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Version date: December 2024
INSTRUCTIONS FOR INITIAL APPLICATION
1.
All information requested on this form must be typewritten in the space provided. Do not leave any question blank. Indicate “not applicable NA” by typing N/A and provide rationale why the question is not applicable to your proposal.  Provide all answers on this form and do not reference the protocol.
2.
Retrospective Record(s) Review: If you are conducting a purely retrospective analysis study of data contained within records (e.g. medical records, school records, etc.) and/or database(s) please complete the Bannatyne Campus Retrospective Records Review Form.
3.
Click on Orange links for more detailed instructions, definitions and ethics guidance/polices. 
Click on for Grey links for Research Ethics Boards (REB) Forms.
4.
Required New Studies/Initial Reviewlists:
5.
When submitting electronic files please follow the order indicated on the  appropriate checklist.  e.g. 01 Cover Letter, 02 Submission Form, 03 Submission Signature Form, etc. If this is not done the submission will be returned.
6.
Include your signed  Submission Signature Form with this submission. Applications will not be accepted without proper signatures.
7.
Version dates:  All documents (eg. protocols, consent forms, questionnaires, data capture forms, phone scripts, etc.) must include a version date in the header or footer of each page.
8.
Font size: should be no smaller than Arial 10pt. If the font size is too small it may be returned for resubmission.
9.
Saving:  It is recommended that you save and work on this document on your desktop computer.
10.
When submitting the application do not execute the file. We require the live document.
1.
Include new resubmission date on form.
2.
For textbox questions/responses that require revision please retain old text. New/revised text should follow with subheading titled “Changes made on date”.
3.
Yes/no checkboxes are to be corrected as applicable.
4.
Responses must also be outlined and summarized in a response cover letter.
REVISED FORMS/ RESPONSE TO CONDITIONAL APPROVAL
Research Ethics - Bannatyne
Submission Form - New Studies
By submitting this application I confirm that I have reviewed the appropriate New Studies Checklist (Full Board or Delegated) and have included all the required documentation. NOTE: The Bannatyne ResearchEthics Board (REB) will return incomplete applications.  This may result in the application not meeting thesubmission deadline. 
LEVEL OF REVIEW REQUESTED:
Please review the website to determine the appropriate level of review
APPROPRIATE ETHICS BOARD to REVIEW PROTOCOL:
Indicate the Bannatyne Campus Research Ethics Board (REB) you are applying to and the type of study you are applying for?
The Biomedical Research Ethics Board (BREB) reviews all research ethics protocols involving clinical trials with a biomedical research intervention. This would include interventions involving pharmaceutical products, biologics, devices, natural health products, surgical procedures and standard of care changes (e.g. additional biopsy over and above standard of care) of a medical/clinical nature.
The Health Research Ethics Board (HREB) reviews research from the Bannatyne campus  that includes both  clinical and non-clinical trials involving behavioural sciences and  interventions,  on-line surveys, focus groups, questionnaires, quality of life research, prospective and retrospective examinations of medical records and other personal records (e.g. student records, records held in administrative database, etc.) genetic and non-genetic collection, analysis and banking of biological specimens, registries, etc.
1.1  Indicate which of the following best describes the type of investigation proposed (select more than one if applicable): 
Retrospective Record(s) Review 
(specify):
Other
1.  TYPE OF STUDY
If you are conducting a purely retrospective analysis study of data contained within records (e.g. medical records, school records, etc.)and/or database(s) please complete the Bannatyne Campus Retrospective Chart or Records Review Form. The checklist of required documents is provided on this form for this type of study review.
2.  PRINCIPAL INVESTIGATOR (PI) AND STUDY TEAM MEMBERS
2.1 Principal Investigator 
The Principal Investigator must be either an employee, student or have an academic appointment/affiliation with the University of Manitoba (UM) or be a researcher affiliated with the Winnipeg Regional Health Authority (WRHA) or Shared Health Manitoba (SHM)
2.2 Is the Principal Investigator a student? 
If yes, complete below:
2.3 Co-Investigators  (Click +/- to add or delete rows to the table)
2.4 Additional Study Team Members  (Click +/- to add or delete rows to the table)
2.5  REB correspondence to be directed to:
3.1 PI Bannatyne Campus CV Template REQUIRED
3. PI/RESEARCH STAFF QUALIFICATIONS, EDUCATIONAL  &  PRIVACY REQUIREMENTS
Attach one (1) copy of the  P.I. Curriculum Vitae Template with the application.
