIC BOARD POLICIEStc "SPECIFIC BOARD POLICIES"
Research involving secondary use of data
Research involving secondary use of data presents special challenges, both for researchers seeking access to such data and for Ethics Boards who are tasked with ensuring that issues of consent and confidentiality are appropriately addressed on behalf of the individuals from whom such data was originally obtained.

The practices of Research Ethics Boards are governed by the Tri-Council Policy Statement which deals with this issue in Section 3C.  Specifically Articles 3.3, 3.4, 3.5 and 3.6 of the TCPS deal with the ethical aspects of secondary use of data.  The following discussion reflects the Dalhousie Health Sciences REB  interpretation and application of these guidelines.  The NSAC REB’s view is consistent with this interpretation.


1.
Secondary use of data refers to “the use in research of data contained in records collected for a purpose other than the research itself.”
Examples of this would include patient records, school records, administrative records of government or other agencies.  The Board also considers the use of research data that was collected for one project, when it is being contemplated for use in a different project, as secondary use.  In these instances a ‘new’ project would be one in which the data is to be used to address research objectives, or answer research questions, which are substantially different from those of the original study.  The definition of secondary use would not apply to a re-analysis of the data which is clearly within the scope of the original study, and which would not violate the conditions of consent which applied to the original collection of the data.


2.
Secondary use of data where names have been removed, but the data is still in the form of individual records
The Tri-Council Guidelines state that REB review is only needed where ‘identifying information’ is involved in the data that will be used in the research.  However, it is clear that, for some data, the simple removal of a name, or the substitution of a code number for the name, does not remove the possibility that an individual may be linked to the data This may occur by virtue of the specificity of information about the individual that resides in the data (e.g., a highly detailed demographic profile), or the uniqueness of knowledge that is provided by individuals (e.g., detailed accounts of unique experiences).  Where individual records exist in the form of a database, the potential or subject identification is increased when the intent of the researcher is to link two or more databases, with the result that individual profiles may emerge.  This is especially true of longitudinal databases that track individuals through time, with the result that unique historical sequences could emerge identifying individuals.

As a result, the REB requires that any research which uses individual records, even if the obvious identifiers (e.g., name, health card number) have been removed, replaced or encrypted, be submitted for ethics review.  This provides an opportunity for the REB to assess what the risks are to confidentiality or privacy of the original subjects, as well as to address issues of consent.  Sufficient information about the types of data that will be used, and how it will be reported must be submitted to the REB to support such an assessment.


3.
The requirement for consent for secondary use of data
In some cases, researchers can anticipate that future use of data, that has been collected for a given purpose, might be desired (e.g., for a graduate student whose project might be examining a different aspect of the data than that addressed by the researcher).  In such a case, if this ‘secondary’ use can be described in such a way so as to provide sufficient information to the subjects about it, then it should be included in the original consent form.  Alternatively, the researcher can request permission in the original consent form for the student to recontact the subjects to get a consent for secondary use.  This is only feasible where it is possible to link subjects to their data, so that this secondary consent can be acted upon.

Where researchers can demonstrate that the four conditions have been met for waiver of consent, namely:
· the research presents no more than minimal risks to the original subjects;

· the waiver is unlikely to adversely affect the rights and welfare of the subjects;

· the research could not practicably be carried out without the waiver; and

· the waivered consent does not involve a therapeutic intervention,
then, there is no requirement for consent to be sought from original subjects.  In making a submission to the Board, researchers seeking a waiver of consent need to support their assertion that these four conditions have all been met in their protocol.


4.
Proxy consent for use of existing data
Sometimes, where all the conditions for waiving consent do not apply for a given project (e.g., the project represents more than minimal risk for subjects), but it is impossible or infeasible to recontact the original subjects to get consent for use of previously collected data, the Board will accept a plan for ‘proxy consent’.  In such cases, the researcher may identify a small group (5-10) of individuals who might reasonably be expected to have the same interests and concerns of the original population of subjects.  These individuals are then asked to review the research and then asked to consider whether they would be agreeable to having their data used for the ‘secondary’ purpose, had they provided the data for the original study.  In picking a ‘proxy’ group, the researcher must be careful to match the relevant characteristics of the original subject population with respect to such things as age, gender, health status (especially where the original subject group had particular clinical characteristics).  The plan for obtaining proxy consent should be included in the Research Summary part of the ethics submission and should include:

a description of why proxy consent is needed; a description of who will be asked to give proxy consent, and how many people will be involved; a description of how it will be arranged; and a statement of intent with respect to reporting the results of proxy consent to the Board before data use.
A strong majority (e.g., 8 out of 10 minimum) of those approached for proxy consent must be willing to give such consent in order for the Board to approve the use of the data.

INTERNATIONAL RESEARCH
In cases where research is to be conducted outside of Canada, ethical issues often arise to the social or political circumstances which exist in the community or country where the study is to take place.  Issues of safety (both of the researcher and of subjects) are of concern to the Board in countries where conflict or instability exists.

