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	The University of British Columbia

Behavioural Research Ethics Board

Office of Research Services

Suite 102, 6190 Agronomy Road,

Vancouver, B.C.  V6T 1Z3

Phone: (604) 827-5112,  Fax: (604) 822-5093
	REB File Number
	Date Received
	Initials


APPLICATION FOR BEHAVIOURAL ETHICAL REVIEW 

Please read the BREB Guidance Notes before completing the application form. 

All information requested on this form must be typewritten in the space provided. Incomplete submissions will not be reviewed by the BREB.  
The Principal Investigator must have a UBC Faculty Appointment or a staff appointment at an affiliated institution.

	1. Principal Investigator / Faculty Advisor

Surname: Wolfman Given Name(s):  Steven Andrew
Academic Rank:  Instructor
UBC Faculty / Department:
Science/Computer Science
UBC Division (If applicable): 
N/A
Hospital Department (if applicable):
N/A
Hospital Division (if applicable): 
N/A
Phone Number: 604-822-0407 Fax Number: 604-822-5485
E-mail Address:
wolf@cs.ubc.ca
	2. After reviewing Guidance Note #2, please indicate whether your proposal falls under the “minimal risk” criteria.



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Note:  UBC Okanagan REB - all applications must be submitted for full Board review. 
___________________________________________________________

3. Is this research being done under a contract from a for-profit sponsor?





 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If yes, see guidance note #3 and complete Appendix #3.

	4. Check all institutions/sites where the research will be carried out. (See Guidance Note #4)

 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,  FORMCHECKBOX 
 VGH,     FORMCHECKBOX 
 C&W,   FORMCHECKBOX 
 PHC,   FORMCHECKBOX 
 BCCA,    FORMCHECKBOX 
 AC,  
 FORMCHECKBOX 
 Other:      

	5. Title of Research Proposal (see Guidance Note #5):  (Do not exceed 3 lines)
Keypad and Keyboard Design for Fast Text Entry
Additional Titles: Included in item #45?    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No       Proposed Project Period (y/m/d):  From: 2006/04/30  To: 2008/04/30
Is this proposal closely linked to any other proposal previously/simultaneously submitted to the BREB? (See Guidance Note #5)
     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, describe relationship of this proposal to this primary study:      
REB File Number of primary study:      

	6 List all documents submitted with the Application for Ethical Review.  Assign a version date to attached documents. Incomplete submissions will not be reviewed. (See Guidance note #6)

	Original copy + 19 copies of the following documents *
	(  If applicable
	 Version Date

	Application form 
	   FORMCHECKBOX 
 Yes          
	Do not alter the version date on this form.

	Advertisement to recruit subjects 
	   FORMCHECKBOX 
 Yes          
	Version001 / 4/13/2006

	Letter of initial contact 
	   FORMCHECKBOX 
 Yes          
	     

	Subject consent form 
	   FORMCHECKBOX 
 Yes          
	Version001 / 4/13/2006

	Parent / Guardian consent form
	   FORMCHECKBOX 
 Yes          
	     

	Assent form 
	   FORMCHECKBOX 
 Yes          
	     

	Questionnaires, tests, interview scripts, etc.
	   FORMCHECKBOX 
 Yes          
	     
     

	Cover letter for the questionnaire
	   FORMCHECKBOX 
 Yes          
	     

	Telephone contact form (Appendix 4)
	   FORMCHECKBOX 
 Yes          
	Version date not required

	Deception form and written or verbal debriefing (Appendix 5)
	   FORMCHECKBOX 
 Yes          
	Version date not required

	Fee for Service form (Appendix 6)
	   FORMCHECKBOX 
 Yes          
	Version date not required

	Research Grant application or proposal
	   FORMCHECKBOX 
 Yes
	Version data not required

	Agency approval of other institutions
	   FORMCHECKBOX 
 Yes          
	Version date not required

	* If submitted for Expedited Review (when “Yes” has been checked, under Question #2), submit the original plus TWO copies.  