3.2 A copy of PI CORE certificate is required with the application.
3.3 List all Team Members who have completed CORE tutorial. The CORE Tutorial is required for all research personnel  involved in recruitment or collection/analysis of data. (Provide a copy of the CORE certificate for each research personnel. The CORE certificates must also be retained by PI in Study Regulatory Binder)
(Click +/- to add or delete rows to the table)
3.4  The Personal Health Information Act (PHIA) and Freedom of Information and Protection of Privacy Act (FIPPA) Training Requirements and Pledge of Confidentiality. 
 
Has the University of Manitoba, WRHA or Shared Health Manitoba PHIA and FIPPA (as applicable) on-line training and pledge-signing been completed by all employees, students, and agents? 
If not completed by research personnel the Principal Investigator must contact University of Manitoba Access and Privacy Office to make arrangements, to complete training  fippa@umanitoba.ca
(including Institutional Approval/Local Ethics Approval)
4. INSTITUTIONS AND SITES 
Prior to commencing any research related activity, approvals of the custodian of records and/or institutions are required.  It is the Principal Investigator’s responsibility to contact the site to inquire as to the procedures required to obtain approval at the institutional level.  
 
In the case of international research, the Bannatyne Campus REB requires evidence of local ethics approval or the reason why local ethics approval is not possible prior to granting final approval to conduct the study.
4.1  Is this is a Single-centre or Multi-centre study?
4.2  If this is a Multi-centre study, please provide the names of the other participating Canadian sites and their affiliated REB's (Choose + or - to add or subtract rows.)
4.3  If this is a Multi-centre study, identify the primary coordinating site.
4.4  Indicate locations(s) where the study will be conducted under the authority of the local PI.  (Choose all that apply)
4.5  Indicate the custodian(s) of any records (i.e. paper, electronic, on-line, etc.)or biological samples accessedfor this study:
If no, indicate the rationale for not requesting institutional approval or if applicable, local ethics approval.
4.6  Has your research proposal/protocol been submitted for approval to the Research Department of the institution and/or for local ethics approval (international research) where you intend to conduct the research?
N/A- Records or biological samples will not be accessed for this study.
4.7  Has your research proposal/protocol been submitted for approval to all the custodians of records or biological samples?
5.1 Identify the  “sponsor” of the research protocol (see definitions provided)
5. SPONSOR, FUNDER AND BUDGET
5.2 Will this research receive financial or “In-Kind” support?
If yes, please list  all Funders:
If No go to Question 5.4.
See definitions to identify distinctions  between Sponsor and Funder
Select the applicable box(es) below to indicate the type(s) of funding you are receiving to conduct this research.
NOTE:  The Research Ethics Board and institutions must be notified of amendments to the sponsor or funding source(s) during the course of research via the University of Manitoba Bannatyne Campus Amendment Form.
5.3  Funding Contacts and Addresses
For studies that receive funding from a “for profit" sponsor/funder, please provide either a University of Manitoba Account # or the billing contact name, phone number, mailing address and e-mail address of the sponsor funding source contact for invoice purposes.
OR
5.4 Budget Attached  
If no, please explain why.  (Regardless of whether a study receives funding or not most studies will require a budget that details expenses associated with conducting the research. A copy of the budget will be required prior to the REB granting final approval for the study)  
6. CLINICAL TRIALS REGISTRATION and POSTING OF RESULTS
6.1  Does your research project fall within the definition of a “clinical trial” as defined in Question 1.0.
Clinical Trials Registration
6.2  If yes, has this clinical trial been (or will it be) registered with a registry that meets the ICMJE standards?  NOTE:  Registration is required as per TCPS 2.
(If this information is not available at this time of your submission, please forward this information to the Bannatyne Campus Research Ethics office upon receipt.)
If yes, please provide the following information:
If no, what is the sponsor’s or the lead investigator’s (for investigator initiated trials) rationale for not registering the research project submitted with this application.
6.2c Lead Site/Institution/Sponsor completing registration  
To facilitate transparency of study results the University of Manitoba is strongly encouraging that all Clinical Trial study results are posted on a publicly accessible results website within 6-12 months of study completion.  We ask that you consider this in your study calendar if you are the lead investigator responsible for clinical trial registration.
