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Health Research Ethics Board (HREB)
1952 Bay Street

3rd Floor – Kenning Wing, Memorial Pavilion
Royal Jubilee Hospital
Victoria, BC  V8R 1J8
Phone:  250-370-8620  Fax:  250-519-1878

Important Note Regarding The health research ethics board Application for Research and Ethical Approval
Please use this Health Research Ethics Board Application for Research and Ethical Approval form for submissions to the VIHA Health Research Ethics Board.

Please respond to each section of the application form. Do not attach a separate proposal, such as a funding proposal or student research proposal. You may extract pertinent information from an existing proposal document and paste it into the response field of the application. If you do this, please review and edit your answers to ensure that they are complete and concise.

While the items on this application form appear to be self-evident, detailed guidelines are being developed to accompany this form. The guidelines are being tested by the Health Research Ethics Board members before they will be posted on the website. If you would like to help us pilot the draft HREB Application Guidelines, please contact our office at 250-370-8620.
We Welcome Your Feedback

We would like your feedback on the application and welcome your comments and input. Please feel free to let us know what you like and what you don’t like about the application form. If you have suggestions for improving the application form, such as rewording questions, restructuring the format, or any other ideas, please contact our office at 250-370-8620.
Contact Information

For more information about the VIHA Health Research Ethics Board review process, please refer to information on our website at:   ww.viha.ca/rnd/research_ethics.htm
If you have questions about the status of your application, please contact the Research Ethics office at 250-370-8620.

**Once you have received an assigned file number for your application, please reference it when contacting us about your application.**

HEALTH RESEARCH ETHICS BOARD 

APPLICATION FOR RESEARCH AND ETHICAL APPROVAL

	1a.  
PRINCIPAL INVESTIGATOR (Local Site Investigator)

Name:        

Position:       
Department/Program/Company/Institution:

     
1b.
Students:


Academic Supervisor’s Name:       

Signature:  
	2.
PRIMARY CONTACT FOR ALL CORRESPONDENCE


Name:        


Title:       

Mailing Address:       

Postal Code:       

Telephone:       

Fax:       

Email:       

	3.
PROJECT FULL TITLE

     

	4a.
PROPOSED START DATE:       
	4b.
ANTICIPATED COMPLETION DATE:       

	5.
FACILITY AND AREA  WHERE RESEARCH WILL BE CARRIED OUT/DATA WILL BE COLLECTED


     

	6.
CATEGORY OF RESEARCH

 FORMCHECKBOX 
 Chart Review
 FORMCHECKBOX 
 Prospective
 FORMCHECKBOX 
 Retrospective

 FORMCHECKBOX 
 Health Registry

 FORMCHECKBOX 
 Survey
 FORMCHECKBOX 
 Interview
 FORMCHECKBOX 
 Focus Group

 FORMCHECKBOX 
 Observational 

 FORMCHECKBOX 
 Program Evaluation

 FORMCHECKBOX 
 Other - describe:       

	7.
SCHOLARLY REVIEW

What type(s) of scholarly review has this research project undergone?

 FORMCHECKBOX 
 None
 FORMCHECKBOX 
  External Peer Review (e.g., granting agency)
 FORMCHECKBOX 
 Supervisory Committee (required of all students)

 FORMCHECKBOX 
 Other (explain):       


	8a. HAS THIS RESEARCH BEEN REVIEWED BY ANOTHER RESEARCH ETHICS BOARD? 


 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

8b. IF YES, WHAT WAS THE OUTCOME?


 FORMCHECKBOX 
  Approval Granted
 FORMCHECKBOX 
  Approval Pending
 FORMCHECKBOX 
  Not Applicable

8c. IF APPLICABLE, LIST THE SOURCES OF ETHICAL APPROVAL (and attach letters or certificates of approvals): 

[Note: VIHA HREB reserves the right to contact other REBS that have approved this research about this study.]


     

	9. REQUIRED SIGNATURES

9a. Principal Investigator:

I have read and agree to abide by the Tri-Council Policy Statement for Ethical Conduct of Research Involving Human Subjects


(Print name)

Signature
Date
	9b. VIHA Department Head:

I have read this completed application form and authorize this research


(Print name)


(Title)

Signature
Date


	10.  
VIHA STAFF AND RESOURCES INVOLVED IN THE PROJECT 


(check each line)
	11.
APPROVALS 
	12. 
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 



13. 
CO-INVESTIGATORS 


Provide the names, roles and affiliations of all co-investigators, as well as other personnel, such as research assistants

Name
Role
Affiliation

i)      
     
     
ii)      
     
     
iii)      
     
     
iv)      
     
     
v) Additional Personnel:       
14.
a.
IS THIS RESEARCH FUNDED? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


b. IF YES, LIST SOURCE(S) OF FUNDING OR IDENTIFY SPONSOR:       
15.
BUDGET


Attach a copy of the total budget, by year. Include the funding source and indicate if funding has been received. Provide the total annual budget and details of costs that will be incurred by VIHA.

