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Application for Behavioural Research Ethics Review 
 Evaluating Applications
The matters of greatest concern to the Behavioural Research Ethics Board (Beh-REB) are the issues of informed consent of participants, voluntary participation, protection of individual privacy (confidentiality and anonymity), and safeguarding participants from any harmful results due to participation or non-participation in the proposed investigation or research project.  Our evaluation of an application is based on the degree to which each of these concerns are satisfied; when filling out the application, researchers are urged to consider these points, and to explain to the Beh-REB the steps they will take to address the concerns. Researchers are also urged to consult the Tri-Council Policy Statement 2 for more information and guidance.
 
The Beh-REB acknowledges the variety of paradigms and methodologies currently available to researchers, and that each of these paradigms entails its own particular ethical issues.  Thus, there may be more than one way to address an ethical issue.  Researchers should feel free to suggest alternative approaches or to explain why a particular requirement is not appropriate in the context of a given project.  
         **All text boxes will expand once <Enter> is selected or the cursor moves to the next section.**
PART 1: IDENTIFICATION
1.1
Project Title    GN 1.1 
1.2
Principal Investigator   GN 1.2
Full Name:      
Mailing Address: 
Email: 
Phone: 
NSID number (U of S faculty only): 
1.3
University/Institutional Affiliation of Principal Investigator  GN 1.3
Position:      
Department:      
Division:   
1.4
If this is a student/graduate/resident project, please provide the following information:  GN 1.4
a) Student Name(s) and Student ID or NSID (s): 
b) Supervisor Name:
1.5
Project Personnel (include graduates/post graduates/residents): GN 1.5
Full Name: 
Project Position/Role:  
University/Institutional Affiliation: 
Email:
Phone:
1.6
Primary Contact Person for Correspondence (if different than Section 1.2)   GN 1.6

                                    Full Name:      

                                    Mailing Address: 
                                    
Email: 

                                    Phone: 
                                    
1.7
Research Site(s) where project will be carried out: 
1.8
1.8.1 Proposed Project Period: GN 1.8 From (MM/DD/YY) 
To (MM/DD/YY) 
1.9
1.9.1 Has this project applied for and/or received ethical approval from any other Research Ethics Board? Will you be seeking REB approval through the Sask. ethics harmonization process?   GN 1.9
If yes, specify where and submit a copy of the certificate of approval: 
1.9.2 Please be advised that approvals may need to be sought if you are collecting data from schools, within health regions and may be required from other organizations, agencies, or community groups.  Will you be contacting potential participants or collecting data from any such organizations?    GN 1.9.2
If yes selected then open: Specify where, provide details and submit a copy of the certificate or letter of approval (when obtained). Please provide justification if you do not plan to seek approval.    
1.10
1.10.1 Status of Funds:  GN 1.10
1.10.2 Provide name of funding source:  
1.10.3 Source of Funds: 
11.1
Name of Sponsor if different from above funding source:  
PART 2: CONFLICT OF INTEREST
2.1
 2.1.1 Is there any real, potential or perceived conflict of interest (any personal or financial interest in the conduct or outcome of this project)?   GN 2.1
2.1.2 Will any of the researcher(s), members of the research team and/or their immediate family members:
·         Receive personal benefits in connection with this project over and above the direct costs of conducting the project, such as remuneration or employment?
·         Receive significant payments of other sorts from the sponsor such as grants, compensation in the form of equipment or supplies or retainers for ongoing consultation and honoraria?
·         Have a non-financial relationship with a sponsor (such as unpaid consultant, board membership, advisor or other non-financial interest?
·         Have any direct involvement with the sponsor such as stock ownership, stock options or board membership.
·         Hold patents, trademarks, copyrights, licensing agreements or intellectual property rights linked in any way to this project or the sponsor?
·         Have any other relationship, financial or non-financial, that if not disclosed, could be construed as a conflict of interest? 
Please describe the personal benefits or relationship. 
2.2
Have any restrictions regarding access to or disclosure of information (during or at the end of the project) been placed on the investigators?  This includes controls placed by the sponsor, funding body or advisory committee.
2.3
Please describe the arrangement and discuss the implications of any potential conflict of interest.  Please describe how the conflict will be reduced, managed or eliminated as well as what additional protections have been put in place to protect project participants.  The conflict of interest and how that conflict is being managed should be disclosed in the letter of information/consent to participants.
PART 3: BRIEF OVERVIEW OF RESEARCH PROJECT 
3.1
Briefly describe the project, its objectives and potential significance (250-500 words): GN 3.1
3.2
Provide a description of research design and methods to be used:  GN 3.2
Please specify:
3.3
Provide details regarding the duration and location of data collection event(s):  GN 3.3
PART 4: PROJECT DETAILS
4.1
4.1.1 Will you have any internet-based interaction with participants?  GN 4.1
4.1.2 If you are using a third party research tool, website survey software, transaction log tools, screen capturing software, or masked survey sites, how will you ensure the security of data gathered at that site?
4.1.3 Describe how permission to use any third party owned site(s) will be obtained, if applicable:
4.1.4 How will you protect the privacy and confidentiality of participants who may be identified by email addresses, IP addresses, and other identifying information that may be captured by the system during your interactions with these participants? 
4.1.5 If you do not plan to identify yourself and your position as a researcher to the participants, from the onset of the research study, explain why you are not doing so, at what point you will disclose that you are a researcher, provide details of debriefing procedures, if any, and if participants will be given a way to opt out, if applicable:
 