Posting of Clinical Trial Results
6.3  Indicate if you will be posting your results on a publicly assessable registry as encouraged by the U of M: 
7. RADIOACTIVE SUBSTANCES TO HEALTHY HUMAN VOLUNTEERS
If yes, please attach the following documents:
Copies attached
The REB office will forward these documents to the Radionuclide Safety Committee.Final approval of the study will be granted by the Research Ethics Board
7.1  Does this research proposal require the administration of a radioactive substance to a healthy human volunteer?
8. CLINICAL TRIALS INVOLVING DRUGS, DEVICES, NATURAL HEALTH PRODUCTS, HOMEOPATHIC MEDICINES/NON-PRESCRIPTION MEDICINE, BIOLOGICS AND RADIOPHARMACEUTICALS, POSITRON-EMITTING , IMMUNE EFFECTOR CELL THERAPY or CANNABIS PRODUCTS
8.1  Does the study involve the use of a drug, medical device, natural health products, homeopathic medicine, non-prescription medicines, biologics and radiopharmaceutical, positron-emitting radiopharmaceutical, immune effector cell therapy or cannabis products?
If yes, complete questions below. If no go to question 10.0
LISTING OF STUDY PRODUCTS
8.1a  Enter the generic name of any investigational drug (s) or marketed drug(s) used in the study
Investigational or Marketed Drugs
(Click +/- to add or delete rows to tables)
8.1b  Enter the name of any Natural Health Products/Homeopathic/Non-prescription medicines used in the study:
Natural Health Products/Homeopathic/Non-Prescription Medicines
8.1c  Enter the name of any new investigational devices or marketed devices, used in the study:
Medical Devices
8.1d  Enter the name of any new investigational devices or marketed devices, used in the study:
Biologics and Radiopharmaceuticals
8.4e  Enter the name of any positron-emitting radiopharmaceuticals (PERS) used in the study:
PERS
8.1f  Enter the name of any immune effector cell therapy (CAR-T) used in the study:
Immune Effector Cell Therapy
Cannabis Products/Cannabidoil (CBD)
8.1g  Enter the name of any cannabis products used in the study:
9. HEALTH CANADA REGULATORY APPROVALS and UNIVERSITY of MANITOBA PERMITS/SIGNOFFS
9.1  Is this study a clinical trial or investigational test requiring Health Canada regulatory approval (i.e. investigational product or marketed product used outside of its Health Canada approved indications)?
If no, go to Question 9.4 If yes, name all products that apply:
(Click +/- to add or delete rows to the table)
9.2 a  Name the sponsor/institution/investigator responsible for filing the Clinical Trial Application (CTA), Notice of Authorization (NOA) or Investigational Testing Authorization (ITA) with Health Canada.
9.2b  If you or your affiliated institution is/are considered the sponsor by Health Canada(i.e. Institution/Investigator-initiated Clinical Trial) please acknowledge that you have reviewedResponsibilities of Regulatory Requirements:
NOTE: Any investigator-initiated projects submitted under a Health Canada (HC) Clinical Trial Application (CTA) or Notice of Authorization (NOA) involving work done at The University of Manitoba (UM), by UM employees and/or are funded in part or in full by grants/contracts that are held at UM must be sent to the UM Office of Research Services (ORS) prior to submission to HC. When UM is the sponsor, ORS will review and arrange for signing by an authorized university signing official.
I acknowledge that as the Lead Principal Investigator I have reviewed the Responsibilities of Regulatory Requirements as I or the local institution is/are the sponsor(s) of this study. I have (or will) also contact the University of Manitoba Office of Research Services (ORS) for appropriate sign off  for the Clinical Trials Application (CTA) by University of Manitoba.
I acknowledge that as the principal investigator or sponsor I am responsible for implementing a quality control (via a monitoring plan) as per International Councils for Harmonization (ICH) Guideline for Good Clinical Practice (GCP) E6 (R2).
Details/Status of Health Canada Regulatory Approvals & Permits
9.3  Regulatory Agency
OR
Does your study involve the use of cannabis or cannabidiol (CBD)?
If yes, please indicate your permit number and attach a copy of your permit to your application.
All projects involving cannabis, including (CBD) administered to participants, must be approved and permitted by the Cannabis Compliance Office and fall under the auspices of University of Manitoba Health Canada Cannabis Licensing.
9.4 
We have contacted the UM Cannabis Compliance Office at cannabis@umanitoba.ca and will forward communications to the REB.
