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The University of British Columbia

Office of Research Services

Behavioural Research Ethics Board

Room 323 - 2194 Health Sciences Mall, Vancouver, BC  V6T 1Z3

Phone: (604) 822-8584   Fax: (604) 822-5093

ETHICAL REVIEW

OF ACTIVITIES INVOLVING HUMAN SUBJECTS IN QUESTIONNAIRES,INTERVIEWS,

OBSERVATIONS, TESTING, VIDEO AND AUDIO TAPES, ETC.
***COPIES***

20 copies (signed original plus 19 copies) of the complete Request for Ethical Review form containing all attachments must be submitted to the Office of Research Services and Administration, Rm 323, IRC Bldg.

Forms and attachments must be collated and stapled or clipped together - Do not use covers, binders, or file folders.  Be sure to copy both sides of two-sided pages when copying.  Research Services will not check the content of each copy.

DEADLINES AND MEETINGS

Behavioural Research Ethics Board meetings are held on the second Thursday of every month.  The deadlines are the second Friday before the meeting (approximately 13 days).  If Friday is a holiday, the deadline is the second Thursday before the meeting.  Complete submissions, of course, move most quickly through the system.  To help you make sure that every needed item is included, two pages of checklists are included at the end of the form.  

HUMAN SUBJECT INVOLVEMENT
Any project (research or other studies) carried out by a person connected with the University which involves human subjects in one of the above activities must be reviewed and approved by the Behavioural Research Ethics Board (REB) before work is started.

SUBMISSIONS TO THE COMMITTEE 

Submissions must be made on the attached Request for Ethical Review form.  Because this form is designed to deal with a range of possible projects across the whole of the social sciences, not every question is applicable to every project.  Applicants should simply enter 'N/A' when this situation occurs.

HELP 

Help with any aspect of the submission may be obtained from Shirley Thompson  (605) 822-8584, email sat@exchange.ubc.ca or from a member of the Research Ethics Board.

DECEPTION
If your study involves deception, you must complete page 7 in addition to pages 1 to 6 of the Request for Ethical Review form.  Partial disclosure or deception may be permitted under exceptional circumstances.

TELEPHONE CONTACT
Initial contact with subjects by telephone is discouraged by UBC.   However, in surveys where sample selection is not on the basis of information held in confidence by a third party (see below), initial telephone contact may be allowed.  If your study involves such contact, you must also complete page 8 in addition to pages 1 to 6 of the Request for Ethical Review form.

CLASS PROJECTS
Class projects, which involve human subjects, do not require individual review; however each instructor is required to submit annually for each course a form that summarizes the instructions given to the class.  For further details, contact Shirley Thompson.

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.  If agency approval cannot be obtained without prior approval by the UBC REB, a letter of conditional approval will be issued for submission to the agency if all other aspects of the protocol are satisfactory.  Whenever possible, applications should be submitted concurrently to the UBC REB and the agency.  Please indicate in item # 35 whether agency approval is contingent on UBC BREB approval.

2) Projects that 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 Research Ethics Board 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.

CONSENT

UBC policy requires written consent from the research subject in all cases other than those limited to questionnaires completed by the subject.  The necessary components of a consent form are listed in items 37 and 38 of this form.  A sample copy of the investigator's proposed consent form must be included with the Request for Ethical Review and reviewed and approved by the Research Ethics Board  before the subjects are approached.

COMMITTEE MEMBERS

Research Ethics Board Members are chosen from appropriate disciplines.  Names of current members may be obtained from Shirley Thompson.

OTHER GUIDELINES

The University of British Columbia Research Ethics Boards use the "Tri-Council Policy Statement:  Ethical Conduct for Research Involving Humans" as a reference and an educational resource.  You are also encouraged to consult the Tri-Council Policy Statement which is available at the following WEB Sites,

MRC Web Site:  http://www.mrc.gc.ca
NSERC Web Site:  http://www.nserc.ca
SSHRC Web Site:  http://www.sshrc.ca
UPDATES

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

ELECTRONIC FORMS

A computer version of the form may be obtained on disk from the Office of Research Services at 604-822-8595 or from the ORS Web Site at http://www.orsil.ubc.ca.

CONTINUING REVIEW AND APPROVAL

As of January 1, 2000 the Certificate of Approval will be issued for a term of one year.  Renewal may be obtained by submitting an annual status report on a Request for Continuing Review or Amendment form.  These forms are also available at the Office of Research Services WEB Site.  

