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Ethical Review of Activities Involving Human Subjects in

Questionnaires, Interviews, Observations, Testing, Video & Audio Tapes, Etc.

	Help


If you would like assistance with any aspect of the submission, please contact the Chair, Michael Woloszyn (mwoloszyn@tru.ca) or any of the committee members below: (Info accurate as of June 2009)
Michael Woloszyn 
Faculty - Social Sciences
Jeff McLaughlin
Ethicist - PHP
Evelyn Penny
Faculty - Student Development

Christine Petersen
Faculty - Faculty of Science

TBA
Faculty – School of Trades

Marion Healey-Ogden
Faculty - School of Nursing

Ehsan Latif
Faculty - School of Business

Robert Hood
Faculty - School of Tourism

Joi Freed-Garrod
Faculty – School of Education

Michael Crawford
Faculty - School of Social Work

Giselle Kolaric
Faculty - Psychology

TBA
Faculty – Faculty of Arts

Mary Anne Mochizuki
Counsellor
Michelle Stanford
Lawyer (volunteer)

Nicole Befurt
Community Representative
Forms are revised periodically.  Please be sure that you have an updated copy.  Please detach and retain these instructions.

ALL REVIEWS ARE GOVERNED BY THE PRINCIPLES OF ETHICAL RESEARCH SET OUT IN THE TRI-COUNCIL POLICY STATEMENT (2ND DRAFT).  YOU MAY FIND A COPY OF THIS DOCUMENT AT: http://www.pre.ethics.gc.ca
Please minimize the use of technical language, so that it is clear to the Committee what you are doing.
	Human Subject Involvement & 

Scope of Research


“Research” involves the systematic investigation to establish facts, principles or generalizable knowledge.

Any research project carried out by a person connected with the University which involves human subjects requires review and approval by the Research Ethics Committee before work is started, except as stipulated below by Article 2.2; 2.3; 2.4; 2.5; and 2.6 of the Tri-Council Policy Statement, 2008:

2.2: Research that relies exclusively on publicly available information does not require research ethics board review. This includes research on living individuals and research on organizations such as governments or corporations, so long as the research is based entirely on material to which the public has access.
2.3: Research ethics board review is usually not required for research involving public policy issues, the writing of modern history, or literary or artistic criticism.  

2.4:  Quality assurance and quality improvement studies, program evaluation, and performance reviews or testing within normal educational requirements are not subject to research ethics board review.  

2.5: Research involving observation of people in public places that does not allow for the identification of the individuals in research material and that is not staged by the researchers does not require research ethics board review. 

2.6: Creative practice activities in and of themselves do not require research ethics board review.  
For more information about how to apply these policies please contact the Committee, or see the TCPS 2nd draft, at www.pre.ethics.gc.ca   The general rule is that if a person is a research subject, that is, if you are gathering data directly from a person, (for your own research) who knows you are gathering data, you need to get that person’s consent, and your project needs to be vetted by the Research Ethics Committee.  
	
Submissions to the Committee


Submissions must be made on the attached MAIN FORM - Request for Ethical Review form. Because this form is designed to deal with a range of possible projects, not every question is applicable to every project.  Applicants should simply enter 'n/a' when this situation occurs.  Researchers must use the TRU Informed Consent form, as well as the TRU Human Subject Feedback Form.  There are other forms available should you require them.
You should submit the completed Word forms as attachments to an email sent directly to the Committee Chair Michael Woloszyn (mwoloszyn@tru.ca). Your submission will be distributed to Tribunal of REC committee members who will review your proposal.  

	Turn-Around Time


Submissions may be made at any time.  The Committee chair will assign your research proposal to a Tribunal consisting of 3 Committee members and the Committee Chair.  Members of the Tribunal will review your proposal and may contact you for clarification.  They will then either issue a letter listing revisions that need to be made, or they will issue a Certificate of Approval.  If revisions asked for, these will need to be completed before a Certificate of Approval can be issued.  
Please note that the Committee makes every effort to process your application in the shortest possible time but you should allow at least 4 weeks turn-around time. You must plan ahead. 
To help you make sure that every needed item is included, two pages of checklists are included at the end of the form.  Please take care that every item in every applicable checklist is dealt with.
	Class Projects & Student Research


Student class projects which involve human subjects are to be reviewed by Divisional or School Ethics Committees (SREC).  Please see the appropriate forms and guidelines.

