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SUBMITTING A PROJECT FOR ETHICS REVIEWtc \l1 "
SUBMITTING PROPOSED RESEARCH 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 WHICH BOARD TO SUBMIT TO
All research requiring human ethics review that is conducted by undergraduates and is considered less than minimal risk is reviewed by the  NSAC REB subcommittees: Social Sciences Course Project Review Subcommittee or the Sensory/Biological Course Project Review 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 must consist of the following:

1. Research Ethics Board Checklist for Submission (print copy only)

2. Confirmation of Supervisor(s Review form for a student project (print copy only)

3. Research Summary of the project

4. Consent forms/information sheets/cover letters to be used
5. Advertisements or telephone scripts that will be used to recruit subjects

6. 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:

· permission letters from agencies

· For first time applications - Certificate of Completion of the online (Introductory Tutorial for the TriCouncil 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)

*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 students 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 (page 1) and including all attachments.  This enables the reviewers to precisely reference their comments for revision purposes.  Please keep in mind that members of the NSAC REB come from a wide variety of backgrounds and are not all academics.  Therefore, the text of the submission should respect this diversity of readers and should be written at an appropriate level (a grade 8 reading level is the standard) and explain where necessary technical terms.

I.
REB CHECKLIST

Students must complete the “Human Research Ethics Board Checklist for Submissions(.  Faxed signatures are acceptable.

II.
CONFIRMATION OF SUPERVISOR(S REVIEW FORM

Undergraduate students must ensure that their Supervisor(s) reviews their ethics application before submission and signs this form.

III.
THE RESEARCH SUMMARY

1.
Title Page

Title

Title of the project

Applicant

Name, department, e-mail and phone number of student

Program

Program title, Course title and Number, Instructor, Supervisor(s name, Department, e-mail and phone number, credentials of supervisor.  The student should also indicate if this project is part of their 4th year research project, 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, affiliations and credentials of co-investigators (if any)
Funding

Type of funding (contract/grant), Name of the funding agency (if any)
2.
Purpose of the Research Project
· what is the rationale for undertaking the study

· include a brief literature review which illustrates the scholarly context for the work
· what is the purpose for undertaking this project for you as a student researcher
· what the objectives of the study are, and what (if any) hypotheses are being tested.

· what will you learn from conducting this study (what new knowledge will be gained)

· what societal benefit is there?  If a societal benefit cannot be identified, the REB will question the need to conduct the study.  For students, one societal benefit is the training of students in proper research techniques. 

· whether this is a pilot study or a fully developed project
3. 
Study Design and Research Methodology 

There are two types of projects that can be reviewed: social science projects that involve Mail Surveys, Telephone Interviews, Focus Groups and sensory/biology projects that involve Taste Panels.  The requirements for each are basically the same but there are slight differences in content.

3 A) Social Science Projects: The following content must be discussed

General Methodological Details
· who will be conducting the research (e.g., 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 will be
Recruitment


$
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
· how many subjects are needed to achieve the study(s objectives, given the chosen methodology, and how many subjects will be recruited. Does the sample size selected have implications on how the data can be analyzed?
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 student should describe what criteria will be used to judge assent (or, conversely, dissent).  Please note that studies of children or other vulnerable populations will have to be submitted to the full Board of the REB.

*If the student does not wish to use a signed consent form, justification for this must be provided here.  The student 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 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 student will need to link data from several sessions, and how this will be done

· whether or not the student 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, what reports will be prepared and submitted, reports and where (e.g,. journals, reports to agencies, etc.)
· justification for the methodology being used
3. B)
Sensory Testing: The basic requirements are similar to those needed for social science projects.  Use the same headings.  However, the following aspects should be presented as part of the methodology:

· selection and preparation of the food product and ingredients
· sourcing and selection of ingredients
· storage of ingredients and products
· evidence of proper and safe food handling procedures; evidence that at least one person involved in the project has a Safe Food Handling Certificate
· evidence that proper sanitation procedures are being followed
· defined processes for eliminating risk to the participants
Outlined below is an example of the type of material that would be included:

Product Processing

(The product formulation will consist of a bread crumb matrix and whole eggs with either soy flakes or texturized soy minichunks (1-50% w/w; obtained commercially from Company X, Amherst) as the protein source. Commercially available food spices will also be used. All products will be obtained ____.  Raw food products will be stored in __ at __ (C for no longer than ___. Burger products will be prepared by ___. Products will be cooked by heating with ____ to an internal temperature of ___, etc. Products will be held at __ (C until served to the panelists for sensory evaluation.”
The sanitary and safe food handling precautions that will be used during the food handling, preparation (the student provides information on the precautions used and the qualifications of the food handlers).
Testing Process:

On each of two days, 12 panelists will be asked to evaluate 4 different formulations of soy burgers using a conventional 9 point hedonic scale. The Sensory Evaluation Form is attached. Following acceptable sensory practices, panelists will be free to expectorate rather than swallow the samples. They will also be provided with crackers and water to rinse any objectionable tastes or textures from their mouth. Panelists will not be paid but will receive a nominal (thank you( in the form of a free snack at the end of each panel. This is in keeping with traditional sensory panel practices in Canada.

The sensory forms will be coded with a 2 digit number which will allow the student to combine an individual(s data from the 2 days of testing in order to test for (between-panelist( differences. The identification code will be retained by Prof ??? in a locked office until the two days of data have been compiled; at this time this panelist code information will be shredded by Prof. ???. 

Data will be analyzed statistically using __. Results will be reported orally in the XX3XX class. The results will also be presented in a written report submitted to Prof. ???.


Recruitment of Panelists:

For example: “The 12 panelists will be recruited from the other class members of XX3XX course as this will prevent timetabling difficulties. If there are not enough volunteers from this group, then I will post a sign calling for potential volunteers. This sign will be erected one week before the panels are to begin; it will be visibly displayed in the hallway outside of the sensory area which is a well trafficked area. The e-mail contact of the group members will be provided so that interested members of the campus community can contact us for further information.

In class I will announce the product testing and ask for any interested volunteers to remain a few minutes after class. At this time I will provide them with their own copy of the Project Information Sheet (see attached) which includes:

i) a request that people with any food allergy or sensitivity not participate in sensory testing of food products (a health and safety issue)

ii) a request that individuals with a contagious condition (flu, cold, etc.) not participate as this may contaminate the testing/work area (health and safety issue for other participants)

iii) a request that individuals who would not normally consume vegetarian food products, or soy products, not volunteer as a panelist (important for validity of results)

iv) a description of the purpose of the project, type of sample, number of samples that require testing by an individual panelist, that samples can be expectorated, the approximate amount of time required, that identifying codes with panelists( names will be kept under lock until the two days of data is compiled at which time it will be shredded, that the data will be used only for the oral and written reports in XX3XX course. The names and e-mail addresses for both the student students and Prof. ??? will appear on this Project Information Sheet as a contact for further information or concerns.

At this time I will also provide them with the (Consent to Participate in Soy Burger Taste Panel( consent forms.

Consent Form:
The (Consent to Participate in Soy Burger Taste Panel( form that will be used is attached. The individual(s signature on this form indicates that they have read and understood that their participation is voluntary and that they are free to withdraw from the study at any time. The freedom to withdraw at any time ensures on-going consent. This will be signed and dated by the volunteer and stored in the files in Prof. ????(s office.”



4.  Confidentiality and Anonymity
What does Confidentiality and Anonymity mean from a Social Science/Sensory research perspective?

