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Important Note

This application is for research involving the use of human participants, human biological materials and health records in any agency of the Vancouver Island Health Authority (VIHA) by UVic faculty, staff and students.  The University of Victoria and the Vancouver Island Health Authority (VIHA) operate a joint ethics sub- committee.  The sub-committee will review your application.
The Joint Sub-Committee is designed to review minimal risk studies only and reserves the right to determine whether a study is deemed minimal risk or above minimal risk.  Definition of mininal risk: “the probability and magnitude of harms implied by participation in the research is no greater than those encountered by the paricipant in those aspects of his/her daily life that relate to the research” (Tri-Council Policy Statement: Ethical Conduct of Researh Involving Humans).  For studies above minimal risk, you must submit separate standard University of Victoria (UVic) and Vancouver Island Health Authority (VIHA) research ethics application forms to each institutions for individual review.  Studies that are minimal risk but complex may also be referred to the individual UVic and VIHA committees for review.  

Contact us: 
UVic Research Ethics: (250) 472-4545; ethics@uvic.ca
VIHA Research Ethics: (250) 370-8620 

For more information about the Joint UVic/VIHA ethics review process, consult the websites at www.research.uvic.ca or  www.viha.ca/rnd/research_ethics.htm
Submitting Your Application
Submit five copies of your completed application to:      
Joint UVic-VIHA Subcommittee

VIHA Research Ethics Office

Room 304, Kenning Wing – Memorial Pavilion
Royal Jubilee Hospital

1952 Bay Street

Victoria, BC  V8R 1J8

· Ensure your answers are clear, consistent and complete.  If any sections are not relevant to your 

research, answer “N/A”.  

· Attach your budget and research proposal to your application.  Proposals must be page-numbered. 

· Refer to the VIHA number assigned to your application when contacting either VIHA or UVic about your 

application.

Review and Approval Information
· Members of the Joint Sub-Committee will review the application and, if necessary, make 

recommendations for clarification or revisions.  VIHA will email you a Notice of Review containing this information.  

· You will email required revisions to VIHA for processing.  When the UVic/VIHA application is approved, you will be notified by email and a Certificate of Approval will be emailed to you.
· Approval is valid for ONE YEAR from the date of approval.  If recruitment and/or data collection continues beyond the first year you must submit a renewal for each subsequent year that recruitment and data collection continues.  
· Amendments to your approved study must be submitted to the VIHA Administrative Assistant using the “Joint UVic/VIHA Request for Amendment of an Approved Project form” available on the websites: www.research.uvic.ca or  www.viha.ca/rnd/research_ethics.htm
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A. Principal Investigator:
Last Name:      
First Name:      
Department/Faculty:      
Full Mailing Address:      
Phone:      
Fax:      
Email:      
Title/Position (Check all that apply):


 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 UVic Staff


 FORMCHECKBOX 
 VIHA Staff

 FORMCHECKBOX 
 Post-Doctoral

 FORMCHECKBOX 
 Ph.D. Student

 FORMCHECKBOX 
 Master’s Student 

 FORMCHECKBOX 
 Undergraduate 

_______________________________________________________________________________________
Students: Provide your Supervisor’s

Name:      
Email:      




Department:      
Phone:      
Graduate Students: Provide your Graduate Secretary’s email address:      
B.  Project Information

1. Project Title:      

Keywords:
1.      

2.      

3.      

4.      

Proposed start date of recruitment or data collection:      


Estimated Completion Date :      
2.
University of Victoria personnel including students, research assistants, and/or those who use this data and are engaged in this research to fulfill thesis/dissertation/academic requirements:

	Name
	Role in Research Project
	Institutional Affiliation
	Email or Phone Number

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


(If you require more space to list Personnel, please type “Attached” on one of the lines and attach a list of personnel to this application.)