	Third Party Recruitment


When subjects' names must be obtained from a third party who is obligated to maintain the confidentiality of their relationship (i.e. the physician/patient relationship), the third party must ask the subjects for permission to release their names to the researcher.  This may also be done by asking the third party to distribute an introductory letter describing the study, with details on how to contact the researcher if they are interested in participating.  Details of how third party recruitment will be accomplished and copies of any letters sent to either the third party or to the subject via the third party must be provided.  If the researcher already has some form of contact with the subject (i.e. a nurse's contact with a patient) the circumstances of that contact must be fully described.

	Interim Approvals


1.
Written proof of agency consent is required for projects carried out at other institutions.  When agency approval cannot be obtained without prior approval by the TRU Committee, a letter of conditional approval will be issued for submission to the agency if all other aspects of the protocol are satisfactory.  Applications should be submitted concurrently to the TRU Committee and the agency. 

2. Projects which require ethical review in order to obtain research grant funds with which to develop a questionnaire, survey or interview may receive conditional approval with the understanding that any part of the project dealing with human subjects cannot commence until the committee has formally approved a final protocol.  Provide as much detail as possible on the preliminary Request for Ethical Review making it clear that conditional approval is being sought.

	Approval Period


Under Tri-Council policy, Ethics approval can only be given for one year at a time.  After one year, you will be sent an Annual Research Status Report for completion and, upon receipt and satisfactory review of this report; an Approval Certificate will be issued for a further one-year period. 
Instructions and Information on how to complete the Request for Ethical Review Form

(Numbers listed below correspond to those on the application form.)

Box 1.
Principal Investigator (or faculty advisor) 
The name of the researcher or, if you are conducting research as part of your Graduate studies, the name of your supervisor.


2. TRU Department
The name of the department that the researcher is in.


3. Phone Number
This is your work number.


5. Student or Co-Investigator(s) 
If the research is conducted by a student for a course-based project; please complete a Student Ethics Application Form.  If there is more than one investigator or if there is a student involved in the investigation, then their name(s) should appear here.


7. Granting Agency
If you are receiving funding (e.g., SSHRC or SAC) please put the appropriate name here.


8. Title of Project
The title of the project should be as brief as possible to describe the area/focus of the project for which ethical clearance is sought.

Identify Institution, agency, or community group involved in your research.  Provide the name of the institution if other than TRU along with a contact name and telephone number if applicable.

If the research does not involve any interaction or intervention with the participants, only this first page needs to be completed.

If the research is a modification of an already approved proposal, you need only cite the protocol number and identify and submit any changes and revised attachment.  Minor modifications may not need review (e.g., re-ordering of survey questions).  Contact the chair of the Ethics committee for further information.


9. Project Period
Put the start date and end dates for the collection of all data.  Researchers should be aware that the committee meets once a month and so the proposal should be submitted well in advance of any proposed start date (e.g., 2 months) in case of a need for extensive revision and/or re-application.  No research may be started prior to receiving formal ethical approval.  Retroactive approval is never permissible.  The end date is understood to be approximate.  Undergraduate course-based project approval may be expedited.


10. Title/Position of investigator
Please select the box that best represents your position as it relates to this particular project.


11. Describe the project
All studies must have benefit in order to justify being conducted.  You must provide a description of known or potential benefits to participants and/or society.

Briefly and in non-technical language describe the nature and purpose of the project including why you wish to conduct it.  This is perhaps the most important box – we want to know what the study is about, why you think your research question is interesting, why the work is important, why you need human subjects, and so on.  How does this work contribute to knowledge?  What is the question you are trying to answer?  What is the impetus of this work?  You do not have to answer all of these questions – this is merely a list to give you an idea as to what we are looking for.  


12. Signatures: All signatures must be obtained before submission of the proposal.  Any missing signatures will result in the proposal being sent back.

The principal investigator or the faculty advisor (if it is a graduate/undergraduate project) signature must be supplied.


13. Student or co-investigator signatures must be supplied when appropriate.  If the proposal requires significant modification, new signatures are required for re-submission since it is in the interest of the principal investigator to ensure that all parties are made aware of any changes that may affect their decision to give their signatures.  If signatures are not obtainable (e.g., the co-investigator is not available for signing), then all attempts should be made to contact the individuals and review the changes made.  Faxes or email signatures are permitted.