Assurances of anonymity refer to the inability to identify the respondents by anyone including the student. In other words anonymity can be guaranteed when no one including the student will be able to tell who has participated in the project.  Personal interviews, telephone interviews and focus groups cannot be considered anonymous studies.  With mail surveys, the degree of personal data collected, particularly in small populations, may result in participants being identified.  These projects would not be considered anonymous if that possibility exists.  
Assurances of confidentiality refer to the security of the data. Participants must be assured that the information they provide is kept confidential and secure, and they must be fully informed of the degree to which their information will be made public. To do otherwise is not in keeping with the concept of informed consent. The responsibility of the student is to outline to the participants the steps that will be taken to ensure that their information is kept confidential.  In other words only the student and selected individuals have access to the identifying material.  It must be made clear to participants who will see the raw data how their identity will be protected in the presentation of the material publicly.  They should also know where the information will be presented.  The following types of things protect confidentiality: grouping the data to prevent identification, ascribing pseudonyms to quoted text, and separating consent forms from interview sheets, etc.




Therefore, the proposal should present the following information:
 



$
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 student may request that focus group subjects respect the confidentiality of shared information, but (s)he cannot guarantee it)
Students should indicate how this will be accomplished.  How long will the data be kept and how will it be secured?
· what are the implications 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 student 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 student should describe whether or not these will be attributed to individual subjects, and how permission for this will be sought.  Students 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 exists for such reimbursement

5.
Potential Risk Posed to the Subjects*

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

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

· how the student will mitigate the anticipated risks
* Note: Research can never be considered risk free to the human participant. It is the responsibility of the student to identify all possible risks and discuss how the risks will be controlled.  Simply stating that the project does not involve risks or is below minimal risk is not acceptable in an REB submission. 

6.
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.
7.
Potential Conflicts of Interest
· describe any potential conflicts of interest that pertain to the study, (e.g.,  a student from a dairy farm recruiting other dairy farms and requesting financial data)
· describe how these conflicts will be managed

IV. A) 
ACHIEVING 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 or cover letters (often accompanied by information sheets) which are 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).

Consent 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 detail 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 reading level of comprehension taking into consideration the reading level of the subject.  The student must ensure that the information provided to research subjects is presented in such a manner as to be 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.  Microsoft Word provides a (readability level( feature as part of the grammar check.  Students are encouraged to use this to check the text of their consent form.

· When more than one group of subjects will be involved, students 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 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), then, this type of research will require approval by the full board of the REB.  See the protocol listed for Faculty and Graduate Students on the website for more detail about this type of study.



* Note:  Keep in mind that undergraduate students at NSAC are not likely to conduct research with vulnerable populations.  This type of project will automatically be sent for review by the entire Board of the REB.  The time line for this type of project would be at least two months.

· The process of consent is not limited to the initial discussion and 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 student to ensure that this is done.  Participants must be given the opportunity to withdraw from a project at any time without penalty.


*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.  However, written consent is generally the norm for any research project that involves face to face contact.  For exceptional circumstances written consent can be waived.  See the protocol for Faculty and Graduate Students for more details.

· 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).


Preparing the Consent Form (for personal 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 signature page must be on letterhead for the department the student is conducting the research.



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


Name of Student and Contact Information

Program Supervisor and Faculty Member Supervising the Project - name,             affiliation, departmental address, telephone, e-mail
Co-Investigators - (if any) names and affiliations

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 [student(s name] who is a [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: For example, 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 student 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 student, the supervisor, 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 to 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 student 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.  Students 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 student by requesting a waiver on the part of subjects.  The REB wants the student to clearly show that he/she has thought about the risks inherent in the project and what he/she will do to reduce the risk.  

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 student to safeguard the anonymity of subjects and  the confidentiality of the information that they provided.  The way in which this will be done should be described here.

Anonymity (refers to the identification of participants).  Students should indicate the way in which the anonymity of subjects will be preserved.  Where it is not possible to protect a subject(s anonymity (e.g., when they are part of a focus group or personal interview) 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 (refers to the security of the data).  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   Students must indicate how long and in what form data will be retained.  For example, tapes may be destroyed once they have been transcribed.  The generally accepted rule is that the raw data is kept until after the project report is presented.  If the supervisor plans to use the data after completion of the project, then this must be clearly stated.