3.    Vancouver Island Health Authority Personnel:

	Name
	Role in Research Project
	Time Required (Est.)
	Email or Phone Number

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


(If you require more space to list Personnel, please type “Attached” on one of the lines and attach a list of personnel to this application.)

Explain how you will obtain the cooperation of directly involved VIHA personnel:

	     



4.    Other Agency Personnel Outside VIHA and UVic:

	Name
	Role in Research Project
	Agency Affiliation
	Email or Phone Number

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5.   VIHA Resources

Please list major equipment, if any, to be used in the process of data collection and analysis, and indicate whether it is currently available or is to be purchased with project funds.  Also list any supplies and/or equipment owned by VIHA which may be required for the project, e.g. blood pressure equipment.

6.   VIHA approval signatures are required for all departments involved.  

Signators: Your signature here means you have discussed the study with the researcher and all operational impacts, including budget, have been satisfactorily addressed.
	VIHA STAFF AND RESOURCES INVOLVED IN THE PROJECT 

(check each line)
	APPROVALS: See above re: Signators
	FINANCIAL SERVICE AGREEMENT

	
DEPARTMENT/PROGRAM
	Yes
	No
	NAME OF DEPARTMENT/PROGRAM HEAD (attach signatures))
	Yes
	No
	N/A

	Patient Care Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Operating Rooms
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pharmacy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Medical Imaging
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Health Records
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Laboratory Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Electrodiagnostics
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other (list): 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



C.  Agreement and Signatures
Principal Investigator and Student Supervisor

I affirm that:

· I have read this application and it is complete and accurate.

· The research will be conducted in accordance with the University of Victoria and VIHA regulations, policies and procedures governing the ethical conduct of research involving human participants.

· The conduct of the research will not commence until ethics approval has been granted.

· The researcher(s) will seek further UVic/VIHA review if the research protocol is modified or amended.

Principal Investigator
Student’s Supervisor (If applicable)
___________________________________
________________________________________

Signature
Signature

___________________________________
________________________________________

Print Name
Print Name

___________________________________
________________________________________

Date
Date

UVic Chair, Director or Dean (If the researcher or student’s supervisor is the chair, director or dean, this space must be signed by the person to whom the principal investigator or the supervisor reports.)

I affirm that adequate research infrastructure is available for the conduct and completion of this research.

___________________________________

Signature

___________________________________

Print Name

___________________________________

Date

VIHA Department Head Signator (If the researcher or research team member is the VIHA department head then this space must be signed by the person to whom the department head reports.)
I affirm that adequate research infrastructure is available for the conduct and completion of this research.

___________________________________

Signature

___________________________________

Print Name and Title
___________________________________

Date
D.  Budget and Project Funding

7.   Attach a copy of the total budget, by year. Include the funding source and if funding has been received.  Attached:   FORMCHECKBOX 
 Yes
8.   If costs will be incurred by VIHA, please attach the total annual budget and details of costs that will be incurred by VIHA.  Attached:         FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
9.   Have you applied for funding for this project?
 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
 No

If yes, please list funding information:

	Source(s) of Project Funding
	Applied
	Notification Received
	Project Title used in Funding Application(s)

	     
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	     

	     
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	     

	     
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	     

	     
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
	     


Will this project receive funding from US Funders (e.g. NIH)?             FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No
If you are a UVic researcher and have applied for funding, have you submitted a funding application or contract notification to the UVic Office of Research Services?

 FORMCHECKBOX 
 Yes
 
 FORMCHECKBOX 
 No (Please contact the UVic Grants Liaison at (250) 472-4986  resprog3@uvic.ca
E.  Research Summary:

10.   Provide a brief description of the research, including a time line:
	     



11.   Scholarly Review

What type of scholarly review has this research project undergone?