14. TRU Chair or Dean Signature entails that this individual has reviewed all aspects of this proposal and, to the best of his/her ability, is satisfied that it meets the appropriate professional ethical standards and guidelines.


15. Provide a summary of the methodology and procedures involved in this research
Method is often intertwined with ethical considerations and thus a non-technical description of the procedures used (along with any citations) is requested.  Procedures must be detailed sequentially.  For studies involving qualitative techniques (e.g., interviews, questionnaires) a copy of all materials must be included with this proposal.  In the case of a standardized scale, a description of its purpose as well as an explanation for why this particular scale was selected must be provided.  The committee will be assessing methodology and may bring in an expert to assist.  The researcher may be contacted to recommend such a person.

If research is conducted by telephone, the researcher must complete Form 4.


16. How many participants will be used?
When considering the number of individuals you wish to include, be sure that you recognize that while you may approach X number of people, the number who actually consent to participate may vary considerably.  If there is a control group, you should determine what number/ratio would be methodologically sound.


17. Who is being recruited (that is, who qualifies as a subject for your study)?
Researchers must describe the criteria used to select the prospective participants.  Researchers are reminded that vulnerable groups may be more difficult to include but ought not to be rejected solely for this reason.  (E.g. aboriginal groups, minors, persons with disabilities, etc.)


18. Exclusion of participants
Researchers should consider the various factors that may make it more difficult for the participant to be representative of the target population and/or able to offer informed consent.  Most importantly, who will you be leaving out of your subject pool, and why?


19. Recruitment process
The source of the participants and the manner in which they will be recruited must be described in detail.           (1)  Researchers should be aware of the potential perception of conflict of interest and concerns over confidentiality and risk especially if he or she is requesting his or her own students to participate.  (2) Surveys conducted by mail must contain a cover letter to the questionnaire and this should be attached to the application.  The covering letter should be typed and on the letterhead of the researcher’s department.  (3) In case of telephone or door to door surveys, the researcher should ensure that prospective participants receive advance notification about the study enabling them to verify the study’s authenticity if they so choose.  (4) For studies involving the recruitment of students and/or teachers from local school systems (i.e., elementary and/or secondary schools), researchers must receive consent from the school board and the principal prior to any request for student or teacher participation.  (5)Researchers are reminded that certain groups may experience undue pressure to volunteer as research participants (e.g., University students, developmentally challenged, incarcerated individuals etc.) thus care must be taken to ensure that the research is methodologically and ethically sound.


20. Controls
If control groups are being used and if their selection and/or recruitment differs from #17-19, provide details.


21. Where will the project be conducted?
Describe the location(s) of where the project will take place (e.g., community hall, school, home, university).


22. Who will conduct the study?
The principal investigator may not be responsible for carrying out the various components of the survey.  Describe who will be actually fulfilling this role.  Researchers are reminded that these individuals must also adhere to all the policies, procedures and ethical standards and guidelines that apply to the project.

23. Problems giving consent
Researchers must consider whether the prospective participants will have difficulties giving consent, either because of a lack of understanding (e.g., a young child) or because of other factors (short time allotted).  If language is a concern, the researcher may wish to consider having the project translated if appropriate.


24. Unable to give full consent
While children cannot give fully informed consent, they should be informed as much as possible and allowed to express consent prior to the commencement of any study.  Special care should be taken to ensure that the child is excused from the study if he or she shows any signs of distress or boredom.  Parental or guardian consent must normally be given in writing and the researcher and parent should both retain copies of this letter.  Information in the consent letter must contain all the features described in the consent form and should include any pertinent details to assure the safety and security of the child within the study (i.e., protecting anonymity and confidentiality).
Teenage children present a special case.  Depending on the design and objective of the study special provisions may be needed to allow for these subjects to their own consent (without attending parental consent).


25. Vulnerable populations
If the participants in the study are considered members of a (potentially) vulnerable group, this must be identified.  Children, institutionalized persons or others who are vulnerable are entitled, on grounds of human dignity, caring, solidarity and fairness, to special protection against abuse, exploitation or discrimination.  Ethical obligations to vulnerable individuals in the research enterprise will often translate into special procedures to protect their interests.