10. PROJECT REGISTRATION
10.1  Title of Research Study
Enter the title of the research study as it is to be listed on the certificate of final approval. The title given in the applicationform must correspond to the title on all study documents, including the consent form.
10.2 Sponsor Protocol Number
This is a number associated with most Pharmaceutically sponsored protocols and may not be applicable to all applications.
10.3 Relationship with Other Proposals
Is this proposal closely linked and/or related to any other proposal previously/simultaneously submitted to either theBREB or HREB?
If yes, enter the Ethics reference number of that proposal.  Describe the relationship of the current proposal to the previously/simultaneously submitted proposal listed above (For e.g. Indicate whether the study is an extension or a sub-study of a primary study or if the study is utilizing samples or data collected under a previous study or was previously assigned a ”Request to Preliminary Access to Grant Funding (RPA)” number, etc.)
10.4  Study Duration
What is the anticipated duration of this study (month/year)? 
11. PROJECT DESCRIPTION
11.1  Provide a clear statement of the purpose and objectives of the project.  (Do not attach pages of the protocol or reference pages in the protocol.)
11.2  Provide a summary of the design and procedures of the research.  Include details of any specific manipulations, interventions, measures, drug names/therapeutic classifications, etc.  (Do not attach pages of the protocol or reference pages in the protocol.)
11.3  If appropriate, specify which treatments and/or procedures are additional to those required for standard patient care or client services.  If additional hospitalization, outpatient visits or client services are required (or are extended) include the number or days of visits.  If applicable attach any support or residule agreements.
11.4  Will instruments be used in this study? (e.g. questionnaires; assessment forms, scales; interview guides; surveys diaries; etc.)  
If yes, list instruments and include in the application
12. PARTICIPANT POPULATION
12.1  Describe the participant population(s).  Indicate if a control group is required.  Include a description of the major inclusion/exclusion criteria of each population group.  (Do not attach pages of the protocol or reference pages in the protocol.)
a.
Healthy volunteers  
b.
Minors (under the age of 18 years)
c.
Cognitively impaired
d.
Residing in institutions (e.g. prison, extended care facility)
e.
Students of researcher’s team
f.
Patients/clients of the treating physician/clinician, or health care provider or service provider
g.
Students, faculty, staff or alumni of the researcher’s organization and/or University of Manitoba
h.
In emergency or life-threatening situations
i.
Experiencing language barriers (e.g. illiterate, non-English speaking, dysphasic, visually impaired)
12.2  Will any participants be included who are:
12.3  Inuit, Métis and members of First Nations Consultations
a.
Will the research hypothesis be concerned with whether or not a participant is Inuit, Métis  or First Nations? 
b.
Will the analysis of the research results use Inuit, Métis  or First Nations community membership as a variable?
c.
Will the interpretation of the research results refer to Inuit, Métis  or First Nations people, language, history or culture?
If yes to any of  Questions 12.3 a -12.3c, please outline any processes to be followed respecting the consultation with the appropriate community in the design and conduct of the study. Attach any supporting letters or research agreements.
13. SAMPLE SIZE
13.1  How many participants, including controls, will be enrolled in the entire study? (i.e. from all multi-centre sites)
13.2  Of these, how many participants will be enrolled at this Principal Investigator’s site(s)? 
13.3  Justify the sample size on scientific grounds.  If a formal sample size calculation was not used, give a rationale for the proposed number of participants. (This information may not be required for studies only using qualitative methods of data collection.)
14.1  For research involving therapies, procedures and interventions, outline the “standard of care” (SOC) or "standard client services" in Manitoba for this patient/client population? If conducted elsewhere (i.e. an international site) outline their “SOC” or "standard client services". 
14. STANDARD OF CARE/STANDARD CLIENT SERVICES
15. PLACEBO CONTROLLED TRIALS AND TRIALS WITHOLDING STANDARD CARE
If yes to any of the above, please complete questions below.  If no to all of the above, please complete question 15.1 and proceed to question 16.0 .
a.
 Are any standard therapies or diagnostic procedures to be withheld during the course of the study?
b.
Will a placebo be used in the conduct of this study?
c.
Will a placebo be used in lieu of standard care?
d.
Will management or treatment of the participant’s condition be prolonged or delayed because of the research?
15.1  Describe how participants will be assigned to the different treatment arms.
15.2   Is there an alternative treatment available?  If so, please explain and indicate how this is conveyed to the participants and where it is discussed in the Informed Consent Form.