 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 External Peer Review (e.g. granting agency)
 FORMCHECKBOX 
 Supervisory Committee

 FORMCHECKBOX 
 Supervisor – required for all student research projects

 FORMCHECKBOX 
 Other, explain below:

	     



12.   Research Location

Indicate the specific facility and area/location where the research will be conducted (e.g., Royal Jubilee Hospital, Cardiac Care):

	     



13.   Brief background and rationale to the study, including the objectives and methodology 
	     



14.   Literature Review:

Provide a brief literature review as it relates to this research:
	



F.  Level of Risk

The Tri-Council Policy Statement (TCPS) definition of “minimal risk” is as follows:

The research can be regarded as within the range of minimal risk if potential participants can reasonably be expected to regard the probability and magnitude of possible harms implied by participation in the research to be no greater than those encountered by the participant in those aspects of his or her everyday life that relate to the research. The designation of minimal or non-minimal risk affects the way the application is reviewed not the substance of the ethical review.”

Based on this definition, do you believe your research qualifies as “minimal risk research” research?



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

For studies above minimal risk, you must complete the separate standard UVic and VIHA Application forms and submit to the individual institutions for full Board reviews.
Explain your answer by referring to the level of risk stated in the TCPS definition:

	     


G.  Additional Approvals and Consultations
In addition to VIHA and UVic you may require approval from other agencies, community groups, First Nations, local governments who are involved in your research.  
15.   If additional approvals or consultations are required (e.g. School districts, community groups or agencies, government ministries, etc.), please explain below: 
	     


Have all necessary approvals been received?  FORMCHECKBOX 
 Yes, please attach    FORMCHECKBOX 
 No, please explain below
	     


16.  Indigenous, Aboriginal Community 
National research ethics guidelines
 state that approval from an Aboriginal community or organization may be required when the research involves Indigenous people in relation to their community or organizational affiliation (whether residing in urban or reserve areas), the cultural knowledge and/or resources of Indigenous people, or where individuals speak on behalf of an Indigenous community or nation.

16a.
Does your research or study population specifically focus on whether participants are Aboriginal? ; 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

16b.
Does the project's recruitment criteria include membership of an Aboriginal community either for the entire study or for a sub-group?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

16c.   Will the interpretation of the research results refer to Aboriginal people, knowledge, language, history or culture?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

16d.
Have you answered “yes” to 16a, 16b or 16c, have you consulted with the Indigenous community or communities for this study?   
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No (please explain below)

16e.
If you answered “yes” to question d), describe the process that you have followed or will follow. Include any documentation of consultations and the role or position of those consulted, including their names if appropriate.

	     


17.  Other Research Ethics Boards (REBs) (e.g. from other institutions where the research will also be conducted). 
17a.   Does this project involve collection of data at multiple sites within Canada?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, please list: 
	     


17b.   Has the research been review by another Research Ethics Board?        FORMCHECKBOX 
  Yes
   FORMCHECKBOX 
  No
17c.  If yes, what was the outcome?   

 FORMCHECKBOX 
  Approval Granted
   FORMCHECKBOX 
  Approval Pending
 FORMCHECKBOX 
  Not Applicable

17d.  If applicable list the sources of ethical approval (and attach letters or certificates of approvals): 
[Note: The Joint UVic/VIHA Sub-committee reserves the right to contact other REBS that have approved this research about this study.]
	     


18.  International Research

18a.  Will this study be conducted in a country other than Canada?  

 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
 No

18b.  If yes, describe how the laws, customs and regulations of the host country will be addressed:

	     


19.   UVic Biosafety Committee Approval. If necessary, please attach Biosafety Human Materials Form to this application. Note that Ethics Approval is contingent on Biosafety Approval. See the Biosafety website at the Office of Health and Safety for more information.  http://ohs.uvic.ca/research_safety/biosafety.php
20.   Other, please explain and attach relevant document:
	     


H.  Recruitment 

21.   Recruitment and Selection of Participants – if more than one group of participants will be selected and recruited please answer these questions for each of your groups (i.e., answer each section for the survey participants, focus group participants, interview participants, etc.).
21a.  Briefly describe the target population for recruitment.