26. Benefits and risks
All studies must have benefit in order to justify being conducted.  Known and anticipated risks must be identified.  Risks may be physiological, psychological, emotional, economic or social in nature.  Researchers are required to identify risks as either minimal or greater than minimal risk.  
“For the purpose of this Policy, a “minimal risk” situation is defined as one in which the probability and magnitude of possible harms implied by participation in the research is no greater than those encountered by the participant in those aspects of his or her everyday life that relate to the research.” TCPS Article 2.7 (lines 448-452)
27. Discomfort or incapacity
If there are any physical or psychological discomforts or a perceived power imbalance between the researcher and the subjects (or instructor/students), the researcher should express what these are and how they will be dealt with (e.g., offering the services of TRU’s counselling department).  Another example would be if the research was about something distressing such as drug addiction or sexual abuse.  In those cases you may well want to have a plan to deal with the potential emotional fall out.  

The other issue to address in this box is if there may be any perceived coercion, that is, if there are any circumstances under which the subject may feel uncomfortable withdrawing from the study or may feel as though s/he must answer the questions or otherwise participate.  For example a student may feel as though she really should help out the professor researcher or she might not do as well in the class, or she may simply feel an obligation to her professor.  These things are not barriers to research, but they must be dealt with in the research design.  


28. Monetary or other compensation
Researchers may wish to compensate persons for taking the time to participate in their research.  Thus, one might offer coffee or refund bus fare if presented with a receipt.  One must be careful not to make this compensation a reward for participation.


29. Time required of participant
Researchers must provide the approximate amount of time required for participant’s participation.  If there is more than one session involved, the individual should be made aware of both the total amount of time involved as well as the amount of time involved in each session (e.g., 2 – 20 minute sessions over a 2 week period, for a total of 40 minutes).  Please make sure that the time requirement is the same here as on the Consent Form.  


30. Time for control group
See note 29 above.


31. Who has access to data
Researchers should make clear who will have access to raw data and aggregate date.
32. Maintaining confidentiality
Researchers must provide details on how confidentiality and anonymity will be maintained, for example, by using code names or anonymous submissions.  Ideally, all identifiers should be removed.  If there is the possibility of some information becoming public that could lead to the identification of the participants, reasons must be provided and weighed against any other alternative method of collecting data that would protect identities.


33. Storage and disposal
Researchers must ensure that the data collected is properly handled and protected that that the data is appropriately disposed of in a timely fashion.  For example, keeping the data in a locked file office cabinet for a maximum of 3 years is permissible.  Researchers should be sensitive to the limitations of electronic storage and disposal (passwords, encryption, over-writting vs. deletion, disc shredding etc.)


34. Identifying individuals to persons outside the Research group
Researchers must comply with the Tri-Council guidelines (TCPS 2nd ed, Article 5.3).  See also note 32 above.  What this section refers to is keeping private information private.  If for example, you are going to quote someone, you have to have permission.  If you are using audio tape and a person could be identified by his or her voice, you have to have permission to use that audio tape.  Maintaining privacy is like confidentiality, but there is a difference.  Confidentiality is about how you collect and code your raw data.  Privacy is about how you present your data after you’ve done the analysis and are ready to present the results.  It’s a little more complicated than this, but in a nutshell, this will do.  What the Committee is concerned with here is that identifying information is not leaked when  you present your finished study.  So depending on how you collect your data, this may not be an issue, but if it might be an issue you need to make sure that you either have permission of the individual, or that no one can identify any individual from your study in your work.  


35. – 38.
Check off ALL appropriate boxes.  Incomplete forms will be returned.  


39. Additional Information
Provide any additional information that may assist the ethics committee or use this space to continue any box item where there was insufficient space.

Forms

Researchers must complete all forms as required and ensure that all details and information have been provided.  Deviations from the forms are not permitted except in extra-ordinary cases.