	7. Principal Investigator / Faculty Advisor: I agree to abide by the Tri-Council Policy for Ethical Conduct for Research Involving Human Subjects.
                                                                                     
Signature




                      Date (y/m/d) 

___________________________________________________________

Department Head / Dean: I confirm that the Principal Investigator has the qualifications, experience, and facilities to carry out this research (see Guidance Note #7).
                                                                                     
Signature




                      Date (y/m/d)

     
Printed Name
	8. Provide the name of ONE contact person for ALL correspondence.  The original Certificate of Approval will be mailed to the address given here. (see Guidance Note #8)

Name:
Steven Wolfman
Title:

Instructor
Address:
201-2366 Main Mall


Vancouver, BC, V6T 1Z4


     


     
Phone Number:
604-822-0407
Fax Number:
604-822-5485
E-mail Address:
wolf@cs.ubc.ca


9. Co-Investigators and Students: Use box 45 if additional space is needed.

9a. Complete 9.a. if this is research for a graduate degree:  

	Surname (ALL CAPS):     
Given Name(s):
     
UBC Faculty / Department:
     
UBC Division (If applicable): 
     
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,
Type of degree program:   FORMCHECKBOX 
 Masters     FORMCHECKBOX 
 Doctorate     FORMCHECKBOX 
 Resident
I agree to abide by the Tri-Council Policy for Ethical Conduct for Research Involving Human Subjects

______________________________________        _____________

Signature







Date

______________________________________

Printed Name
	Surname (ALL CAPS):     
Given Name(s):
     
UBC Faculty / Department:
     
UBC Division (If applicable): 
     
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,
Type of degree program:   FORMCHECKBOX 
 Masters     FORMCHECKBOX 
 Doctorate     FORMCHECKBOX 
 Resident
I agree to abide by the Tri-Council Policy for Ethical Conduct for Research Involving Human Subjects

______________________________________        _____________

Signature







Date

______________________________________

Printed Name


  9b. Other Co-Investigators


	Surname (ALL CAPS):huang
Given Name(s):
Yuan-Ting Erica
Academic Rank: 
Undergraduate
UBC Faculty / Department:
Science/CPSC
UBC Division (If applicable): 
N/A
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,

Hospital Department (If applicable):N/A
Hospital Division (If applicable): N/A

	Surname (ALL CAPS):     
Given Name(s):
     
Academic Rank: 
     
UBC Faculty / Department:
     
UBC Division (If applicable): 
     
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,

Hospital Department (If applicable):     
Hospital Division (If applicable):      


	Surname (ALL CAPS):     
Given Name(s):
     
Academic Rank: 
     
UBC Faculty / Department:
     
UBC Division (If applicable): 
     
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,

Hospital Department (If applicable):     
Hospital Division (If applicable):      

	Surname (ALL CAPS):     
Given Name(s):
     
Academic Rank: 
     
UBC Faculty / Department:
     
UBC Division (If applicable): 
     
 FORMCHECKBOX 
 UBC Vancouver,  FORMCHECKBOX 
 UBC Okanagan,

Hospital Department (If applicable):     
Hospital Division (If applicable):      



9c. Investigators qualifications

	Who will actually conduct the study and what are their qualifications to conduct this kind of research? (For example, describe relevant training, experience, degrees, and/or courses).

The principal investigator (Steven Wolfman) and co-investigator (Erica Huang) will conduct the studies.  Dr. Wolfman has conducted studies in Human-Computer Interaction (HCI) before for his dissertation and has taught the senior-level HCI course in UBC CPSC (CPSC 444), which includes instruction on both human subjects procedures and experimental procedures.  Ms. Huang is nearing completion of the same course, including a BREB-approved class study in HCI and is applying to graduate school in HCI.



9d. Tri Council Policy Statement (TCPS) Tutorial

	All graduate students and medical residents are expected to complete the TCPS tutorial before submission. The BREB strongly recommends that the Principal Investigators and all co-investigators are familiar with the TCPS.  Confirm completion of the TCPS tutorial below.