The Board requires that, in preparing his/her ethical submission, the researcher provide a discussion of the cultural, political and social factors which might relate to the subject or conduct of the research in the country where the study will take place.  This description should indicate the ways in which the study might pose risks, due to these factors, both to the researcher or to his/her subjects.  Then, the researcher should indicate how (s)he intends to mitigate these risks, and the measures that (s)he will take to ensure the safety of both the subjects and themselves.  A thoughtful, credible, presentation of the risks and the steps being taken to deal with them is more favorably received by the Board than attempts to underplay or treat such risks in a dismissive fashion.

While researchers are bound to adhering to the principles underlying the requirements for informed consent, the Board recognizes that the traditional signed consent form may not be appropriate, or even desirable in some countries (e.g., where a signed form may, itself, create a risk for subjects).  In such cases, oral consent, accompanied by a letter of information which may be kept or discarded by subjects, may be more suitable.  In such cases, the Board requires that the researcher describes the cultural reasons dictating such a variation from the standard of signed consent.

Cultural factors may have a bearing as well on what the appropriate recruitment methods and compensation arrangements might be for a given study.  The researcher should address this also.

The Tri-Council Policy Statement also requires that researchers adhere to any local requirements for ethics review, or any ethical codes that might apply (e.g., research involving patients in a local hospital may need review by that institution).  These requirements should be investigated and presented by researchers in their ethics submissions to the Board.

Any local permissions (e.g., for access to school children through a teacher) must also be considered and planned for.  While these permissions do not need to be submitted at the time of the original ethics submission, a copy should be provided to the Board when they are acquired.

Conducting research in a foreign country requires a significant amount of planning, and researchers are advised to allow sufficient time for it.

PHASED REVIEW OF COMMUNITY-BASED RESEARCH
In conducting an ethics review, the Board must have the opportunity to examine the instruments which the researcher plans to use, in order to have a clear understanding of the kinds of information that are sought, and the ethical issues that might relate to this information.  This review must take place before the instruments are used.  However, projects for which, because of the way they are designed, it is impossible to include all the research instruments in advance of the project commencing are possible.  Qualitative research projects including community participation sometimes involve a number of steps, which build upon each other for the express purpose of developing the research instruments.  For example, researchers might wish to hold a focus group with community members, with the intent of collecting the information as data, but also to collect input into the development of a questionnaire to be used at a later date.

In order to accommodate these sorts of projects, the Board has developed a process called “phased review”.  This process involves the initial review by the Board of all aspects of the project which can be presented at the outset of the project (as outlined in these guidelines), and a plan for submission and review of later components.  The following is a step-wise description of how this review might proceed.


STEP 1 - initial review

· The researcher prepares a protocol presenting the rationale and scientific context for the entire study, and describing the research plan in phases (i.e., Phase 1, Phase 2 ,etc.)

· The protocol should indicate which phase is being submitted for review and approval at the time of submission.  NOTE: The Board can only review and approve that portion of the study for which all necessary documentation is available (i.e., recruitment instruments consent forms, research instruments).  These must be included in the submission.

· The protocol should also indicate how the researcher intends to submit future phases for review.


STEP 2 - ongoing review

· At the completion of that portion of the research for which approval has been received, and before advancing to the next phase, the researcher should submit the next phase(s) of the study for review.

· This submission should include: a letter briefly describing the progress of the earlier phase(s), a description of the details of methodology for the next phase(s), any instruments or consent forms to be used in the next phase(s).

A simplified version of the above phased review can be undertaken when it is possible, in the initial submission, to provide details of all phases of the study, other than research instruments which are being developed in the early parts of the study, for use in later parts.  In this situation, the researcher need only submit the instrument (with an explanatory cover letter) for review when it has been developed, and before its use.

Phased reviews are only conducted when the need to do so is dictated by contingencies within the study design.  Piece-meal submission of a protocol which could be submitted as a whole is not appropriate.

PILOT WORK VS. PILOT STUDIES
The Tri-Council Policy Statement requires that human subject research projects that are defined as “pilot studies” undergo ethics review.  However, researchers often engage in what might be called ‘exploratory’ investigations of methodology that do not appear to constitute a pilot study, per se.

The following criteria have been established by the Board and are used in determining whether or not a given activity constitutes a pilot study.

· A research plan (even if it is rudimentary) is being followed e.g., a discrete set of questions has been developed to be used in a survey fashion, or a series of physical or behavioural manipulations will be followed repeatedly with a number of subjects (even if it is only a few individuals)

· The application of the plan, and collection of information, will involve the participation of individuals other than the researcher (and the researcher’s supervisor, if the researcher is a student)

· Information will be collected using the research plan

· This information will be analyzed (even if it is only a preliminary way)

· This information will be used to guide future work, or will be published in some           fashion

If the activity can be characterized in the above fashion, then the Board considers it to be a ‘pilot study’ which must undergo ethics review.

By comparison, the following are examples of activities which do not, in the view of the Board, constitute pilot work, and therefore do not need to be reviewed.

1.
A researcher using a piece of testing equipment on himself to work out methodological details for possible later use in designing a project, without collecting data for publication.