[image: image2.wmf]
RESEARCH INVOLVING HUMAN SUBJECTS
Request for Ethics Review

Protocol Number:  ________________

(office use only)

	1
Principal Investigator (or faculty advisor)
type here
	2
TRU Department
type here
	3
Phone Number
type here
	4
Email address
type here

	5
Student or Co-Investigator(s)
type here
	6
Mailing address (complete only if different from Department/Faculty)

type here
	7
Granting Agency
type here

	8
Title of Project

type here

	9
Project Period (mm/yy – mm/yy)

type here


	10
Title/Position (check all that are relevant to THIS project)

 FORMCHECKBOX 

Faculty Member
 FORMCHECKBOX 

Graduate student   Master’s  FORMCHECKBOX 
  Ph.D  FORMCHECKBOX 
  (See 10.a. below)
 FORMCHECKBOX 

Other (See 10.b. below)


All information requested in this form must be typewritten in the space provided.

If additional space is required, please use box 40.

Note: All graduate projects must receive approval from the degree granting institution ethics board.  Undergraduate students involved in course-based research should complete a Student Request for Ethical Review Form.

10.a.
If this research is for graduate studies, please provide the following information:

· Degree sought

· Area/Department

· University

· Supervisor contact information




type here
10.b.
If you are not a member of Thompson Rivers University (student or faculty), please provide the name of your organization/employer, your affiliation and other details as may be necessary to identify you. 




type here
 FORMCHECKBOX 

Identify institution and agency, or community group involved in your research

type here

Contact Person: type here
Note:
If the project is limited to one of the following, please check the appropriate box and complete and submit only page 1 and 2 of this form:

 FORMCHECKBOX 

observation without intervention.  (i.e. no tests, interviews or questionnaires)

 FORMCHECKBOX 

modification of existing approved protocol # type here: indicate changes only and submit copies of any revised attachments.

	11
Describe the project, including purpose and potential benefits.  It is essential to use the minimum of technical language.


type here



SIGNATURES

	12
Principal Investigator


(or faculty advisor if graduate student project)


          _________________________

                                     Date                                                      
	13
Student or Co-Investigator(s)


(if applicable; give title)


          _________________________

                                        Date
	14
TRU Department Chair or 
Dean


          _________________________

                                        Date

	Note: Signatures verify that this project has been thoroughly reviewed by the parties, has been deemed to be methodologically sound and complies with the professional ethical standards and guidelines of the area of research.  Signatures of the applicants, Principal investigator, co-investigator, student investigator and supervisors certifies that (a) the information contained in this application is accurate; (b) that the conduct of the proposed research will not commence until ethical approval/ clearance has been granted.  Conduct of research using human subjects that has not received ethics approval/clearance is a breach of TRU’s policy in integrity in scholarly activity (policy ED 15-2).




	15
Summary of Methodology and procedures.  If research is conducted by telephone, complete the Telephone Contact Form (Form #4).  If your study involves deception, you must also complete the Deception Form (Form #5).

type here



DESCRIPTION OF POPULATION

	16
How many subjects will be used in total?  Of these, how many in the control group(s)?


type here



	17
Who is being recruited and what are the criteria for their selection?


type here


	18
What subjects will be excluded from participation?


type here


	19
How are the subjects being recruited?  (If initial contact is by letter or if a recruitment notice is to be posted, attach a copy.)TRU Ethics Committee - Human Subjects discourages initial contact by telephone.  However, researchers who use telephone contact need to complete the Telephone Contact Form (Form #4).


type here


	20
If controls are involved, and if their selection and/or recruitment differs from #17 - 19, provide details.


type here



PROJECT DETAILS

	21
Where will the project be conducted?


type here


	22
Who will actually conduct the study?


type here


	23
Will the group of subjects have any problems giving informed consent on their own behalf?  Consider physical or mental condition, age, language, or other barriers.


type here


	24
If the subjects are not competent to give fully informed consent, who will consent on their behalf?  What measures will be  taken to inform and obtain the consent of the subject inasmuch as that is possible?  (See also Form #2)

type here


	25
Are the subjects considered members of a (potentially) vulnerable group?    FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 
If yes, please describe.

Does your study have the potential for identifying distressed or disturbed individuals?    FORMCHECKBOX 
Yes     FORMCHECKBOX 
No

If your study has the potential to upset subjects, or identify distressed or disturbed individuals, you must make arrangements to mitigate such effects (e.g. provide access to TRU counselling services).  Describe the arrangements you have made.
type here


	26
Estimate of risk: 

What level of risk would you assign to this research project?  Minimal risk is defined as those risks encountered in normal, everyday life.