4.2
4.2.1 Will your research involve Aboriginal Peoples including First Nations, Inuit and Métis peoples?  GN 4.2
4.2.2 Please outline the plans to obtain community engagement for this project.  Describe the nature, and extent of the community engagement as determined jointly by the researcher and relevant community.  If no community consent is being sought, please justify.
4.2.3 Describe any relevant customs and codes of research practice that apply to the particular community or communities affected by the research:
4.2.4 Will a research agreement between the researcher and community be prepared?
4.2.5 How will your research plan consider mutual benefit to the participating community, support capacity building through enhancement of the skills of community personnel, and the recognition of the role of elders and other knowledge holders?
4.2.6 Will community representatives have the opportunity to participate in the interpretation of the data and the review of research finding before the completion of any reports or publications?  How will final results of the project be shared with the participating community?
4.3
4.3.1 Will the project involve community-based participatory research?  GN 4.3
4.3.2 Please outline the plans to obtain community engagement for this project.  Describe the nature, and extent of the community engagement as determined jointly by the researcher and relevant community.  If no community consent is being sought, please justify.
4.3.3 Describe the organizational structure and community processes required to obtain approval within the specific community or communities.
4.3.4 Will a research agreement between the researcher and community be prepared? This should outline the goals of the project, principles of partnership, decision-making processes, roles and responsibilities of partners and guidelines for how the partnership will handle and disseminate data.
4.3.5 Will community representatives have the opportunity to participate in the interpretation of the data and the review of research finding before the completion of any reports or publications?  How will final results of the project be shared with the participating community?
4.4
Will deception of any kind be necessary in this project?  GN 4.4
Please explain and describe the protocol for debriefing and re-consenting of participants upon completion.
4.5
Indicate how the participants will be debriefed following their participation (if applicable), and describe how the information on the results of the research will be made available to participants once the study has ended.  Debriefing is particularly important if deception has been used.  GN 4.5
4.6
Will participants be compensated?  GN 4.6
Please include details:
4.7
4.7.1 Will participants be anonymous in the data gathering phase of the study?  (Anonymous means that no link can be established between the participant and the research  - no one including the researcher knows who has participated in the research):   
4.8.1 Will participants be anonymous in the data gathering phase of the study?  (Anonymous means that no link can be established between the participant and the research  - no one including the researcher knows who has participated in the research):
4.7.2 Will the confidentiality of participants and their data be protected? (Confidentiality means that no link can be established between the collected information and the participant's identity)  
4.8.2 Will the confidentiality of participants and their data be protected? (Confidentiality means that no link can be established between the collected information and the participant's identity) 
4.7.3 If yes, are there any limits to confidentiality:
4.8.3 Are there any limits to confidentiality?
PART 5: ESTIMATION OF RISKS AND BENEFITS
5.1
5.1.1 Do you consider this project to be:   GN 5.1
5.1.2 Indicate if the participants might experience any of the following: 
Risk of psychological or emotional harm or discomfort (e.g. trauma, anxiety, stress) 
Legal repercussions for participating in the study(e.g. possibility of being sued, charged with criminal activity,   disclosure of past or future criminal activities, etc.)  
Social repercussions (e.g. ostracized, being negatively judged by peers or employer, fired from your job)
Risk of physical harm or discomfort (e.g. falling, muscle pain, tiredness, weakness, nausea)
5.1.3 Describe how the risk will be managed (including an explanation as to why an alternative approached could not be used).  If appropriate, identify any resources, e.g. physician or counselor, to which participants can be referred. GN 5.1.3
5.1.4 If above minimal risk, what are the likely benefits of the research to the researcher, participant, the research community and society that would justify asking participants to participate?  GN 5.1.4
PART 6: PARTICIPANT RECRUITMENT
6.1
Describe the participants and the criteria for their inclusion or exclusion.  Indicate the number of participants and a brief rationale for the intended number of participants:  GN 6.1
6.2
6.2.1         Provide a detailed description of the method of recruitment.   GN 6.2
6.2.2         How will prospective participants be identified?
6.2.3         Who will contact prospective participants?  Describe the source of the contact information, how they will be contacted and as applicable, who originally collected the contact information. Ensure any letters of initial contact or other recruitment materials are attached, e.g. advertisements. flyers, telephone script, etc.
6.3
In cases where the research involves special or vulnerable populations, distinct cultural groups, or in cases where the research is above minimal risk, the researcher should describe their experience or training in working with the population.  If none of these criteria apply, this section may be omitted.  GN 6.3
6.4
Where relevant, please explain any relationship (pre-existing, current or expected to have) between the researcher(s) and the researched (e.g. instructor-student, manager-employee, co-workers, family members/intimate relationships, etc).  Please pay special attention to relationships in which there may be a power differential.  Describe any safeguards and procedures to prevent possible undue influence, coercion or inducement.  GN 6.4
PART 7: CONSENT PROCESS
7.1
Describe the process that will be used to obtain informed consent.   Please note that it is the content of the consent, not the format that is important.  If the research involves collection of personally identifiable information from a research participant or extraction of personally identifiable information from an existing database, please describe how consent from the individuals or authorization from the data custodian will be obtained. If there will be no written consent, please provide a rationale for oral or implied consent (e.g., cultural appropriateness, online questionnaire, etc.) and explain how consent will be recorded.
 