15.3  Provide a scientific rationale why “standard of care” must be delayed/withheld or why placebo is used when known effective treatment exists.
15.4  Discuss the ethical justification why “standard of care” may be delayed/withheld or why placebo is used when known effective treatment exists.
15.5  Discuss the potential risks to participants on placebo and how these risks will be minimized so that no harm may result to these participants.  Indicate where this is explained in the Informed Consent Form.
16. BIOLOGICAL SPECIMENS 
(including TRANSFER between Institutions)
a.
Will biological specimens be taken specifically or “acquired incidentally” for the purposes of 
the research?
b.
Are any biological specimens being used for genetic analysis (i.e. DNA and RNA analysis, pharmacogenetics, etc.)?
c.
Will the study involve the storage of biological specimens?
d.
Will the study involve accessing or sending specimens to a biorespository / tissue bank? 
If no to all of the above, proceed to question 17.  If yes to any of the above, complete questions below.
16.1 Describe what specimens will be taken and the type of research for which the specimens will be used.
16.2  When blood is to be drawn “specifically” for research purposes please indicate who will conduct this task (i.e. nurse, phlebotomist, physician) and describe their qualifications/authority to perform the task. 
16.3 Indicate the location and maximum length of storage of these specimens.
If yes, describe how specimens will be coded to protect confidentiality and indicate who will maintain the link to identifying information.
16.4  Will there be a code that allows linkage of the specimens back to the original study and/or the patient’s clinical or research records?
16.5  What are the institutional or sponsor’s procedures/policies for accessing and releasing the stored specimens for research use? If applicable, outline the framework within which data/specimen management, storage and use of the tissue bank/repository will occur. (If repository is developed a separate protocol may be required).
If biological samples are to be transferred between institutions, consider formalizing this transfer of biological materials through a Materials Transfer Agreement.
type of biological samples to be transferred/or receivedwho the samples will be transferred to/received from,   where the biological samples will be transferred/received from, and  how the biological samples will be sent/ or received. specify what potentially identifying information (e.g. name, address, date of birth, initials, medical records number, etc.) is required with the transfer of biological samples that leave or are received by the study site; the rationale why these identifiers are required to accompany biological samples.
If yes, please describe the following:
16.6  Will biological samples be sent outside of the institution where they are being collected?  
17. RECRUITMENT
17.1  How will participants be screened and from where? If more than one participant group outline the methods for each group separately. 
17.2  Provide a detailed description of the methods and processes of recruitment for each participant group. This must include a description on:
Who will contact prospective participants. Include who and how your site will seek permission from the potential patients/clients/students, etc. to be contacted/approached by research staff. The means by which this will be done. (Keeping the participants’ rights to privacy and confidentiality in mind, explain how this is the best approach to recruitment.)   What will they be told in the recruitment process. Include a copy of the recruitment script.Scripts and  letters (including e-mails) of initial contact or other recruitment materials (e.g. advertisements, social media, etc.) must be included in the submission as per the submission checklist.
17.3  What is the Investigator’s relationship to the study participants? (i.e. Treating physician or clinician, supervisor, instructor, fellow student, etc.).
Recruitment of Healthy/Control Participants
17.4  Describe how prospective healthy/control participants will be identified, contacted, and recruited, if the method differs from the above.  If the proposal does not involve a healthy/control group, enter N/A.
17.5  If existing records (e.g. health records; clinical lists; students, faculty, staff and alumni lists;  or other records/database information) will be used to IDENTIFY potential participants, please describe how permission to access, collect and/or use this information will be obtained for this purpose.
Use of Records in Recruitment
18. PARTICIPANT INFORMATION AND INFORMED CONSENT PROCESS
Time to Participate
18.1 How much time will a participant be asked to dedicate to the project beyond that needed for normal care or client services?  (Include how many minutes/hours over how many weeks, or months the participant will be asked to dedicate to the project.  Ensure that you also include this information in the consent form.  The amount of time stated in the application must be consistent with all other study documents.)