Physical risk


 FORMCHECKBOX 
 minimal risk     FORMCHECKBOX 
 more than minimal risk
Psychological/Emotional risk
 FORMCHECKBOX 
 minimal risk     FORMCHECKBOX 
 more than minimal risk
Social risk


 FORMCHECKBOX 
 minimal risk     FORMCHECKBOX 
 more than minimal risk
Employment risk

 FORMCHECKBOX 
 minimal risk     FORMCHECKBOX 
 more than minimal risk

If you answered ‘more than minimal risk’ to any of the above, please describe the manipulations and/or potential risks as well as the safeguards or procedures you have in place.  Please provide justification for any potential risks involved and explain why alternative approaches (including revising the types of data collected or the method that data is collected) involving less risk cannot be used.


type here


	27
What discomfort or incapacity or perceived degree of coercion are the subjects likely to endure as a result of the research process?

type here


	28
If monetary or other compensation is to be offered to the subjects, provide details of amounts, reasons for, and payment schedules.

type here


	29
How much time will a subject have to dedicate to the project?

type here


	30
How much time will a member of the control group (if any) have to dedicate to the project?

type here



DATA

	31
Who will have access to the data?

type here


	32
How do you plan to handle the requirement of confidentiality and/or anonymity?

type here


	33
What are the specific details for storage and disposal of records/data?  Provide approximate times/dates.

type here


	34
Will any data which identifies individuals be available to persons or agencies outside the Research group?  If yes, provide justification and assessment of risk. 

type here


	35
Will your project use:  (check)




 FORMCHECKBOX 

Questionnaires (submit a copy)




 FORMCHECKBOX 

Interviews (submit a sample of questions)




 FORMCHECKBOX 

Observations (submit a brief description)




 FORMCHECKBOX 

Tests (submit a brief description)




 FORMCHECKBOX 

Review of personal records, including medical
35b. Please attach sample questions



INFORMED CONSENT

	36
Who will consent?  (check)




 FORMCHECKBOX 

Subject




 FORMCHECKBOX 

Parent/Guardian




 FORMCHECKBOX 

Agency Official(s)


In the case of projects carried out at other institutions, the Committee requires written proof that agency consent has been received.  Please specify below:




 FORMCHECKBOX 

Research carried out in a hospital -- approval of hospital research or ethics committee.




 FORMCHECKBOX 

Research carried out in a school -- approval of School Board and/or Principal.  (Exact          requirements depend on individual school boards:  check with them.)




 FORMCHECKBOX 

Research carried out in a Provincial Health Agency (Name of contact person and title).




 FORMCHECKBOX 

Other. Specify: type here


If participants will not be fully informed of everything that will be required of them prior to the start of the research session, explain why.

type here
Are subjects to be debriefed at the end of the research project?  If so, explain how this will be done.  If not, explain why not.

type here
A description of the verbal explanation that will be given to subjects before they are asked to consent to participation should be attached.  (If not applicable, state why).

type here
To be sensitive to unique situations, including cultural differences, a written consent form may not be appropriate.  If there is no consent form, an explanation and details about your alternative procedures to ensure that consent is obtained and recorded is required.

type here
How and when are the subjects informed of the right to withdraw?  What procedures will be followed for subjects who wish (or who exhibit signs that they wish) to withdraw at any point during the study?

type here


	


CONSENT CHECK LIST

	37
Written subject consent (Form #1) is required in all cases other than questionnaires which are completed by the subject.  (See item #36 for questionnaire consent requirements.)  Please check each item in the following list to ensure that the written consent form attached contains all necessary items.  If your research involves contact by telephone, you need not fill out this section.  Written correspondence should be on TRU letterhead.


a.
 FORMCHECKBOX 

Title of project


b.
 FORMCHECKBOX 

Identification of investigators (including a telephone number)


c.
 FORMCHECKBOX 

Brief but complete description IN NONTECHNICAL LANGUAGE of the purpose of the project and of




all procedures to be carried out in which the subjects are involved.


d.
 FORMCHECKBOX 

Assurance that identity of the subject will be kept confidential and description of how this will be




accomplished.


e.
 FORMCHECKBOX 

Statement of the total amount of time that will be required of a subject.