	     


21b.  Why is this population of interest?

	     


21c.  What is the desired number of participants? 

	     


21d.  What are the salient characteristics of the participants (e.g., age, gender, race, ethnicity, class, position, etc.):
	     


21e.  Provide a detailed description of your exact recruitment process. Explain:

i) Who will recruit/contact participants (e.g. researcher, assistant, third party)

	     


ii) Describe any relationship between the investigator(s) and participant(s) (e.g., nurse-patient, manager-employee, colleague-colleague).  The relationship may place undue influence on the participant to participate.  See item 22 if there is a power-over relationship.

	     


iii) How will the recruitment be done (e.g., in person, by telephone, letter, email, advertisement) and from what source(s) will the participants be recruited. If applicable, explain how and from where contact information will be obtained from the sources.
	     


iv) Please list and describe the steps in the recruitment process:


	     


Recruitment Materials Checklist:

Attach all documents referenced in this section (check those that are appended):
 FORMCHECKBOX 
 Script(s) – in-person, telephone, 3rd party, e-mail, etc.

 FORMCHECKBOX 
 Invitation(s) to participate 

 FORMCHECKBOX 
 Advertisements, Posters, Flyers 

 FORMCHECKBOX 
 None; please explain why (e.g. consent form used as invitation/recruitment guide) 
	     


22.   Power-Over        
Are you or any of your co-researchers in any way in a position of authority or power over participants? Examples of a “power-over” situation include therapists-clients, supervisors-employees, and possibly researcher-relative or researcher-close friend. 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
Varies

If yes or varies, describe below:

i) The nature of the relationship.

ii) Why it is necessary to conduct research with participants over whom you have power.

iii) What safeguards (steps) will be taken to minimize inducement, coercion or potential harm.

iv) How the dual-role relationship and the safeguards will be explained to potential participants.

	     


I.  Data Collection Methods

23.  Data Collection

For community-based research or observational research, please see Appendix III of the Guidelines.


Which of the following methods will be used to collect data? Check all that apply.

	 FORMCHECKBOX 
 Interviewing participants:

 FORMCHECKBOX 
 in-person

 FORMCHECKBOX 
 by telephone

 FORMCHECKBOX 
 using web-based technology (explain)

 FORMCHECKBOX 
 Conducting group interviews or discussions (including focus groups)
	 FORMCHECKBOX 
 Attach interview questions

	 FORMCHECKBOX 
 Administering a questionnaire or survey:

 FORMCHECKBOX 
 In person
 FORMCHECKBOX 
 by telephone


 FORMCHECKBOX 
 mail back
 FORMCHECKBOX 
 email


 FORMCHECKBOX 
 web-based*  (See below)

 FORMCHECKBOX 
 Other, describe:      
*If using a web program located in the United States (e.g. SurveyMonkey), you must inform participants that their responses may be accessed via the U.S. Patriot Act.  Please add the following to the survey consent form(s):  
Please be advised that information about you that is gathered for this research study uses a web program located in the US.  As such, there is a possibility that information about you may be accessed without your knowledge or consent by the U.S. government in compliance with the U.S. Patriot Act.

	 FORMCHECKBOX 
 Attach questionnaire or survey:

 FORMCHECKBOX 
 standardized (one with established reliability and validity) – published references for standardized questionnaires and surveys may be acceptable
 FORMCHECKBOX 
 non-standardized (one that is un-tested, adapted or open-ended)

	 FORMCHECKBOX 
 Administering a computerized task (describe in 14b)

	 FORMCHECKBOX 
 Observing participants                                                          FORMCHECKBOX 
  Attach observation sheet, tables 
[In 23b,  describe who and what will be observed. Include where observations will take place.]