7.1.1         Describe the consent process.   GN 7.1
7.1.2                  Who will ask for consent? 
7.1.3         Where, and under what circumstances will consent be obtained? 
7.1.4                  Describe any situation in which the renewal of consent for this research might be appropriate and how this would take place (e.g. longitudinal studies, multiple data collection events, etc.).  
7.2
If any or all of the participants are children and/or are not competent to consent, describe the process by which capacity/competency will be assessed, the proposed alternate source of consent - including any permission/information letter to be provided to the person(s) providing the alternate consent  - as well as the assent process for participants.   GN 7.2
7.3
Describe your plans for providing project results to the participant?  GN 7.3
7.4
How and when are participants informed of the right to withdraw?  What procedures will be followed for participants who wish to withdraw at any point during the study?  GN 7.4
PART 8: DATA SECURITY AND STORAGE
Indicate the procedures you plan to implement to safeguard and store the data.  Identify the person who will be assuming responsibility for data storage (University regulations require the researcher or the supervisor, in the case of student research, to securely store the data at the University of Saskatchewan for a minimum of five years upon the completion of the study  - (Procedures for Stewardship of Research Records at the University of Saskatchewan 2010.) 
8.1
Who will conduct the data collection?  GN 8.1
8.2
Who will have access to the original data of the study? GN 8.2
8.3
How will confidentiality of original data be maintained as well as preserving or destroying data after the research is completed.  For all data (e.g. paper records, audio or visual recordings, electronic recordings), indicate the:   GN 8.3
8.3.1  Person responsible for data storage: 
8.3.2  Data security during transportation from collection site: 
8.3.3 Means and location of storage (e.g. a locked filing cabinet, password protected computer files, encryption):
8.3.4 Time duration of storage (Must be  > 5 Years): 
8.3.5  Final disposition (archive, shredding, electronic file deletion):
8.4
Indicate how the data collected is intended to be used (thesis, journal articles, conference presentation, media, etc).  GN 8.4
PART 9: Declaration by Principal Investigator(or Supervisor for student projects)
Project Title  
·         I confirm that the information provided in this application is complete and correct.
·         I accept responsibility for the ethical conduct of this project and for the protection of the rights and welfare of the human participants who are directly or indirectly involved in this project. 
·         I will comply with all policies and guidelines of the University and Health Region/affiliated institutions where this project will be conducted, as well as with all applicable federal and provincial laws regarding the protection of human participants in research. 
·         I will ensure that project personnel are qualified, appropriately trained and will adhere to the provisions of the REB-approved application. 
·         I certify that any significant changes to the project, including the proposed method, consent process or recruitment procedures, will be reported to the Research Ethics Board for consideration in advance of its implementation. 
·         I certify that a status report will be submitted to the Research Ethics Board for consideration within one month of the current expiry date each year the project remains open, and upon project completion. 
·         If personal health information is requested, I assure that it is the minimum necessary to meet the research objective and will not be reused or disclosed to any parties other than those described in the REB-approved application, except as required by law. 
·         I confirm that adequate resources to protect participants (i.e., personnel, funding, time, equipment and space) are in place.
·         I understand that if the contract or grant related to this research project is being reviewed by the University or Health Region, a copy of the ethics application inclusive of the consent document(s), may be forwarded to the person responsible for the review of the contract or grant.
·         I understand that if the project involves Health Region resources or facilities, a copy of the ethics application may be forwarded to the Health Region research coordinator to facilitate operational approval. 
 