f.
 FORMCHECKBOX 

Details of monetary or other compensation, if any, to be offered to subjects.


g.
 FORMCHECKBOX 

An offer to answer any inquiries concerning the procedures to ensure that they are fully understood by

 


the subject and to provide debriefing, if appropriate.


h.
 FORMCHECKBOX 

A statement of the subject's right to refuse to participate or withdraw at any time and a statement that

 


withdrawal or refusal to participate will not jeopardize further treatment, medical care or influence




class standing as applicable.  NOTE:  This statement must also appear on letters of initial contact.


i.
 FORMCHECKBOX 

A place for signature of subject CONSENTING to participate in the research project, investigation or

 



study.


j.
 FORMCHECKBOX 

A statement acknowledging receipt of a copy of the consent form including all attachments.


k.
 FORMCHECKBOX 

Parental consent forms must contain a statement of choice providing an option for refusal to



participate.  (e.g. "I consent/I do not consent to my child's participation in this study."  (Form #2)


l.
 FORMCHECKBOX 

Contact information for relevant Dean and for Chair of REC-HS.


m.
 FORMCHECKBOX 

Statement as to what the information will be used for (presentation, publication etc.)


n.
 FORMCHECKBOX 

Statement as to how the subject can receive a copy or executive summary of completed project and, where appropriate, receive updated information during the course of the research.


o.
 FORMCHECKBOX 

Description of the likelihood of any discomforts and/or conveniences associated with the participation and known or suspected short and long-term risks, and factors which might lead to refusal to participate.




QUESTIONNAIRE/SURVEY CHECK LIST

	38
Questionnaires should contain an introductory paragraph or cover letter which includes the following information.  Please check each item in the following list before submission of this form to insure that the introduction contains all necessary items.


a.
 FORMCHECKBOX 

Title of Project.


b.
 FORMCHECKBOX 

Identification of investigators (including a telephone number).


c.
 FORMCHECKBOX 

A brief summary that indicates the purpose of the project, including potential presentation and publication if applicable.


d.
 FORMCHECKBOX 

The benefits to be derived.


e.
 FORMCHECKBOX 

A full description of the procedures to be carried out in which the subjects are involved.


f.
 FORMCHECKBOX 

A statement of the subject's right to refuse to participate or withdraw at any time without jeopardizing 




further treatment, medical care or class standing as applicable.  NOTE:  This statement must also




appear on explanatory letters involving questionnaires.


g.
 FORMCHECKBOX 

The amount of time required of the subject must be stated.


h.
 FORMCHECKBOX 

The statement that if the questionnaire is completed it will be assumed that consent has been given.


i.
 FORMCHECKBOX 

Assurance that identity of the subject will be kept confidential and description of how this will be

 


accomplished.


j.
 FORMCHECKBOX 

For surveys circulated by mail submit a copy of the explanatory letter as well as a copy of the 




questionnaire.




ATTACHMENTS CHECK LIST

	39
Check items attached to this submission, if applicable, incomplete submissions will not be reviewed.


a.
 FORMCHECKBOX 

Letter of initial contact (item 19)


b.
 FORMCHECKBOX 

Advertisement for volunteer subjects (item 19)


c.
 FORMCHECKBOX 

Subject consent form (Form #1, see item 36)


d.
 FORMCHECKBOX 

Subject feedback form (Form #3)


e.
 FORMCHECKBOX 

Control group consent form (if different from c. above)


f.
 FORMCHECKBOX 

Parent/guardian consent form (if different from c. above) (Form #2)


g.
 FORMCHECKBOX 

Agency consent (item 35) (letter of consent)


h.
 FORMCHECKBOX 

Questionnaires, tests, interviews, etc. (item 34)


i.
 FORMCHECKBOX 

Explanatory letter with questionnaire (item 37)


j.
 FORMCHECKBOX 

Description of debriefing if deception is involved


k.
 FORMCHECKBOX 

Deception Form (Form #5)


l.
 FORMCHECKBOX 

Telephone Form (Form #4)


m.
 FORMCHECKBOX 

Description of verbal explanation given to subjects before consenting to participation


n.
 FORMCHECKBOX 

Other permissions/approvals required where the research will be conducted


o.
 FORMCHECKBOX 

Graduate degree-granting institution ethical board approval letter attached (if not attached, please



explain why).


p.
 FORMCHECKBOX 

Other.  Specify:
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Guiding Ethical Principles

The approach taken in this framework is to guide and evoke thoughtful actions based on principles.  The principles that follow are based on the guidelines of the Councils over the last decades, on more recent statements by other Canadian agencies, and on statements from the international community.  The principles have been widely adopted by diverse research disciplines.  As such, they express common standards, values and aspirations of the research community.