All graduate students       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
  No     
All medical residents        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
  No     
Principal Investigator        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
  No     

Other investigators           FORMCHECKBOX 
 Yes     FORMCHECKBOX 
  No     




	10.  Give the name of the funding source:
(
 Principal Investigator's startup and dept PD (no applications)
Classify the type of funding:
 FORMCHECKBOX 
 For-profit sponsor,    FORMCHECKBOX 
 Grant,    FORMCHECKBOX 
 Grant-in-aid,      FORMCHECKBOX 
 UBC internal,     FORMCHECKBOX 
 No funding,      FORMCHECKBOX 
 Other     

Status of funding:
 FORMCHECKBOX 
 Awarded,
 FORMCHECKBOX 
 Pending

Provide twenty copies of the grant application or proposal with the Application for Ethical Review.


	11.  Has this research proposal received any independent methodological peer review?
(See Guidance Note #11)
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If Yes, indicate the name of the committees or funding agency involved in the review.  Also, state whether the peer review process is ongoing or completed.

     

	12. External approvals for research involving other institutions and other jurisdictions:  

Provide written proof of agency approval for projects carried out at other institutions and when applicable, other jurisdictions. 
(See Guidance Note #12)

 FORMCHECKBOX 
 Other Institutions?  Name of institution:        FORMTEXT 

     
  Approval received? - date: (y/m/d) 
 FORMCHECKBOX 
 Other Jurisdiction or country?  Name of jurisdiction or country:        Approval received? - date: (y/m/d)        
 FORMCHECKBOX 
 Request for Approval has been submitted to the institution or responsible authority in the other jurisdiction or country. 
(Send a copy to the Behavioural Research Ethics Office when approval is obtained.)

 FORMCHECKBOX 
 Request for Approval has not been submitted. (Please explain in #20).


	13.  Describe the purpose and objectives of the project and state the hypothesis.  (See Guidance Note #13) 
Note:  If you cut and paste, the box size is limited and text will disappear at the bottom of the page.  Please proof read your work. There is additional space in item 45.  Do not refer to attachments in lieu of completing item 13.
Background:

Text entry is a key element of interaction with traditional keyboard-driven computers and more recent hand-held devices such as mobile phones and Blackberries.  Standard keyboard layouts are often selected for reasons independent of their long-term efficiency (e.g., the alphabetical layout used for English letters on telephone keypads) or even to impede long-term efficiency (e.g., the QWERTY keyboard layout designed to reduce typing speeds).  As computing technology becomes more importand and more widespread globally, the problem of creating and adopting efficient keyboard and keypad layout multiplies across languages.  Ideographic languages (i.e., those that use non-phonetic symbols like Chinese) present special problems since text entry is usually accomplished through a separate, phonetic alphabet.

Goals:

The primary goal of this research is to increase the efficiency of text entry, especially on mobile devices and for challenging languages like Chinese.  This will require comparing the speed and accuracy with which individuals can enter text on particular devices across alternate keypad or keyboard layouts.  

All experiments will collect behavioural measures (e.g., task speed and accuracy) from healthy participants.
We intend to commence our research with zhuyin-based entry of Chinese characters on keypads laid out similarly to mobile phone keypads.  One of the co-investigators (Ms. Huang) is fluent in Chinese and zhuyin phonetic spelling and familiar with Taiwanese culture (where zhuyin is heavily used).



Human Subjects
	14.   How many subjects, including controls, will be enrolled in the entire study? 20-200


How many control subjects will be enrolled in the study?  0


	15.  Describe who is being selected, and the criteria for their inclusion.   (See Guidance Note #15)

1. Participants must volunteer in response to a recruitment form.

2. Participants must be 19 years of age or older. 
3. Participants must have sufficient visual/auditory acuity to understand task prompts and sufficient motor ability to enter text on the keypad or keyboard under study.

Some portions of the study will focus on text entry in particular languages.  Participation in such studies will be contingent on fluency in the language under study. 
Some portions of the study will focus on novice/expert users with particular devices.  Participation in such studies will be contingent on lack of familiarity/extensive familiarity with the devices.


	16.  Describe who will be excluded from participation.  (See Guidance Note #16)

Participants who do not meet the above criteria.