2.
A student and his/her supervisor using a piece of testing equipment to make measurements, as a student training exercise, in preparation for future work.  Normally this would involve repeated measurements on the same individual.  Data would only be examined to determine the success of the training and would not be retained for publication.  Safety issues would be the responsibility of the supervisor.


3.
A researcher asking a group of friends or colleagues to complete a questionnaire to determine the length of time it takes to do so (no data is retained).  For this activity NOT to be deemed a pilot study, it cannot involve individuals from the population intended to be used in the research or for data collection.  Again, data would not be retained or published.

When in doubt, about whether or not a particular activity constitutes a pilot project requiring ethics review, the researcher should contact the Chair of the Research Ethics Board.

INTERNET RESEARCH
The following suggestions are offered as guidance for researchers who wish to use the internet in the collection and storage of human subject data. 

1.
Anticipate the computer environment of THE subjects...what are the security limitations that exist for someone using a home computer, different kinds of e-mail software, or a shared computer (e.g., in a school or library).

2.
Realistically assess the security arrangements that apply to using e-mail or the internet as part of the data collection/analysis/storage plans for human subject research.  Do not assume that just because you do not have the knowledge to access stored data or e-mail communications, that it is impossible or even difficult for others.

3.
In your protocol you should describe the security arrangements with respect to:

· data collection environment (where and how will your subjects provide the information? How will they access the web site? How will you ensure removal of sensitive information from a hard drive where there is shared computer usage.  How will you know who the subject is, i.e., are they provided with a pin number?)

· data transfer protocol (will it be coming to an NSAC server or to a separate server on campus?  Who has access to this machine?  Will the data be encrypted or plain text?)

· data storage protocol (who has access to this machine?  Is a password required?  Is the computer on a network?  Is the data stored in plain text or encrypted format?)

· data destruction protocol (how will this be achieved?  What might happen to the computer in the future?  Is it shared by other researchers, students ... might it get passed along?)

Researchers who are uncertain about the technical aspects of using e-mail or the internet for research purposes should get technical advice.  Academic Computing Services (ACS) can provide advice on designing protocols with adequate security provisions for data collection and storage.

RELEASE OF FUNDS AGREEMENTS
Funding agencies require that NSAC withhold the release of funds for research projects that require ethics review until after the project has been approved.  However, in some specific situations, application for ethics review is not possible at the outset of the project, but access to funding is required.  For example, funding may be required in order to hire a research assistant whose job it will be to prepare the ethics submission; or the initiation of those aspects of the research involving human subjects is not planned for months or even years, after a period of preliminary work is complete.  In these cases, a release of funds agreement may be applied for.  To apply, researchers should write to the Research and Graduate Studies Office describing the reasons why access to funding is necessary before ethics approval is needed.  If approved, an agreement will be drafted which specifies the terms under which funds will be released.  A major condition of the agreement is that the researcher agrees that no human subject research will be undertaken until ethics approval has been obtained.  This agreement will be forwarded to the researcher who signs and returns the form.  Upon receipt of a signed form, funding may be released, according to the terms of the agreement.

ANALYSIS OF ETHICS SUBMISSIONS
The following is a list of the questions that the reviewers address when reviewing an ethics submission.

Research Protocol

Are the objectives of the study clearly described?

Is the rational for the study clearly outlined (e.g., reference to similar studies)?

Is the study design appropriate to the objectives?

Are the source and number of subjects clearly stated?

Are the eligibility criteria (screening, inclusion, exclusion) clearly defined?

Are the methods/procedures to achieve the intended results clearly described?

Are the methods/procedures appropriate to achieve the intended results?

Is the method of analysis described (including the statistical measures for quantitative studies)?

Does the proposed data analysis address the study’s primary objective?

Do the proposed outcome measures have adequate reliability and validity?

Is the group of research subjects appropriate?

Is the procedure for obtaining informed consent appropriate?

Is the access to subjects and methods of recruitment appropriate?

Is deception involved and, if so, is it justified and is there appropriate arrangements for debriefing of subjects?

Has the researcher identified the risks for subjects associated with their participation in the research and has (s)he described how these will be mitigated or addressed?

Has the researcher identified the benefits (direct and or indirect) that may be derived from the research?

Consent Form

Does the consent form have appropriate headings?

Is the consent form simply written (grade 8 comprehension level, no technical jargon)?

Does the information on the consent form match the protocol?

Is there an introduction explaining that this is a research study, and that participation is voluntary?
Is the purpose of the study clearly described?

Is the study design clearly described?

Are the conditions for the subjects involvement described (inclusion/exclusion critieria)?

Are the procedures or tasks that the subjects will be asked to participate in described?

Is the time that participation will involve described?

Are the foreseeable risks and benefits described? Are the means to mitigate the risks described?

Is there a statement regarding the confidentiality of subject data (i.e., storage of data, access, and method of publication?

Is there a statement regarding how the anonymity of the subject will be safeguarded?

Are there special considerations (e.g., vulnerable populations)?

Is there information about whom the subjects may contact regarding the study?

Are the appropriate signatures requested in an acceptable format?

Has a contact with the REB been named should the subjects wish to raise concerns?

If a mail questionnaire has been undertaken, has the cover letter been submitted?
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