Time to Participate - Healthy/Control Participants
18.2  If applicable, how much time will a healthy/control volunteer be asked to dedicate to the project?
Risk/Harms
18.3  Describe what is known about the potential risks (harms) and/or discomforts of the proposed research.  
Include any information about discomfort or incapacity that participants are likely to endure as a result of the experimental procedure or study activities, along with the details to any known side effects which may result from the experimental treatment or study activities.  Quantify risk using percentages where possible.  Include these percentages in the consent form.  Consider social and emotional risks/discomforts that may potentially be associated with participation (i.e. questionnaires that evoke strong emotions, potential to elicit responses of severe anxiety/depression, etc.).
18.4  Are material incidental finding reasonably foreseeable in the participant population?
Incidental Findings (Chapter 3 and 13 of TCPS2)
If yes, outline the likelihood of discovering material incidental findings,  and where applicable, the strategy to disclose such findings to participants. Note: Where material incidental findings are foreseeable, researchers shall inform participants as part of the initial consent process. 
Benefits
18.5  Describe any potential benefits to the participant that could arise from his or her participation in the proposed research.  
Specify the benefit(s) to the participant.    If there are no benefits, state this explicitly.   If any specific therapeutic benefits cannot be assured, but may be hoped for by the participant, state explicitly that the participant may or may not benefit from participating in the study.
18.6  Will the participants be compensated or reimbursed for their time and expenses?
Participant Compensation
If yes, provide details. Specify the type of reimbursement, amount/value of gift, what the compensation or reimbursement is for, and how payment will be determined for participants who do not complete the study.  This information must also be included in the Informed Consent Form.  As per TCPS2 Article 3.1, “Incentives offered to participants should not be so large or attractive as to encourage reckless disregard of risks”.
18.7  Are participants likely to incur any additional expenses as a result of their participation in this study?         
Costs of Participation
If yes, provide details. Specify the expenses and the amount.  This information must also be included in the Informed Consent Form.
18.8 Describe in detail the procedures/processes used to obtain informed consent including where and under what circumstances.  Also describe how and where the consent process will be documented. 
Obtaining Consent - Process and Documentation 
18.9  Specify the amount of time potential participants will have to contemplate whether or not to participate in the study.
18.10  Specify who will explain the study/project and consent participants (i.e. who will approach participants to obtain consent, who will inform and take the consent from the participant and what is the relationship of the person obtaining consent to the participant).
Note: treating physicians/clinicians are not permitted to obtain consent from their own patients.      Similarly teachers or supervisors generally should not obtain consent from their students or employees. 
Waiver/Alteration of Consent
18.11  Is a Waiver/Alteration of Consent being requested for this study?
If you are asking for a waiver or an alteration of the requirement for participant informed consent, please justify the waiver or alteration and explain how the study meets all the criteria of TCPS 2, Article 3.7 required for this alteration.  Please address each criterion of TCPS 2 Article 3.7 in your request.
18.12  Is a Waiver/Alteration of Consent relating to Medical Emergencies being requested for this study?
Waiver of Consent in Individual Medical Emergencies
If you are asking for a waiver or an alteration of the requirement for participant informed consent in individual medical emergencies, please justify the waiver or alternation and explain how the study meets all the criteria of TCPS Article 3.8 required for this alteration.  Please address each criterion of TCPS 2 Article 3.8.
Capacity to Consent
18.13  Will every participant be competent to give fully informed consent on his/her own behalf?
If no, provide details of the nature of the incompetence and indicate who will consent on his/her behalf.
18.14  If a participant is not competent to give fully informed consent, will he/she is able to assent to participant? 
If yes, explain how assent will be sought. 
Provisions for Consent
18.15  What provisions are planned for participants, or those consenting on a participant’s behalf, to have special assistance, if needed, during the consent process (e.g. consent forms in Braille, or in languages other than English, use of translators, witness present for illiterate individuals, etc.).  If not applicable, indicate N/A.
Renewal of Consent
18.16  Describe any situation in which the renewal of consent for this research might be appropriate, and how this would take place.   Also, if applicable, how will minors initially enrolled with consent from parents or legal guardians be reconsented when they reach the age at which they are legally able to consent on their own for continued participation in the study? 
19. SECURITY OF DATA, AND CONFIDENTIALITY OF PERSONAL INFORMATION
19.1  Specify what person/identifiable level data is to be used in the various stages of the study by completing the chart below?  