	17.   Describe how, and by whom, the potential subjects will be approached.  Attach copies of initial letters of contact and any other recruitment documents.  Note that UBC BREB policy does not allow initial contact by telephone.  However, surveys, which use random digit dialling, may be allowed.  If your study involves initial contact by random digit dialling, please complete the ‘Telephone Contact’ form, Appendix #4.  

(See Guidance Note #17)

Recruitment notices will be posted across UBC campus, sent to newsgroups across campus, and advertised in relevant student groups and publications (e.g., the Chinese language literary magazine). Some subjects may be recruited via word-of-mouth by the project investigators to their immediate friends and colleagues.

	18.   Describe the selection and/or recruitment procedures for control subjects, if these differ from the above.  Attach copies of initial letters of contact and any other recruitment documents.

N/A


Description of Procedures (Must be written in the space provided)

	19. Are any of the following procedures or methods involved in this study?  Check all that apply.  (See Guidance Note #19).

	 FORMCHECKBOX 
  Action Research




 FORMCHECKBOX 
  Autobiography





 FORMCHECKBOX 
  Data Linkage

 FORMCHECKBOX 
  Deception

 FORMCHECKBOX 
  Ethnographic Fieldwork





	 FORMCHECKBOX 
  Expert Interviews

 FORMCHECKBOX 
  Focus Groups
 FORMCHECKBOX 
  Naturalistic Observation
 FORMCHECKBOX 
  Random digit dialing

 FORMCHECKBOX 
  Secondary Use of Data



	 FORMCHECKBOX 
  Subject pools
 FORMCHECKBOX 
  Use of medical records
 FORMCHECKBOX 
  Videotaping
 FORMCHECKBOX 
  None of these methods

	20.   Procedures:  Describe any specific tests, interviews, questionnaires, or experimental procedures.  If the study involves an experimental approach to curriculum or treatment, specify how the procedures differ from normal practice.  If Deception is involved, please complete the ‘Deception Form’, Appendix #5.  (See Guidance Note #20)  There is additional space in item 45. Do not refer to attachments in lieu of completing item 20.
In all experiments, subjects will be asked to perform a series of text entry tasks using a computer keyboard or keypad (e.g., listening to or reading a sentence and typing it on a mobile phone keypad).  The software will be instrumented using software logging to record relevant information such as timing and identity of keypresses.  The program may also include prompts for subjects to record their subjective sense of speed, performance, and satisfaction with keypad layouts.  For studies requiring language familiarity or novice/expert users of particular devices, the software will also prompt to confirm the subjects' experience level with the language or device under study.  Collected data will be analyzed using standard statistical tests.

No video or audio record of the subjects will be taken.  Our studies will not involve an experimental approach to curriculum or treatment, nor will they involve any form of deception. All of the studies that take place will be entirely non-invasive in nature.        


	21.  Where will the project be conducted (i.e. what premises, School, Hospital, Community Centre, etc)?

ICICS/CS (UBC)


	22a. How much time (i.e., how many minutes/hours over how many weeks/months) will a subject be asked to dedicate to the project? 

A maximum of two hours
22b. How much time (i.e., how many minutes/hours over how many weeks/months) will a control volunteer (if any) be asked to dedicate to the project? 

N/A

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

	Physical risk

Psychological/ Emotional risk 

Social risk

Employment risk

Other
	 FORMCHECKBOX 
  minimal risk

 FORMCHECKBOX 
  minimal risk

 FORMCHECKBOX 
  minimal risk

 FORMCHECKBOX 
  minimal risk
 FORMCHECKBOX 
  minimal risk
	 FORMCHECKBOX 
  more than minimal risk

 FORMCHECKBOX 
  more than minimal risk

 FORMCHECKBOX 
  more than minimal risk

 FORMCHECKBOX 
  more than minimal risk

 FORMCHECKBOX 
  more than minimal risk



	Describe the potential risks or inconveniences (discomfort or incapacity) to the subject associated with each procedure, test, interview, or other aspect of the study.  Describe strategies, which are in place to minimize or manage the risks for subjects and other affected individuals. (See Guidance Note 23)
There are no known medical or psychological risks associated with this research.  An experimental session is roughly equivalent to completing a lesson with a computer typing tutor or playing a computer game.