Please note that the University of British Columbia Research Ethics Board must also be notified promptly when the study concludes.
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The University of British Columbia

Office of Research Service

Behavioural Research Ethics Board

Room 323 - 2194 Health Sciences Mall, Vancouver, BC  V6T 1Z3

Phone: (604) 822-8584   Fax: (604) 822-5093

SAMPLE CONSENT FORM

Notes:

-
Type size - no smaller than the type on this page  (Arial - 12)

-
Use headings, small paragraphs and spaces between the paragraphs

-
Use simple lay language - explain medical terms and jargon

-
Write out all acronyms the first time they appear on each page

· Number the pages ie. 1 of 3, 2 of 3, 3 of 3 etc.

· Include a version date on the consent form

-
All information required by the subject must be included in the informed consent form.  Do not use


attachments or additional information forms.

-
The consent form submitted for review should be in its final form (as it will be seen by the


subject/patient), including letterhead.  Photocopied letterhead is OK.

-
Spelling and grammar must be corrected before it is submitted for review.

-
Be consistent in the person and tense the consent is written in. i.e. Do not switch from 'I' to 'you'.

-
Please highlight any changes to the consent form, whether originating with the investigators or


sponsor or requested by the Committee.

-
Any changes to the protocol or consent form must be approved by the Committee before the


research begins/continues.

What follows is a tool to assist you in writing your own consent form.  The final responsibility for ensuring that the consent form is clear and comprehensive is yours, however please feel free to contact any member of the Committee or Shirley Thompson, Manager of Ethical Reviews (822-8584) for advice or assistance.

[..........UBC Department Letterhead..........]

Consent Form

[ Title of Study ]

Principal Investigator:  [Be sure that 'Principal' is not spelled 'Principle'.  Name, UBC Dept, and contact telephone number.  Also, note that the Principal Investigator must have a UBC Faculty appointment.  Graduate students must include the name and telephone number of their Faculty Advisor.]

Co-Investigator(s):  [Name, UBC Department, Institution, and contact telephone number.  UBC students should identify themselves as such and indicate if the research is for a graduate thesis and include the degree and Department.]

Purpose:

[Explain in simple lay terms exactly the purpose of the experiment.  It may also be appropriate to provide an explanation of why they have been asked to participate.]

Study Procedures:

[Explain in simple lay terms exactly what will happen to them if they participate in the study.]

[If applicable include the following:

-
randomization - how it will be done - ie. flip of a coin

-
double-blind - explain that in order to avoid bias that neither the subject nor investigators will know


what treatment they are receiving and in case of an emergency the code can be broken

-
number of office visits, amount of time required for each visit, amount of time required for


interviews, questionnaires, etc.

-
if the study takes place in the elementary or secondary schools and involves the use of class time,


include a description of what students whose parents refuse participation will do during the time


that the other students are involved with the study.

-
if the study involves analysis of tests or activities that are a part of regular class routine, then


explain that the results of those who do not participate will not be included in the research.

-
if videotaping is involved, explain that those not participating will not be videotaped.]

Confidentiality:

[Any information resulting from this research study will be kept strictly confidential.  All documents will be identified only by code number and kept in a locked filing cabinet. Participants will not be identified by name in any reports of the completed study.  If the data records are kept on a computer hard disk, describe how the security of the computer record will be maintained.]
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Remuneration/Compensation:

[In order to defray the costs of inconvenience/transportation/loss of wages each participant will be reimbursed or will receive an honorarium in the amount of - $.  If course credit is available to University students, explain the process.]

Contact:

If I have any questions or desire further information with respect to this study, I may contact [Principal Investigator] or one of [his/her] associates at [telephone number].

If I have any concerns about my treatment or rights as a research subject I may contact the Director of Research Services at the University of British Columbia at 604-822-8598.

Consent:

I understand that my participation in this study is entirely voluntary and that I may refuse to participate or withdraw from the study at any time without jeopardy to my [employment/class standing/access to further services from the community centre, day care, etc.].

I have received a copy of this consent form for my own records.

I consent to participate in this study.  

[On parental consent forms include a statement of choice, for example:

'I consent/I do not consent (circle one) to my child's participation in this study.'  Passive consent is unacceptable.

Please note that parents must be provided with a copy of the parental consent form. It is acceptable to include a separate section for signatures so that they may return the signature page or section and keep the information contained in the consent form for their own records.]

____________________________________________________

Subject Signature




Date

(or Parent or Guardian Signature)

____________________________________________________

Signature of a Witness


Date
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