 
_______________________________                           _______________________________                  ________________
Signature of Principal Investigator and/or                           Printed Name of Principal Investigator and/or                  Date (MM/DD/YY)
Supervisor                                                                    Supervisor
 
 
_______________________________                           _______________________________                  ________________
Signature of Student Investigator                                    Printed Name of Student Investigator                  Date (MM/DD/YY)
 
 
 
Department Head (UofS and RQHR only) :  The signature/approval of the Department/Administrative Unit acknowledges that he/she is aware of and supports the research activity described in the proposal. 
 
 
_______________________________                           _______________________________                  ________________
Signature of Department Head                           Printed Name of Department Head                           Date (MM/DD/YY)
SECTION 10: APPENDICES    GN 10
Document 
Included?
Description
Recruit Material(s) 
Letter (s) of Initial Contact
Consent Form(s)
Assent Form(s) 
Research Tool(s) (e.g. Questionnaires, focus group guides, interview scripts, etc.)
Transcript Release Form(s)
RQHR Operational/Departmental
Approval Form
Other (please specify):
9.0.0.2.20101008.1.734229
	FileNumber: 
	DateRecieved: 
	projectTitle: Gut Feeling: Experiences and Meanings of IBD
	Name: Jan Gelech
	Address: 2135 York Ave.
	Email: jan.gelech@usask.ca
	Phone: 1-306-966-6650
	NSID: kem480
	PrincipleInvestigatorPosition: Undergraduate Student
	PrincipleInvestigatorDepartment: Arts & Science
	PrincipleInvestigatorDivision: Psychology
	StudentNameID: Kevin McGuigan-Scott, kem480
	SupervisorName: Michel Desjardins & Jan Gelech
	AddPersonnel: 
	RemovePersonnel: 
	PositionRole: Supervisor
	UniInstAffiliation: University of Saskatchewan
	ResearchSite: University of Saskatchewan Study Rooms
	DateFrom: 12/30/2012
	DateTo: 04/30/2012
	chkYes: 1
	chkNo: 0
	OtherREB: 
	OtherOrg: Crohns and Colitis Foundation of Canada. I have received e-mail confirmation that they would help recruit participants.
	chkAwarded: 0
	chkPending: 0
	chkUnfunded: 1
	FundingSource: 
	chkNIH: 0
	chkCooperativeGroup: 0
	chkInternallyfunded: 0
	chkIndustry: 0
	chkTriCouncilGrant: 0
	chkNot-for-ProfitFoundation: 0
	Sponsor: 
	perceivedConflictOfInterest: No
	personalBenefitsOrRelationship: 
	ConflictDescription: 
	projectDescription: The primary purpose of the research is to train the student-researcher in the methods of behavioural research. I am studying the experiences and meanings of living with inflammatory bowel disease (IBD) of young adults. IBD is an umbrella term for Crohn’s disease, Ulcerative Colitis, and a cluster of less prevalent gastrointestinal illness. Of the small number of qualitative studies on IBD, very few have looked at how meanings and experiences changes over the lifecourse of participants. In the research project, I am particularly interested in how meanings regarding IBD change over the lifecourse. Furthermore, I am interested in how experiences of living with IBD resonate with various dimensions of life, including school, socializing, work, spirituality, sexuality, and recreational activities. Additionally, I am interested in how individuals with IBD access support from family, friends, significant others, school, work, and the medical realm. Four main categories of questions will provide the basis for the proposed research project. First, I will explore the participants’ multiplicity of lifeworlds (e.g. family, school, romance, religion, etc.), how these have been impacted by the illness experience, and how each interacts with one another. Importantly, the particular components of each specific lifeworld will be elucidated (e.g. body, self, others, activities, etc.) and potential similarities or differences across lifeworlds will be explored. Second, I will explore how the experience of IBD impacts and is impacted by social processes at the local and global levels. Within this area of inquiry, political, economic, and cultural factors will be of particular interest. Third, inspired by the concept of liminality, I will attempt to understand how participants’ discussions of their experiences with IBD are related to marginality and status shifts. Finally, I will explore how participants’ experiences with IBD have shaped their conceptions of taboo, self-discipline, and bodily control and how this has impacted their identity, their bodies, and how they interact with others.