	24.  Describe any potential benefits to the subject that could arise from his or her participation in the proposed research.  (see Guidance Note #24)

Subjects have an opportunity to find out about the research topic under investigation (how could keyboard layouts be improved), as well as about HCI research more generally. In addition, participants will receive a $10/hour honorarium to compensate them for their time and for any costs that they may incur in connection with their participation.    

	25.   Describe any reimbursement for expenses or payments/gifts-in-kind (e.g. honoraria, gifts, prizes, credits) to be offered to the subjects.  Provide full details of the amounts, payment schedules, and value of gifts-in-kind.  (see Guidance Note #25)

   Participants will be paid $10 for their participation in the study.  


Data Analysis and Confidentiality
	26.   Confidentiality:  How will confidentiality of the data be maintained? (For example, study documents must be kept in a locked filing cabinet and computer files, password protected). 

No individual identification is kept or published.  The anonymous raw data are stored in the lab, where they are accessible to the project investigators.  The summarized group data are presented at conferences and published in scholarly journals.

	27.   Who will have access to the data? (For example, co-investigators, students).  How will all of those who have access to data be made aware of their responsibilities concerning privacy and confidentiality issues?

Only the primary investigator and co-investigators will have access to collected data.  Those who have access will be made aware of their responsibilities to privacy and confidentiality through a formal briefing.      

	28.   Will any data that identifies individuals be available to persons or agencies outside of the University?         FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No

If Yes, describe in detail what identifiable information is released, to whom and what safeguards will be used to protect the identity of subjects and the privacy of their data.  (see Guidance Note #28)

     

	29.   Give details of where and for how long the data or audio/video tapes will be stored.  UBC policy requires that data be kept for at least 5 years.  If you intend to destroy the data at the end of the storage period describe how this will be done to ensure confidentiality (i.e. tapes should be demagnetized, paper copies shredded).   (See Guidance Note #29)

The data are stored for an indefinite period of at least 5 years.  However, the names of participants are never stored in the data files.

	30. Are there any plans for future use of either data or audio/video tapes?  Give details. (See Guidance Note #30).

There are no plans to make secondary use of collected data.  There are no collected audio/visual materials.   

	31. Are there any plans for feedback on the findings or results of the research to the subject?  Please describe below.

A full debriefing will be provided to subjects at the end of their period of participation. This debriefing will disclose the specific purpose and motivation for the research. Contact information for the primary investigator and/or co-investigators will also be provided to subjects, should they be interested in following up on the eventual findings or results.


Informed Consent

	32.  Describe the consent process. Who will ask for consent? Where, and under what circumstances? 

Consent will be requested from subjects prior to the start of their participation in the research project. Subjects who freely choose to participate will have their signature collected on formalized consent forms. Only the primary investigator and/or co-investigator will ask for subject consent. These individuals have all completed or taught UBC courses involving behavioral research with human subjects. 

	33.  How long will the subject have to decide whether or not to participate? If this will be less than twenty-four hours, provide an explanation.

 Subjects will be given at least 24 hours from the initial time of contact with the project investigators to decide whether or not they would like to participate and will be permitted to withdraw at any point in the study.   

	34.   Will every subject be competent to give fully informed consent on his/her own behalf? (see Guidance Note #34)
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If Yes, skip to box 37.  If No, provide details of the nature of the incompetence (for instance, young age, mental incapacity).

 N/A

	35.  If a subject is not competent to give fully informed consent, who will consent on his/her behalf? 

N/A

	36.   If a subject is not competent to give fully informed consent, will he/she be able to give assent to participate? 
 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No


Explain how assent will be sought.  (See Guidance Note #36).

N/A

	37.   Describe any situation in this research in which the renewal of consent might be appropriate, and how this would take place.  

(See Guidance Note #37)

There are no situtations in which the renewal of consent will be appropriate.

	38.   What provisions are planned for subjects, or those consenting on a subject’s behalf, to have special assistance, if needed, during the consent process (e.g., consent forms in Braille, or in languages other than English)?