      

16.
EXPECTED FINANCIAL OR IN-KIND CONTRIBUTION FROM VIHA
$     

Justification:       
17.
Research Summary

Briefly describe the purpose and objectives of the research (maximum 150 words):

     
18.
Background and Literature Review

Provide a brief background and rationale for why this research is important, including an overview of the literature (maximum 250 words; attach references in an appendix):

     
19.
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.”

19a.  Based on this definition, do you believe your study qualifies as “minimal risk research”?


 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
19b.  Explain your answer by referring to the level of risk stated in the TCPS definition:

     
20.
Selection and Recruitment of Research Participants

20a.  Briefly describe the desired characteristics of the target population for recruitment (e.g., age, gender, ethnicity, etc.):

     
20b. Explain why this population is of interest:

     
20c.  State the desired number of participants: 

     
20d.  Provide details of the recruitment procedure, including:

i) Identify the source(s) that will be used to identify potential participants for recruitment:

     
ii) Indicate how recruitment will be done (check all that apply): 


 FORMCHECKBOX 
 in-person 
 FORMCHECKBOX 
 telephone 
 FORMCHECKBOX 
 letter 
 FORMCHECKBOX 
 email


 FORMCHECKBOX 
 advertisement 
 FORMCHECKBOX 
 posters//flyers
 FORMCHECKBOX 
 other (describe):       

iii) Describe who will make the initial contact with potential participants (e.g., researcher, assistant, third party):

     
iv) Provide a sequential description of the recruitment process:

     
Attach copies of all recruitment materials, including draft contact letters, email, telephone script, ads, etc.  

21.
POWER OVER

21a.
Is the PI or any of the co-investigators in a position of authority or power over potential participants (e.g., doctor-patient, therapist-client, supervisor-employee)?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
Varies

21b. 
If ‘yes’ or ‘varies’, describe below:

i) The nature of the relationship: 

     
ii) Explain why it is necessary to conduct research with participants over whom the researchers have power and if there are alternatives: 

     
iii) Describe the safeguards (steps) that will be taken to minimize inducement, coercion or potential harm: 

     
iv) Describe how the power-over relationship and safeguards will be explained to potential participants: 

     
22.
PARTICIPANTS’ COMPETENCE TO PROVIDE FREE AND INFORMED CONSENT

Identify all categories of prospective participants: (Check all that apply.)

 FORMCHECKBOX 
 Competent adults

 FORMCHECKBOX 
 Non-competent adults:

 FORMCHECKBOX 
 Family/authorized representative consent will be obtained

 FORMCHECKBOX 
 Participant assent will be obtained

 FORMCHECKBOX 
 Participant assent will not be obtained; explain why not:

     
 FORMCHECKBOX 
 A protected or vulnerable population (e.g., inmates, patients)

 FORMCHECKBOX 
 Competent children

Minimal Risk Research

 FORMCHECKBOX 
 Children under 14: parent/guardian consent will be obtained 

 FORMCHECKBOX 
 Children under 14: child consent/assent will be obtained 

 FORMCHECKBOX 
 Children under 14: child consent/assent will not be obtained;  explain why not:

     
 FORMCHECKBOX 
 Youth 14 to 18: youth consent will be obtained, and parental consent will be obtained 

 FORMCHECKBOX 
 Youth 14 to 18: youth consent will be obtained, parents will be informed

 FORMCHECKBOX 
 Youth 17 to 18: youth consent will be obtained, parents will not be informed

 FORMCHECKBOX 
 Other, explain:      
 FORMCHECKBOX 
 Non-competent Children:

 FORMCHECKBOX 
 Consent of parent/guardian

 FORMCHECKBOX 
 Assent of the child/youth will be obtained 

 FORMCHECKBOX 
 Assent of the child/youth will not be obtained; explain why not:

     
23.
Free and Informed Consent

23a.  Identify how consent will be obtained: (Check all that apply and attach copies of all consent  materials.)

 FORMCHECKBOX 
 Initial verbal explanation and signed consent form. 

 FORMCHECKBOX 
 Letter of information and signed consent form. 

 FORMCHECKBOX 
 Letter of information and verbal consent. Explain why written consent is not possible and how verbal consent will be documented:

     
 FORMCHECKBOX 
 Implied consent (e.g., through anonymous, mail back or web-based questionnaires or surveys).