	 FORMCHECKBOX 
 Recording of participants using:


 FORMCHECKBOX 
 audio
 FORMCHECKBOX 
 video
 FORMCHECKBOX 
 photos or slides


	 FORMCHECKBOX 
 Images used for analysis
 FORMCHECKBOX 
 Images used in disseminating results [include release to use participant images in consent materials]

	Analyzing secondary data or secondary use of data (Refers to information/data that was originally gathered for a purpose other than the proposed research and is now being considered for use in research., e.g. patient or school records ,health data, etc.).
 FORMCHECKBOX 
 Secondary data involving anonymized information (Information/data is stripped of identifiers by another researcher or institution before being shared with the applicant).  
 FORMCHECKBOX 
 Secondary data with identifying information (Data contains names and other information that can be linked to individuals, e.g., medical health records or health data containing identifiers, employment records, meeting minutes, personal writings).
In item 23b describe the source of the data, and explain whether and how consent was obtained from the individuals for use of their data.

	 FORMCHECKBOX 
 Using human samples (e.g., saliva, urine, blood, hair)

Ensure that you apply to the Biosafety Committee http://ohs.uvic.ca/research_safety/biosafety.php
the collection, storage and receipt of human biological materials, if necessary. Also, complete the Human Materials Form, have it signed and attach it to your application. If using human tissue only, skip to 7g-8, 11-end.

	 FORMCHECKBOX 
 Other, specify: 



23b.
Provide a sequential description of the procedures/methods to be used in your research study.
List all of the research instruments and assessment tools, indicating the reliability and validity of the instruments and in an appendix provide copies of all instruments. If not yet available, provide drafts or sample items/questions. For multi-method or other complex research, use the following sections in ways best suited to explain your project.




	     


23c.
How will the data be analyzed?  Describe variables if applicable, specify data analysis techniques and indicate the capacity of the results to be generalized. 

	     


23d.
Where will participation take place? (e.g., ward room, ER, extended care unit)

	     


23e. 
How much time will be required of participants?

	     


Data Collection Methods Checklist:

Attach all documents referenced in this section (check those that are appended):
 FORMCHECKBOX 
 Standardized Instrument(s) – or published references
 FORMCHECKBOX 
 Survey(s), Questionnaire(s)

 FORMCHECKBOX 
 Interview and/or Focus Group Questions

 FORMCHECKBOX 
 Observation Tools 
J.  Possible Inconveniences, Benefits, Risks and Harms to Participants

24.   Benefits

Identify any potential or known benefits associated with participation and explain below.
Keep in mind that the anticipated benefits should outweigh any potential risks.

 FORMCHECKBOX 
 To the participant
 FORMCHECKBOX 
 To society
 FORMCHECKBOX 
 To state of knowledge

	     


25.   Inconveniences

Identify and describe any known or potential inconveniences to participants:
Consider all potential inconveniences, including time devoted to the research.

	     


26.   Estimate of Risks 

Could this study involve the following? Please answer each question by putting an X in the appropriate boxes:
	Real or Potential Risks of Harm
	Likely
	Possibly
	Very Unlikely

	i. 
Embarrassment during participation in the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	ii. 
Fatigue or stress
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	iii. 
Other emotional or psychological discomfort
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	iv.
Social risks, such as stigmatization, loss of status, privacy and/or reputation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	v. 
Physical risks, such as falls
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	vi. 
Economic risk (e.g., job security, job loss)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	vii. 
Any other harms (e.g., risk to community, family or the participant)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



27.   Possible Risks 

If you indicated in item 25 that any risks are possible or likely, please explain below:

27a.
What are the identified risks to participants?

	     


27b.
What will you do to try to minimize or prevent these risks?
	     


27c.
How will you respond if the risk of harm occurs? (e.g. what is your plan?)
	     


28.   Deception
Will participants be fully informed of everything that will be required of them prior to the start of the research session?