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 or Information Sheet
If the protocol is a complicated one, a simple summary might be helpful. The consent form could be attached to an information sheet that the subjects keep.   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 realize 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.
re-contacting 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 student 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.  Students may also choose to shorten the cover letter to cover the key ideas and then attach an information sheet 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

- offer the protection of confidentiality/anonymity

- provide contact information

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

IV. C   CONSENT FORMS FOR SENSORY TESTING
Similar headings and content apply to consent forms for sensory testing.  However, standardized consent forms exist for sensory testing.  A sample will be provided on the website.
V.
RECRUITMENT INSTRUMENTS
Where the student 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 student 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 student is going to use questionnaires or surveys, copies of these must be included.  Where the student will be interviewing subjects, or conducting focus groups, the guides that will be used should be provided.  Even with open-ended interviews, the student 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
If in order to conduct the research, the student requires permission of any agency or individual (e.g. school board), the student 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
Deadlines: Except in the case of exceptional circumstances, the following deadlines will apply:

For research requiring ethical review conducted as part of the requirements for a 4th year project, the ethics submission must be submitted by the end of the first course in the RESM series or before the beginning of the second project course.  This will ensure that sufficient time is provided to make any revisions and to undertake the project.

For research requiring ethical review conducted as part of another course such as a special topics course that is only one semester in length, the ethics submission must be submitted before the end of the first month of the semester.

For undergraduate student projects


1.
Two (2) complete copies of the Ethics Application plus an electronic copy (MS Word), including:




- Checklist for submission (print copy)




- Confirmation of Supervisor(s Review (print copy)



- 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, research or thesis proposals, letters of permission.



Send this documentation to:

Secretariat, Research Ethics Board




c/o NSAC Research  & Graduate Studies Office



Nova Scotia Agricultural College




P.O. Box 550, Truro, NS B2N 5E3
Undergraduate student projects will be sent from the Research & Graduate Studies Office to the Chair of the REB who then directs it to the appropriate undergraduate REB subcommittee: Social Sciences Course Project Review Subcommittee, or the Sensory/Biology Course Project Review Subcommittee. Please expect the review to take at least one week.  Projects that are considered above minimum risk will be sent directly to the NSAC Research Ethic Board for review, and this will require at least a couple of months.   

Caution: Nearly all submissions will require some revision.  Keep this in mind when considering a timeline for the research. 

THE REVIEW PROCESStc \l1 "THE REVIEW PROCESS
Submissions are checked for completeness, and assigned to the appropriate committee by the Chair of the Research Ethics Board according to criteria established by the Board.  Projects which include vulnerable populations, deal with highly sensitive or personal information, which pose more than minimal risk to subjects or which contain methodological approaches which have not previously undergone full review and consideration by the Board will be assigned for full review. 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 (the fifteenth of every month except in June and July).

Projects which pose (minimal risk( (a level of risk that is no greater than that posed to research subjects by the experiences of everyday life) will be assigned for expedited review by one of the two undergraduate subcommittees.

Most protocols undergo one or more rounds of revision before approval is granted.  If revisions are quite minor, these can be carried out quite quickly in an expedited fashion.  However, students should allow at least 6 weeks for the review process to be completed (although it may be completed in less time).

APPROVAL LETTERStc \l1 "APPROVAL LETTERS
When the final approval has been obtained, students are notified by e-mail (student supervisors are copied on this correspondence).  This is followed by a formal letter listing the terms of the approval. Ethics approvals are issued for a period of 12 months only.
POST-APPROVAL AMENDMENTStc \l1 "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 through the NSAC Research & Graduate Studies Office for REB review before their implementation.

Students seeking an amendment should submit TWO COPIES (and an electronic copy in MS Word format) of the following:


1.
A letter briefly describing the changes that the student 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 student will be notified in writing.  Once the amendment is approved, the student is provided with an amendment approval letter and the research can proceed.

ADVERSE EVENTStc \l1 "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.

APPEALING A REJECTED PROPOSAL
On rare occasions, the Board and the student 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 student with written documentation of the reasons for this rejection.  When a submission is rejected, the student may, under certain circumstances, appeal this decision.  For details of the appeal process, the student should contact the Chair of the Research Ethics Board.
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