 FORMCHECKBOX 
 Other means; Describe:      
 FORMCHECKBOX 
 Consent will not be obtained;  Provide a rationale for not obtaining consent:

     
23b.  Describe the sequential steps that will be followed in the process of obtaining informed consent:
     
24.
ONGOING CONSENT

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

24a.  Will this research occur over multiple occasions or an extended period of time?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

24b. If yes, describe how ongoing consent will be obtained:

     
25. 
PARTICIPANT’S RIGHT TO WITHDRAW

Free and informed consent requires that participants have the right to withdraw at any time without consequence or explanation. 

25a. Describe what participants will be told about their right to withdraw from the research at any time:

     
25b. If compensation is involved, explain what participants will be told about compensation if they withdraw:

     
25c. 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. 

25d. Describe how  agreement to use participants’ data will be obtained if they withdraw:

     
26.
Data Collection

26a.  Check all of the following methods that will be used to collect data: 

 FORMCHECKBOX 

Participant interview, survey or test:

 FORMCHECKBOX 
 In-person
 FORMCHECKBOX 
 by telephone
 FORMCHECKBOX 
 mail back
 FORMCHECKBOX 
 email

 FORMCHECKBOX 
 using web-based technology (explain):       
 FORMCHECKBOX 
 Other, describe:      
 FORMCHECKBOX 

Survey of participants using:

 FORMCHECKBOX 
 standardized questionnaire or survey (one with established reliability and validity)

If you are using standardized questionnaires, provide full references for each one and indicate the reliability and validity. Verify that you are qualified to purchase and administer the questionnaires and describe your experience using them (i.e., how many times have you used the questionnaire and in what context(s)?)

     
 FORMCHECKBOX 
 non-standardized questionnaire or survey (i.e., one that is untested, adapted or open-ended) 

If you are using non-standardized questionnaires or surveys, attach copies or drafts of sample questions.

 FORMCHECKBOX 

Administering a test, including:

 FORMCHECKBOX 
 standardized test (one with established reliability and validity)

If you are using a standardized test, provide full references for each instrument and indicate the reliability and validity. Verify that you are qualified to purchase and administer the test and describe your experience using it (i.e., how many times have you administered the test and in what context(s)?)

     
 FORMCHECKBOX 
 non-standardized test or activity (i.e., one that is un-tested, adapted or open-ended)
If you are using a non-standardized tests, attach copies or drafts of sample questions or instructions.

 FORMCHECKBOX 

Conducting group interviews or discussions (including focus groups)

 FORMCHECKBOX 

Observing participants [In 24d below describe who will be observed and where]
 FORMCHECKBOX 

Recording of participants Using:

 FORMCHECKBOX 
 audio
 FORMCHECKBOX 
 video
 FORMCHECKBOX 
 photos or slides

 FORMCHECKBOX 
 
Secondary use of data:

 FORMCHECKBOX 
 Anonymized data

 FORMCHECKBOX 
 Non-anonymized data 

Describe the source(s) of this data, (e.g., institutional, organizational, patient records, personal writings) and explain whether and how consent will be obtained from the individuals for use of their data in this research:

     
 FORMCHECKBOX 
 Using human tissue (e.g., blood, hair, DNA, gametes) and describe: 

     
26b. 
Identify where participation will take place (e.g., hospital room, clinic waiting room, extended care unit, participant’s home):

     
26c.  How much time will be required of participants?

     
27.
Data ANALYSIS
27a.  Provide a detailed description of how the data will be analyzed, including the variables that will be used, to answer the research question(s):

     
27b.  Describe how the results of this research will be used and the potential for the results to be generalized to other settings or situations:

     
28.
POSSIBLE riskS of HARM and/or INCONVENIENCE TO PARTICIPANTS

28a.  Identify any ways in which taking part in this research may be an inconvenience to participants, including the demands on their time, travel and child care costs, etc.:

     
28b.  Indicate if this research could pose any of the following risks of harm for participants: 

	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 



28c. If you indicated in item 28b. i. through vii. that any risks are possible or likely, explain below:

i) What are the potential risks to participants?

     
ii) How will these risks be minimized or prevented?

     
iii) How will risks of harm be addressed if they occur?

     
28c.  Inconveniences
Describe all known or potential inconveniences to participants (e.g., travel, child care, time devoted to research, etc.):
     
29.
POTENTIAL Benefits

29a.  Identify any potential or known benefits related to participation in the research. (Benefits should outweigh risks.)

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

29b.  Describe the potential benefits:

     
30.
Deception

Deception involves the use of limited or partial disclosure in the consent process. It is used when full disclosure would render the research impossible.