	designAndMethodsDescription:  Data will be gathered during two separate meetings with each participant. The first meeting will involve filling out the demographics form and conducting a life history interview while the second will be used to conduct a semi-structured interview. In the first meeting participants will be asked to fill out a demographics form which will provide the researcher with basic information about the participant, potentially allowing for categorical comparisons in the analysis phase (See Appendix E). In the first meeting a life-history interview will also be conducted, asking participants to describe their life history as it relates to IBD in the past, present, and future (See Appendix F). This technique will allow participants to talk freely about their lived experiences of IBD, potentially covering topics not considered in the semi-structured interview. Following the life history narrative provided by participants, the researcher may ask participants to elaborate on specific aspects of the life course that may need further description or clarification.  The second meeting will involve a semi-structured interview (See Appendix G). The semi-structured interview will allow for deeper investigation of particular topics of interest to the researcher and provide participants with an opportunity to be more descriptive about their experiences discussed in the life-history interview.  Two tape-recorded interviews, lasting approximately 75 minutes each, will be conducted with each participant at a mutually agreed upon time and location. Interviews will be conducted within five to seven days of one another and transcribed on an ongoing basis.
	chkOtherDescription: 
	durationAndLocationOfDataCollection: Two separate interviews (each approximately lasting 75 minutes) will occur at a location convenient for the participants. Potential locations include private study rooms on campus which will be available. The study should approximately take 150 minutes of the participant's time. The interviews will occur approximately seven days apart from one another.
	chkMethod: 0
	OtherMethod: 
	sec4_1_2txt: 
	sec4_1_4txt: 
	sec4_1_5txt: 
	sec4_2_2txt: 
	sec4_2_3txt: 
	sec4_2_4txt: 
	sec4_2_5txt: 
	sec4_2_6txt: 
	sec4_3_2txt: 
	sec4_3_4txt: 
	sec4_3_5txt: 
	deceptionDebriefingProtocol: 
	generalDebriefing: Participants will be debriefed verbally and though a written debriefing form (Appendix I) once participation is complete. A copy of the debriefing form is attached. After the last interview, I will begin writing the transcripts of the interviews. After the transcripts are approved, participants will be asked to sign a transcript release form (Appendix H) to allow for future publication of study data. Participants will be able to access a copy of the final report by contacting the student-researcher. 
	participantCompensation: 
	chkGroupActivities: 0
	chkContext: 1
	chkSelection: 1
	chkOther: 0
	otherLimit: NA
	psychEmoHarm: NA
	LegalRepercussions: NA
	socialRepercussions: NA
	physHarm: NA
	riskManagementDescription: NA
	justifyingBenefitsOfResearch: NA
	participantCriteria: Four to six individuals with IBD, between the ages of 20 to 30, will be interviewed for this study. This number of participants was determined to be appropriate given the time restraints and the deeply involved nature of the project. All participants will have been diagnosed with CD or colitis for at least12-15 months prior to the research project. The literature suggests that this timeframe allows participants an appropriate period of time to integrate their illnesses into their lives to a certain degree. A relatively even distribution of male and female participants will be sought, as gender comparisons will add an interesting component of analysis and reflection to the proposed research project.
	recruitmentMethod: Three recruitment methods will be employed: acquaintance sampling, organizational recruitment, and snowball sampling.  