 FORMCHECKBOX 
Yes
   FORMCHECKBOX 
 No (If no, complete the Request to Use Deception form on the UVic ORS website: www.research.uvic.ca)

K.   Compensation

29.   Compensation

Is there any compensation for participating in the research? (e.g. gifts, money, social advantage, bonus points) 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, explain the nature of the compensation and why you consider it to be necessary: 

Also consider if the amount of compensation could be considered to be a form of inducement.
	     


L.  Free and Informed Consent

The following questions address the competence of participants to give consent, the process used in your research to obtain consent, ongoing consent, and the participants’ right to withdraw. Consult Appendix V of the Guidelines for further information.
30.   Participant’s Capacity (Competence) to Provide Free and Informed Consent – if your informed consent procedure will involves groups with differing competencies answer these questions for each of your groups and clarify which group you are referring to.
Identify your prospective participants: (Check all that apply.)
	Competent
	Non-Competent

	 FORMCHECKBOX 
 Competent adults
 FORMCHECKBOX 
 A protected or vulnerable population (e.g.,       

     inmates, patients)
	 FORMCHECKBOX 
 Non-competent adults:

      FORMCHECKBOX 
 Consent of family/authorized      

           representative will be obtained

      FORMCHECKBOX 
 Assent of the participant will be obtained (note that assent of the participant is always required)

	 FORMCHECKBOX 
 Competent youth
 FORMCHECKBOX 
 Youth 13 to 18: consent of youth will be obtained, and parental consent is required due to institutional requirements (e.g. school districts)

 FORMCHECKBOX 
 Youth 13 to 16: consent of youth will   

      be obtained, parents will be informed

 FORMCHECKBOX 
 Youth 13 to 16: consent of youth will 

      be obtained, parents will NOT be  

      informed

 FORMCHECKBOX 
 Youth 17 to 18: consent of youth will 

      be obtained, parents will not be  

      informed


	 FORMCHECKBOX 
 Non-competent youth:

       FORMCHECKBOX 
 Consent of parent/guardian

       FORMCHECKBOX 
 Assent of the youth will be obtained (note that assent of the participant is always required)

	 FORMCHECKBOX 
 Competent children

 FORMCHECKBOX 
 Children under 13: consent of 

      parent/guardian will be obtained, and 

      child consent will be obtained
 FORMCHECKBOX 
 Other, explain:      

	 FORMCHECKBOX 
 Non-competent children (including young children):

       FORMCHECKBOX 
 Consent of parent/guardian

       FORMCHECKBOX 
 Assent of the child will be obtained (note that assent of the participant is always required)


31.   Means of Obtaining Consent: (Check all that apply and attach copies of all recruitment materials.)
 FORMCHECKBOX 
 Initial verbal explanation and signed Consent Form. (Attach recruitment script(s) and consent form.)
 FORMCHECKBOX 
 Letter of information and signed Consent Form. (Attach information letter(s) and consent form.)
 FORMCHECKBOX 
 Letter of information and verbal consent. (Attach information letter(s). Describe below why written consent is not appropriate and how verbal consent will be documented.)

 FORMCHECKBOX 
 Signed or verbal assent for non-competent participants. (Attach assent form(s), or attach verbal assent script(s) and explain why written assent is not appropriate and how verbal assent will be documented.)
 FORMCHECKBOX 
 Implied consent (e.g. through anonymous, mail back or web-based questionnaires or surveys).

 FORMCHECKBOX 
 Other means. (Describe below and provide justification)
 FORMCHECKBOX 
 Consent will not be obtained. (Explain below)
	     


32.   Informed Consent – if your informed consent procedure will be different for different groups of participants please answer these questions for each of your groups and clarify which group you are referring to (i.e. answer each section for the survey participants, focus group participants, interview participants, etc.).

Describe the exact steps you will follow in the process of obtaining informed consent.
	     


33.   Ongoing Consent

Ongoing consent is required for research that occurs over multiple occasions and/or multiple research activities and/ or extended periods of time (i.e., more than one point of contact, including second interviews, review of transcripts, etc.)