Direct Identifiers
Yes
No
Indirect Identifiers
Yes
No
Name
Initials
Address
Date of Birth 1 
PHIN number
Age at time of data collection or year of birth
Telephone Number
Full postal code 2 
E-mail Address
First 3 digits of Postal Code
Medical Records Number
Health Care Provider  3 
Full Face Photograph
Fax number
Gender 4
Sex 4
Ethnicity 4
Other (Specify below)
Other (Specify below)
1.  (day/month/year), 2.  (recommend using  first 3 digits only), 3.  (recommend type of provider, {e.g. family physician, VON} only) 4.  Review U of M Demographic Questions and Guidelines - Sept 2023 on website.
 (Click +/- to add or delete rows to the table)
If yes to any of the above, please justify the need for the variables to be collected during the various stages of the study.
19.2  Describe in detail how the identity of the participant will be protected both during and after the research study, including how the participant will be identified on data collection forms. 
Note:  Data capture should be done only on paper or electronic forms that are coded and do not contain personal identifying information.    All direct identifiers should be segregated/stripped from clinical and research data.  A unique study identifier that is not derived from or related to information about the individual (e.g. name, initials, SIN, PHIN, Hospital Number, DOB, Address or unique characteristics) should be assigned to each participant record.    The Master list linking the unique study ID with identifiable information should be stored in a separate computer file and /or physical location; and the Master list should be locked and password protected). 
Data Access and Storage
19.3  Identify all agencies (e.g. the sponsor(s), Contract Research Organizations (CRO’s), regulatory agencies such as Health Canada or the FDA, REB's, etc.) or individuals who will have access to the data (including medical records) at each stage of collection, processing and analysis; and the monitoring and auditing of data.  Indicate whether a current list of the names of study personnel (including co-investigators) and their delegated tasks will be maintained in the study file.  If a list will not be maintained, please explain why.
19.4  Describe how and where the data will be stored during the study (e.g. computerized files, hard copy, video-recording, audio recording, personal electronic device, laptop computer,flash drive, other).  
19.5  Describe the organizational, physical and technological safeguards in place to protect the confidentiality and security of all data collected for this study.  (Note: identifying information needs to be secured/locked.  When personal data/information and/or personal health information (potentially identifying information) is entered into a computer, the database must be PHIA compliant, etc).
Disposition of Study Data and Data Availability 
19.6  Specify how long study data will be retained.
19.7  Describe what will happen to the data at the end of the study and the procedures used to destroy study data contained in written records, audio/videotapes, computer files and questionnaires, etc. State in the consent form when audio/video tapes will be destroyed.
If yes, describe where it will be stored and how peers will be granted access.
19.8  Will data be made available for further anlaysis or verification by peers?
Data Transfer to Other Institutions
If data is to be transferred between institutions, consider formalizing this transfer of data through a Data Transfer Agreement.
19.9  Will data be sent outside of the institution where it is being collected?
Type of data to be transferred/receivedWho it will be transferred to/received from   Where the data will be transferred/received fromHow the data will be sent/receivedWhat potentially identifying information (e.g. name, address, date of birth, initials, medical records number, etc.) is collected on records that leave the study site/received fromExplain the rationale why these identifiers are required on records that leave the study site
If yes, please describe the following:
Data Linkage
If yes, identify the data set(s), how the linkage will occur, and explain how confidentiality regarding the shared information will be preserved.
19.10  Will the data be linked to any other data sources (e.g. clinical records, administrative health data, research databases, etc,) including a biorepository?
Data Presentation/Publication
19.11  Outline your intentions with respect to how the data will be used in reports, presentations, and/or publication.
Other – Please specify
Anonymized data will be presented (All links to potentially 
identifying information are deleted)
Individual de-identified data will be presented
Only aggregate data will be presented
19.12  How will ethnicity be used in subsequent publications or presentation of the study results? Indicate N/A if ethnicity is not collected.
20. MONITORING OF SAFETY/SAFETY PLANS AND HEATH CANADA MONITORING PLANS
20.1  Is there an independent (of the sponsor and Principal Investigator) Data and Safety Monitoring Board (DSMB) that will be monitoring the serious adverse events (SAE’s), safety/efficacy data of trial procedures and the overall conduct of the study?
If yes, outline the composition of the DSMB and their procedures to ensure an acceptable plan for monitoring safety of participants is in place.