Subjects who require special assistance during the consent process will be assisted to the fullest ability of the project investigators.  The form of the assistance will be determined on a case-by-case basis.  For those subjects who may not communicate in English well, direct translations of the consent materials may be provided.   Other forms of assistance will be provided based on the individual needs of the subject in question.


39a. Advertisements and posters
	The following checklist includes the minimum amount of information that should be included in recruitment advertisements or posters.
 FORMCHECKBOX 

Institutional letterhead (UBC department or hospital) or a facsimile.

 FORMCHECKBOX 

The title of the project.

 FORMCHECKBOX 

The Identity of the Principal Investigator and the co-investigators and the name and telephone number of a contact person.

 FORMCHECKBOX 

If the project is research for a graduate thesis, a statement indicating this.

 FORMCHECKBOX 

A brief description of the recruitment criteria and the research procedures. 

 FORMCHECKBOX 

A statement of the total amount of time for participating in the research required of a subject.

 FORMCHECKBOX 

Details of payment for expenses and/or any other remuneration to be offered to the subjects (if any).

 FORMCHECKBOX 

A version date in a footnote at the bottom of each page.


39b. Consent for Questionnaires (Completed by Subjects)
	Questionnaires must include a covering letter, which includes the following information. Please check off items in the following list to show that these items have been incorporated into the letter. 
 FORMCHECKBOX 

Institutional letterhead (UBC department or hospital) or a facsimile.

 FORMCHECKBOX 

The title of the project.

 FORMCHECKBOX 

The Identity of the Principal Investigator and the co-investigators, and the name and telephone number of a contact person.

 FORMCHECKBOX 
 
An explanation of who is funding or sponsoring the study (if applicable).

 FORMCHECKBOX 

If the project is research for a graduate thesis, a statement indicating this.

 FORMCHECKBOX 
 
Second-person pronouns (you/your child), when referring to subjects. Be consistent throughout all consent forms.

 FORMCHECKBOX 
 
A clear explanation of why the subject has been invited to participate in the study.
 FORMCHECKBOX 

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

 FORMCHECKBOX 

A brief but complete description in lay language of the purpose of the study and of all research procedures. 

 FORMCHECKBOX 

A statement of the total amount of time for participating in the research required of a subject.

 FORMCHECKBOX 

A statement of all known risks, (for example:  psychological, cultural, privacy, confidentiality), and a description of the procedures in place to minimize risks or to provide counseling or referral for those in distress.

 FORMCHECKBOX 

Assurance that the identity of the subject will be protected and a description of how this will be accomplished. 

 FORMCHECKBOX 
    Assurance that the information collected (identifiable data) will be kept confidential, an explanation of how this will be done, and a statement of who will have access to the data.

 FORMCHECKBOX 
    Details of payment for expenses and/or any other remuneration to be offered to the subjects (if any).

 FORMCHECKBOX 

An unambiguous statement that the subject may decline to enter, or withdraw from, the study at any time without any consequences to treatment, medical care, or class standing.  For research done in the schools, indicate what happens to children whose parents do not consent.  The procedure may be part of classroom work but the collection of data may be purely for research.

 FORMCHECKBOX 

A statement that if the subject has any concerns about his/her treatment or rights as a research subject, he/she may telephone the Research Subject Information Line in the UBC Office of Research Services at the University of British Columbia, at 604-822-8598.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

Page numbers (“page 1 of 3,” “page 2 of 3,” etc.).

 FORMCHECKBOX 

A version number in a footnote at the bottom of each page.


39c Consent Forms
	UBC BREB policy requires written consent in all cases, with the exception of surveys involving random digit dialling, questionnaires that are completed by the subject, or where oral consent can be justified (See guidance note 19.4).  All of the following information must be included in the consent form and not fragmented into information sheets. Please check off items in the following list to show that these items have been incorporated into all consent forms
 FORMCHECKBOX 

Institutional letterhead (UBC department or hospital) or a facsimile.

 FORMCHECKBOX 

The title of the project.