33a. 
Will your research occur over multiple occasions or an extended period of time?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

33b. 
If yes, describe how you will obtain ongoing consent:

	     


34.   Participant’s Right to Withdraw

Free and informed consent requires that participants have the right to withdraw at any time without consequence or explanation. If your withdrawal procedure will be different for different groups of participants (i.e. cannot withdraw after anonymous survey submission, full withdrawal possible from interviews but not from focus groups, etc.) please answer these questions for each of your groups and clarify which group you are referring to.

34a. 
Describe what participants will be told about their right to withdraw from the research at any time. If compensation is involved, explain what participants will be told about compensation if they withdraw.

	     


34b. 
What will happen to the person’s data if s/he withdraws part way through the study?

 FORMCHECKBOX 
 It will not be used in the analysis.

 FORMCHECKBOX 
 It is logistically impossible to remove individual participant data.

 FORMCHECKBOX 
 It will be used in the analysis if the participant agrees to this. Describe how this agreement will be obtained:

	     


Free and Informed Consent Checklist:

Attach all documents referenced in this section (check those that are appended):
 FORMCHECKBOX 
 Consent Form(s) – Include forms for all participant groups and data gathering methods

 FORMCHECKBOX 
 Letter(s) of Information for Implied Consent
 FORMCHECKBOX 
 Verbal Consent Script
 FORMCHECKBOX 
 Assent Form(s) or Verbal Assent Script(s)
M.  Anonymity and Confidentiality   
35.   Anonymity  

Anonymity means that no one, including the principal investigator, is able to associate responses or other data with individual participants.
35a.
Will the participants be anonymous during data collection?               

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
35b.      Will the participants be anonymous in the reporting of results?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

36.   Confidentiality

Confidentiality means the protection of the person’s identity (anonymity) and the protection, access, control and security of his or her data and personal information during the recruitment, data collection, reporting of findings, dissemination of data (if relevant) and after the study is completed (e.g., storage).

36a.
Will the confidentiality of the participants and their data be protected?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, completely

 FORMCHECKBOX 
 Yes, with limits (Check relevant boxes below.)

 FORMCHECKBOX 

Limits due to the nature of group activities (e.g. focus groups) the researcher can not guarantee confidentiality
 FORMCHECKBOX 

Limits due to context: The nature or size of the sample from which participants are drawn makes it possible to identify individual participants (e.g. school principals in a small town)
 FORMCHECKBOX 

Limits due to selection: The procedures for recruiting or selecting participants may compromise the confidentiality of participants (e.g. participants are identified or referred to the study by a person outside the research team)
 FORMCHECKBOX 

Limits due to legal requirements for reporting

 FORMCHECKBOX 

Other

36b.
If confidentiality will be protected, describe the procedures to be used to ensure the anonymity of participants and for preserving the confidentiality of their data. 

	     


36c.
If there are limits to confidentiality due to the methods (e.g. group interview), sample size or legal requirements (e.g., reporting child abuse) so that you cannot guarantee confidentiality, explain what the limits are and how you will address them with the participants:
	     


36d.
If confidentiality will not be protected, explain why. If you are asking the participants to waive their right to confidentiality (you plan to identify them with their data), explain what steps will be taken to respect their privacy, if any.
	     


N.  Use and Disposal of Data

37.   Use(s) of Data

37a.
What use(s) will be made of the data?

	     


37b.
Will your research data be analyzed, now or in future, by yourself for purposes other than this research project?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Possibly

37c.
If yes or possibly, how will you obtain consent for future data analysis from the participants?

	     


37d.
Will your research data be analyzed, now or in future, by other persons for purposes other than explained in this application?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Possibly
37e.
If yes or possibly, by whom and how will you obtain consent from the participants for future data analysis by other researchers?