Acquaintance sampling will be accomplished through the researcher contacting potential participants that are known to have IBD. Acquaintances will receive letters of invitation that explain the nature of the study, the interview process, topics to be addressed, time requirements, and voluntary participation (See Appendix A). Next, consent forms will be presented to interested individuals, asking if they wish to be involved in the research (See Appendix B). After informed consent has been obtained, another message will be sent to participants thanking them. Organizational recruitment will be accomplished by contacting the Crohn’s and Colitis Foundation of Canada (CCFC) to ascertain whether they would like to be a partner in recruitment, therefore establishing an alternative method for attaining participants. This potential organizational partner will be presented with a letter outlining the nature of the study and what would be required of participants (See Appendix C). If the CCFC agrees to partner in recruitment, they will be asked to distribute an informational poster to potential participants that provides an overview of the study and the contact information of the researcher (See Appendix D). Interested individuals may then contact the researcher and will be subject to the same intake process as acquaintances: they will first receive a letter of invitation, subsequently receive a consent form, and if they continue to be interested in participating, upon receiving their consent form, they will finally be provided with a confirmatory thank-you letter. Finally, snowball sampling will be utilized to identify additional potential participants. Any participants secured through acquaintance sampling or the organizational partner will be asked to forward the contact information of the researcher to any additional potential participant they feel might be interested in participating in the study. Any interested individuals who contact the researcher will be subject to the same intake process as the others.
	identificationOfParticipants: They will be identified by pseudonyms in the transcripts and final copy of the paper to keep their identities confidential.
	initialContactPerson: See section 6.2.1.
	sec6_4text: I have had Crohn's disease myself for nine years. As such, I understand the great impacts that it can have on functioning and daily life. This common experience will allow participants to feel comfortable talking about their own illness experiences with me.
	sec6_5text: Some of the participants may be the student researcher's acquaintances, classmates, or friends of friends. They will all be told that their participation is absolutely voluntary, and that they should feel no pressure to participate.
	consentProcess: Participants will be first informed about the purpose and procedures of the study. Participants will then be given a consent form that they will be asked to read and sign. A copy of the consent form may be found in Appendix B. The student-researcher will answer any questions about the study before proceeding. 
	consentRequester: The student researcher.
	circumstancesOfConsent: Prior to the beginning of the study.
	renewalOfConsentSituations: NA
	sec7_2text: NA
	sec7_3text: The consent form provides contact information for participants to request a report of the results if available.
	sec7_4text: The consent form clearly indicates that participants have the right to withdraw from the study at any time and for whatever reason without penalty. After signing the consent form, participants will be reminded of their right to withdraw. When participants decide to withdraw, data collection will be stopped immediately and they will be thanked for their participation. A copy of the debriefing form will be provided and each participant will be asked if there are any questions or concerns about the nature of the study. The participant will receive the same compensation as others that complete the study. All data collected from the participant will be destroyed beyond recovery. Participant’s data may be withdrawn prior to submission of the results for formal review or evaluation.
	dataCollector: The student researcher.
	accessToOriginalData: The student researcher and faculty supervisor.
	personResponsibleForDataStorage: The student researcher and faculty supervisor.
	dataSecurityDuringTransportation: The audio recordings and transcript files will be kept securely on a secure computer under the supervisor's control rather than on the student's laptop.
	storageMeansAndLocation: The audio recordings and transcript files will be kept securely on a secure computer under the supervisor's control rather than on the student's laptop.
	durationOfStorage: Five years.
	finalDisposition: Destroyed beyond recovery.
	useOfCollectedData: The data will be used as the basis for a research paper, presentation and/or conference poster assignment for the course. The data may also be published in an academic journal and/or presented at a professional conference.
	chkNA: 0
	description: Appendix I
	otherDocument: Debriefing formLetter of Invitation for Organizational Partnership