 FORMCHECKBOX 

The Identity of the Principal Investigator and the co-investigators, and the name and telephone number of a contact person.

 FORMCHECKBOX 
 
An explanation of who is funding or sponsoring the study (if applicable).

 FORMCHECKBOX 

If the project is research for a graduate thesis, a statement to this effect must be included and must also clearly indicate whether it is part of a thesis (public document) or graduating essay (semi-public document).  

 FORMCHECKBOX 
 
Second-person pronouns (you/your child), when referring to subjects. Be consistent throughout all consent forms.

 FORMCHECKBOX 
 
A clear explanation of why the subject has been invited to participate in the study.
 FORMCHECKBOX 

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

 FORMCHECKBOX 

A brief but complete description in lay language of the purpose of the study and of all research procedures. 
 FORMCHECKBOX 

A statement of the total amount of time for participating in the research required of a subject.

 FORMCHECKBOX 

A statement of all known risks, (for example:  psychological, cultural, privacy, confidentiality), and a description of the procedures in place to minimize risks or to provide counseling or referral for those in distress.

 FORMCHECKBOX 
 
If the study involves behavioural therapy, include a statement describing what alternatives to participating in the research project are available to the subject (i.e., what other treatment options are available outside of the study).

 FORMCHECKBOX 

Assurance that the identity of the subject will be protected and a description of how this will be accomplished. 

 FORMCHECKBOX 
 
Assurance that the information collected (identifiable data) will be kept confidential, an explanation of how this will be done, and a statement of who will have access to the data. Do not say that the information will be kept confidential, since it will be published.

 FORMCHECKBOX 

Details of payment for expenses and/or any other remuneration to be offered to the subjects (if any).

 FORMCHECKBOX 
 
A statement of any actual or potential conflict of interest on the part of the researchers or sponsor.

 FORMCHECKBOX 

An unambiguous statement that the subject may decline to enter, or withdraw from, the study at any time without any consequences to treatment, medical care, or class standing. (See Guidance Note #39)  For research done in the schools, indicate what happens to children whose parents do not consent.  The procedure may be part of classroom work but the collection of data may be purely for research.

 FORMCHECKBOX 

A statement that if the subject has any concerns about his/her treatment or rights as a research subject, he/she may telephone the Research Subject Information Line in the UBC Office of  Research Services at the University of British Columbia, at 604-822-8598.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

A statement that the subject is consenting to participate (by signing).

 FORMCHECKBOX 

The signature and printed name of the subject consenting to participate in the research project, investigation, or study, the date of the signature.

 FORMCHECKBOX 

Parental consent forms sent home from school 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.’  (See Guidance Note #39) 

 FORMCHECKBOX 

Page numbers (“page 1 of 3,” “page 2 of 3,” etc.).

 FORMCHECKBOX 

A version date in a footnote at the bottom of each page.


	Potential Conflict of Interest 

40.   Describe any restrictions regarding the disclosure of information to research subjects (during or at the end of the study) that the sponsor has placed on investigators, including those related to the publication of results. (See Guidance Note #40)

N/A

	41.   Describe any personal benefits that the investigators and/or their partners/immediate family members will receive, connected to this research study. Include details of all fees and/or honoraria directly related to this study, such as those for subject recruitment, advice on study design, presentation of results, or conference expenses.

N/A

	42.   Describe any current or recent (within the last two years) consultancy or other contractual agreements with the sponsor held by the investigators. (Include amounts.)

N/A

	43.   Give details, if any of the investigators and/or their partners/immediate family members has direct financial involvement with the sponsor via ownership of stock, stock options, or membership on a Board.

N/A

	44.   Give details, if any of the investigators and/or their partners/immediate family members holds patent rights or intellectual property rights linked in any way to this study or its sponsor. 

N/A


Additional Information
	45.   Use this space to provide information, which you feel, will be helpful to the review committee, or to continue any item for which sufficient space was not available.

      


Version:  August 23, 2005


page 12/12
Check the Research Ethics Web page for the current version of the form: http://www.ors.ubc.ca/ethics/behavioural/b-forms.htm