	     


38.   Commercial Purposes

38a.
Do you anticipate this research will be used for a commercial purpose?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

38b.
If yes, explain how the data will be used for a commercial purpose:
	     


39.   Maintenance and Disposal of Data

Describe your plans for preserving, protecting and destroying all the types of data you collect (e.g. paper records, audio or visual recordings, electronic recordings) after the research is completed:

39a.
Means of storing data (e.g., a locked filing cabinet, password protected computer files):

	     


39b.
Location of storing data:

	     


39c.
Duration of data storage:

	     


39d.
Methods of  destroying data:

	     


40.   Dissemination

How do you anticipate disseminating the research results? (Check all that apply)
 FORMCHECKBOX 
 Directly to participants
 FORMCHECKBOX 
 Thesis/Dissertation/Class presentation

 FORMCHECKBOX 
 Presentations at scholarly meetings
 FORMCHECKBOX 
 Published article, chapter or book

 FORMCHECKBOX 
 Internet (Students: All UVic theses and dissertations are posted on D-space and can be downloaded.)

 FORMCHECKBOX 
 Media (e.g. newspaper, radio, TV)

 FORMCHECKBOX 
 Other, explain: 
	     


O.  Researchers
41.   Conflict of Interest

41a.
Are you or any of the research team members in a perceived, actual or potential conflict of interest in regard to this research project (e.g. in relation to participants, partners in research, private interests in companies or other entities)?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

41b.
If yes, please provide details of the conflict and how you will manage it:

	     


42.   Researcher(s) Qualifications


In light of your research methods, the nature of the research and the characteristics of the participants, what special training or qualifications do you and/or your research team have or need to acquire?

	     


43.   Risk to Researcher(s)

43a.
Does this research study pose any risks to the researchers, assistants and data collectors?

	     


43b.
If there are any risks, explain the nature of the risks, how they will be minimized, and how they will be responded to if they occur.

	     


P.
Further or Special Questions
Other Information
If there is anything else you would like to inform the Joint Ethics Sub-committee about this study, provide the details below:

	     


40. 
Attachments
[image: image5.wmf]*Ensure that all applicable attachments are included with all five copies of your application.
Incomplete applications cannot be processed and will be returned to the applicant.
 FORMCHECKBOX 
 Budget
Recruitment Materials:

 FORMCHECKBOX 
 Script(s) – in-person, telephone, 3rd party, e-mail, etc.

 FORMCHECKBOX 
 Invitation to participate 

 FORMCHECKBOX 
 Advertisement, Poster, Flyer 
Data Collection Methods:

 FORMCHECKBOX 
 Standardized Instrument(s) – or published references
 FORMCHECKBOX 
 Survey(s), Questionnaire(s)

 FORMCHECKBOX 
 Interview and/or Focus Group Questions

 FORMCHECKBOX 
 Observation Tools 

Free and Informed Consent:

 FORMCHECKBOX 
 Consent Form(s) – Include forms for all participant groups and data gathering methods

 FORMCHECKBOX 
 Letter(s) of Information for Implied Consent 

 FORMCHECKBOX 
 Verbal Consent Script 

 FORMCHECKBOX 
 Assent Form(s) or Verbal Assent Script(s) 
Other 

 FORMCHECKBOX 
 Approval from external organizations (research ethics board, community organization etc.)
 FORMCHECKBOX 
 Permission to gain access to confidential documents or materials

 FORMCHECKBOX 
 Request to Use Deception form

 FORMCHECKBOX 
 Uvic Human Tissues Form for Biosafety Committee
 FORMCHECKBOX 
 Other, please describe:
	     


� Canadian Institutes for Health Research (CIHR) Involving Aboriginal People (May 2007) � HYPERLINK "http://www.cihr-irsc.gc.ca/e/29134.html" ��http://www.cihr-irsc.gc.ca/e/29134.html�   Please refer to Section 1.5 of the CIHR guidelines about when consultation should occur and when it would constitute good practice. 
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