Respect for Human Dignity:  The cardinal principle of modern research ethics, as discussed above, is respect for human dignity.  This principle aspires to protecting the multiple and interdependent interests of the person – from bodily to psychological to cultural integrity.  This principle forms the basis of the ethical obligations in research that are listed below.


In certain situations, conflicts may arise from application of these principles in isolation from one another.  Researchers and Research Ethics Boards must carefully weigh all the principles and circumstances involved to reach a reasoned and defensible conclusion.

Respect for Free and Informed Consent:  Individuals are generally presumed to have the capacity and right to make free and informed decisions.  Respect for persons thus means respecting the exercise of individual consent.  In practical terms within the ethics review process, the principle of respect for persons translates into the dialogue, process, rights, duties and requirements for free and informed consent by the research subject.

Respect for Vulnerable Persons:  Respect for human dignity entails high ethical obligations towards vulnerable persons – to those whose diminished competence and/or decision-making capacity make them vulnerable.  Children, institutionalized persons or others who are vulnerable are entitled, on grounds of human dignity, caring, solidarity and fairness, to special protection against abuse, exploitation or discrimination.  Ethical obligations to vulnerable individuals in the research enterprise will often translate into special procedures to protect their interests.

Respect for Privacy and Confidentiality:  Respect for human dignity also implies the principles of respect for privacy and confidentiality.  In many cultures, privacy and confidentiality are considered fundamental to human dignity.  Thus, standards of privacy and confidentiality protect the access, control and dissemination of personal information.  In doing so, such standards help to protect mental or psychological integrity.  They are thus consonant with values underlying privacy, confidentiality and anonymity respected.

Respect for Justice and Inclusiveness:  Justice connotes fairness and equity.  Procedural justice requires that the ethics review process have fair methods, standards and procedures for reviewing research protocols, and that the process be effectively independent.  Justice also concerns the distribution of benefits and burdens of research.  On the one hand, distributive justice means that no segment of the population should be unfairly burdened with the harms of research.  It thus imposes particular obligations toward individuals who are vulnerable and unable to protect their own interests in order to ensure that they are not exploited for the advancement of knowledge.  History has many chapters of such exploitation.  On the other hand, distributive justice also imposes duties neither to neglect nor discriminate against individuals and groups who may benefit from advances in research.

Balancing Harms and Benefits:  The analysis, balance and distribution of harms and benefits are critical to the ethics of human research.  Modern research ethics, for instance, require a favourable harms-benefit balance – that is, that the foreseeable harms should not outweigh anticipated benefits.  Harms-benefits analysis thus affects the welfare and rights of research subjects, the informed assumption of harms and benefits, and the ethical justifications for competing research paths.  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.  These concerns are particularly evident in biomedical and health research; in research they need to be tempered in areas such as political science, economics or modern history (including biographies), areas in which research may ethically result in the harming of the reputations of organizations or individuals in public life.

Minimizing Harm:  A principle directly related to harms-benefits analysis is non-maleficence, or the duty to avoid, prevent or minimize harms to others.  Research subjects must not be subjected to unnecessary risks of harm, and their participation in research must be essential to achieving scientifically and societally important aims that cannot be realized without the participation of human subjects.  In addition, it should be kept in mind that the principle of minimizing harm requires that the research involve the smallest number of human subjects and the smallest number of tests on these subjects that will ensure scientifically valid data.

Maximizing Benefit:  Another principle related to the harms and benefits of research is beneficence.  The principle of beneficence imposes a duty to benefit others and, in research ethics, a duty to maximize net benefits.  The principle has particular relevance for researchers in professions such as social work, education, health care and applied psychology.  As noted earlier, human research is intended to produce benefits for subjects themselves, for other individuals or society as a whole, or for the advancement of knowledge.  In most research, the primary benefits produced are for society and for the advancement of knowledge.