30a.  Will participants be fully informed of everything that will be required of them prior to the start of the research?

 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

30b.  If no, provide a justification and describe your plans to debrief participants at the end of the study:

     
31. 
Compensation

31a.  Will participants be given any compensation for taking part in the research? (e.g., gifts, money, social advantage, bonus points) 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

31b.  If yes, describe the compensation and why it is necessary or appropriate: 

(Consider if the compensation could be considered to be a form of inducement.)
     
32.
ANONYMITY AND CONFIDENTIALITY

Anonymity

Anonymity means that no one, including the researchers, is able to associate responses or other data with individual participants (e.g., anonymous surveys).

32a. Will the participants be fully anonymous?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Confidentiality

Confidentiality refers to  the protection of the person’s identity 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).

32b.  Will the confidentiality of the participants and their data be protected?
 FORMCHECKBOX 
 No, or not completely 

 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

32c. If confidentiality will be protected, describe the procedures that will be used to ensure the anonymity of participants and for preserving the confidentiality of their data:

     
32d. 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:

     
32e. If confidentiality will not be protected, explain why not: 

     
32f.
If you intend to ask participants to waive their right to confidentiality (you plan to identify them with their data), describe the steps that will be taken to respect their privacy:

     
33.
Uses of Data and Dissemination of Results

33a.   Uses of the Data

i.
Describe how the data will be used (e.g., publications, pilot for larger project, make changes to programs, etc.):

     
ii.
Will the data be used, now or in future, by yourself or anyone else for purposes other than those explained in this application?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Possibly

iii. If yes or possibly, how will consent for future uses be obtained from the participants?

     
33b.  Commercial Purposes

i.
Will this research be used for any commercial purpose(s) (e.g., book, development of a new product)?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

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

     
33c.  Dissemination

How will the research results be disseminated? (Check all that apply)
 FORMCHECKBOX 
 Published article, chapter or book 
 FORMCHECKBOX 
 Presentations at scholarly meetings


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

 FORMCHECKBOX 
 Thesis/Dissertation/Class presentation
 FORMCHECKBOX 
 Directly to participants

 FORMCHECKBOX 
 Other, explain:

 34. 
Maintenance and Disposal of Data

Describe how all the types of data gathered for this research (e.g., paper records, audio or visual recordings, electronic recordings) will be preserved, protected and then destroyed after the research is completed:

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

     
ii.
Location of data storage (e.g., VIHA office, researcher’s home):

     
iii.
Duration of data storage:

     
iv.
Methods of destroying data:

     
35.
Investigator Qualifications, Risks and Conflict of Interest

35a .  Researcher(s) Qualifications


In light of the research methods, the nature of the research and the characteristics of the participants, what special training or qualifications do the PI and other members of the research team have or need to acquire?

     
35b. Risk to Researcher(s)

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

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

     
35c.  Conflict of Interest

i.
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)?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

ii. 
If yes, describe the conflict of interest and how you will address it:

     
36.
ATTACHMENTS

Ensure that all of the following applicable documents are included with your application as attachments or in appendixes:

 FORMCHECKBOX 
 
Signed letters of approval from the department heads of all VIHA departments involved in the research (or signatures on the Application for Research and Ethical Approval)

 FORMCHECKBOX 
 
Budget

 FORMCHECKBOX 
 
Literature review references

 FORMCHECKBOX 
 
Recruitment materials, including draft posters, ads, scripts, letters

 FORMCHECKBOX 
 
Letters to agencies, organizations, departments requesting their participation and/or assistance with recruitment (e.g., put up posters, distribute letters)

 FORMCHECKBOX 
 
Responses from agencies, organizations, departments agreeing to participate and/or assist with recruitment

 FORMCHECKBOX 
 
Informed Consent forms and/or scripts

 FORMCHECKBOX 

Informed Assent forms and/or scripts

 FORMCHECKBOX 

All data collection instruments*, including tests, questionnaires, interview scripts

 FORMCHECKBOX 

Summary and evidence of qualifications of the PI to undertake the research (e.g., abbreviated curriculum vitae; current professional license to practice, if applicable)
If applicable, attach copies of:

 FORMCHECKBOX 

Scientific/peer review reports

 FORMCHECKBOX 

Certificates/letters of approval from other REBs
Please submit 1 (one) original signed copy of the complete application package, including all attachments and 3 (three) photocopies to:
VIHA Health Research Ethics Board
1952 Bay Street

3rd Floor – Kenning Wing, Memorial Pavilion

Royal Jubilee Hospital

Victoria, BC  V8R 1J8







* For standardized research instruments, full references to published manuals are acceptable.
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