20.2 Describe the data and safety monitoring procedures/plan while research is ongoing if the study does not have an independent DSMB.  Key areas that should be included in the plan (if applicable) are: 
An explanation of the plan to monitor study progress and safety. A description of who will perform the monitoring reviews and at what frequency. The type of data and events (i.e., efficacy data, adverse events, unanticipated problems involving risk to participants or others) which are to be captured under the monitoring plan. Procedures for communicating the outcome of reviews by the monitoring entity to the REB, the study sponsor and/or other appropriate entities. As appropriate include: 
a plan for conducting and reporting interim analysis clearly defined stopping rules clearly defined rules for withdrawing participants from study intervention(s) 
20.3  Describe the circumstances under which the study could be stopped early or amended for safety reasons, etc..  Should this occur, describe what provision(s) would be put in place to ensure that the participants are fully informed of the reasons for stopping the study or amending the study.
20.4  Quality Assurance and Quality Control As per ICH Guide For GCP E6 (R2), the sponsor is responsible for implementing and maintaining quality assurance and quality control systems with written Standard Operating Procedures (SOP's) to ensure that the trials are conducted and data are generated, documented (recorded), and reported in compliance with the protocol, GCP, and all applicable regulatory requirements. Is this a clinical trial requiring Health Canada Approval? (See section 9.0 of this form)
Not a Clinical Trial
If yes,outline the monitoring plan to ensure compliance to section 5.8 ICHE6 as required by Health Canada.
Note: A detailed monitoring plan must be outlined in the protocol or as a separate appendices, for applicable trials prior to initiation of the study by the institution. N2 Quality Committee Guidelines for Developing Monitoring Plans can be found on our website.
21. RISKS INVOLVED WITH ADMINISTERING QUESTIONNAIRES AND STUDY OVERSIGHT
21.1  If applicable, outline the processes or plan in place to mitigate risks should the administration of any survey/questionnaire/interview has the potential to uncover severe depression; suggestion that the participant has expressed thoughts to harm themselves or evokes strong emotions related to past abuse(s), etc..  These processes/actions of the study team should also be briefly outlined to the participant in the Informed Consent Form.
22. UNBLINDING IN AN EMERGENCY
22.1  Describe the provisions made to break the code of a double–blind study in an emergency situation. Also indicate who will have  the code.
23. PARTICIPANT FEEDBACK
23.1  Briefly describe any plans for provision of feedback to participants about the research after they have completed their participation.  Explain:
How will the feedback be provided and by whom?  If feedback will not be given, explain why feedback is not planned. Identify for the board the section of the consent form( and page number) that explains how participants will be provided this feedback.
24. DATA ANALYSIS
24.1  Describe how the data from the study will be analyzed.
24.2  Do you anticipate secondary analysis of study data? (Note: secondary analysis requires further REB approval.)         
If yes, describe what plans there are for future use of the data.
25. CONFLICT OF INTEREST OF STUDY TEAM MEMBERS 
25.1  Do any of the following statements apply to the Principal Investigator, Co- Investigators and or their partners/immediate family members?
a.
Receive personal benefits in connection with this study over and above the direct cost of conducting this study.  For example, being paid by the funder for consulting.  (Reminder: receiving a “finder’s fee” for each participant enrolled is not allowed).
b.
Have a non-financial relationship with the sponsor (such as unpaid consultant, advisory board member or other non-financial interest).
c.
Have  direct financial involvement with the sponsor (source of funds) via ownership of stock, stock options or membership on a board
d.
Hold patent rights to intellectual property rights linked in any way to this study or its sponsor (source of funds)
If you answer yes to any of the above, provide the details below.
26. OTHER ETHICAL ISSUES
26.1  Are there any other ethical issues that you would like the committee to consider?
If yes, please explain:
For studies requiring PHRPC review, confirmation of REB approval is required.  A copy of the final REB approval letter may be shared with PHRPC on your behalf.
No, my study does not require PHRPC review
Yes, my study requires PHRPC. Please review Does My Project Require PHRPC Review? (gov.mb.ca) and submit PHRPC application to PHRPC@researchmb.ca.
PROVINCIAL HEALTH RESEARCH PRIVACY COMMITTEE (PHRPC) REVIEW
SIGNATURES
Failure to include a completed signature page with the submission form will result in the application not meeting the submission deadline.
If due to extenuating circumstance the Department Head or Delegate signature was not obtained prior to the submission deadline date the Research Ethics Board may accept the submission for processing/distribution to board members.  However, this signature will be   required by the Full Board meeting date for it to be considered for review at that meeting.Applications without the PI’s signature and printed name will not be accepted or distributed to board members for review after the submission deadline.
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