SITE APPLICATION FOR MINIMAL RISK RESEARCH
Instructions

This form is one of two PRHC REB application forms. This form is for minimal risk research studies only. It is not for Quality Improvement – if you are unsure if this may be a QI project please review the Quality Improvement vs Research on the PRHC Research SharePoint.
“Minimal Risk” research is defined as research in which the probability and magnitude of possible harms implied by participation in the research are no greater than those encountered by participants in those aspects of their everyday life that relate to the research.

Examples of Research Qualifying as Minimal Risk:
· Secondary use of data: the use of data contained in records collected for a purpose other than the research itself (e.g. medical chart review) (Note: no REB approval is required for use of previously collected, publicly available, anonymized research data)
· Collection of data through non-invasive procedures routinely used in clinical practice not involving x-rays or microwaves (such as ECG, ultrasound, hearing testing, or moderate exercise).
· Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior)
· Research employing surveys, interviews, oral history, focus groups


1. PRHC REB Submission Requirements: Applications to the Peterborough Regional Health Centre Research Ethics Board (PRHC REB) must include the following documentation (as applicable to the research project) submitted for review. Incomplete submissions will not be reviewed.
· Certificates of completion for mandatory research ethics training as required by the PRHC REB (TCPS 2: CORE-2022, etc.)  
· A fully signed and dated REB Application Form 
· Department Approval Form signed by your Director or Medical Director
· The protocol/research proposal (version clearly identified and dated) with accompanying study materials including but not limited to: 
· Informed consent document (in Word format) 
· Investigator Brochure(s) / Product Monograph(s) / Device Instructions for Use
· Any educational materials, advertisements/recruitment materials, questionnaires, etc. intended for research participants 
· All non-standard questionnaire(s) / study instrument(s) to be used in this study
· Data collection forms (CRFs)
· Study Budget 

2. REB Submission Process/Contact Information: 
All REB submissions and inquiries must be sent to: ResearchEthics@prhc.on.ca

Additional information about the PRHC REB, forms, guidelines/policies, templates, meeting dates, submission deadlines can be found on the Ethics website at: Ethics - Home
3. Form Tips:
Hover cursor over green highlighted text to see additional guidance or clarification.

































SECTION 1.0: GENERAL INFORMATION

Submission Date: Click or tap to enter a date.	Original Application: ☐	Revised Application: ☐

	Full Study Title: Click or tap he	Comment by Elliott, Leanne: "Click or tap he" instead of "here" in all input fields throughout

	Protocol/Research Proposal Version Date/Number: Click or tap he

	Abbreviated Study Title (max. 10 words): Click or tap he
	Investigator Initiated Study?  ☐ Yes ☐ No
	Protocol/Study#:  Click or tap he           

	Primary Research Site Information
Organization Name: Click or tap he
Address: Click or tap he
Telephone: Click or tap he


	Site Principal Investigator (QI)
Note: Principal Investigator refers to a researcher who is appropriately credentialed and qualified to conduct this study and who is responsible for the conduct of the study at this site. 

Full name: Click or tap he
Professional designation: Click or tap he
Affiliated organization: Click or tap he
Address: Click or tap he
Telephone: Click or tap he
Email Address: Click or tap he
Are there any professional disciplinary actions or license restrictions? ☐ Yes* ☐ No ☐ N/A

*If Yes, please describe: Click or tap he


	Administrative Site Study Contact (for REB communication)
Name: Click or tap he
Affiliated Organization: Click or tap he
Address (if different from primary site): Click or tap he
Telephone: Click or tap he
Email Address: Click or tap he


	Study Initiation/Management (Sponsor, CRO or Study PI)

Name of Responsible Individual/Organization: Click or tap he
Address: Click or tap he
Telephone: Click or tap he
Email: Click or tap he


SECTION 2.0: GENERAL STUDY INFORMATION

2.1 Expected start date of the study at this site: Click or tap to enter a date.

2.2 Expected study duration at this site: Click or tap he

2.3 How many participants are planned to be enrolled at this site OR If this study relies exclusively on secondary data, how many biospecimens or charts and associated data will be accessed at this site: Click or tap he

2.4 For multi-site research, how many participants will be involved in the overall study (i.e. what is the total sample size)? Click or tap he

2.5 Are any of the research procedures/study visits conducted at a secondary location (e.g. private healthcare provider office)?
 	☐ Yes* 	☐ No

*If Yes, provide the details (institution/site name, address, telephone, procedures that will occur at this location): Click or tap he

2.6 Will the study be implemented at this site exactly as described in in the protocol/research plan?
☐ Yes	 	☐ No*

*If No, explain any site-specific difference: Click or tap he

2.7 Study funder(s) and/or material support providers (select all that apply):

☐ Industry (e.g. pharmaceutical or biotech company)
☐ Tri-Council (e.g., CIHR, SSHRC, NSERC, NCE)
☐ Government (e.g., Ministry of Health and Long-Term Care, Department of National Defense)
☐ Charitable foundation
☐ US federal funds
☐ Other – Specify: Click or tap he
☐ None If this is selected, skip to section 2.10

2.8  	Name of Study Funder(s): Click or tap he

2.9    Name of Funds Support:
☐ Unrestricted grant/funds	 	☐ Restricted grant/funds		☐ In-kind
☐ Other (Specify): Click or tap he



2.10 Are there any financial incentives or financial pressures associated with the study (e.g., recruitment incentives) that might compromise or influence the conduct of the study
☐ Yes - Describe the management plan: Click or tap he
☐ No

2.11 Has any REB refused to approve this study, or has the study been withdrawn from any other REB due to that REB’s concerns? 
☐ Yes - Provide additional details about the rejection or withdrawal, including the reasons/concerns: Click or tap he 
☐ No

2.12 Will the study be registered in a public registry? 
☐ Yes
☐ No	
☐ Pending 
If “Yes”, provide:
Provide the name of the registry (e.g., clinicaltrials.gov): Click or tap he
Provide the registration #: Click or tap he

2.13 Indicate how the results will be broadly communicated to participants, substitute decision makers (SDMs) and other stakeholders (e.g., advocacy groups, scientific community): 

TO PARTICIPANTS/SDMs
☐ Qualified investigator to provide debriefing at end of test session
☐ Group debriefing
☐ End of study letter
☐ Publication(s)
☐ Other - Specify: Click or tap he
☐ No Plan - Justify no plan: Click or tap he

TO OTHER STAKEHOLDERS
☐ Presentation(s)
☐ Publication
☐ Other - Specify: Click or tap he
☐ No plan - Justify no plan: Click or tap he





SECTION 3.0: STUDY DESCRIPTION

3.1 Briefly explain this study in lay or non-scientific language (e.g., language that is simple, non-technical and that an average non-professional can understand and would be suitable for a media release) (max 300 words): Click or tap he

3.2 What is the research question/hypothesis? (please list any specific objectives) Click or tap he

3.3 What is the study rationale (i.e., why is this study being done) (max 300 words)?  Click or tap he

3.4 What is the overall anticipated public and/or scientific benefit of the study? Click or tap he

3.5 Will participants receive any direct benefits from participating in this study?Click or tap he

☐ Yes – Describe: Click or tap he
☐ No 

3.6 List any potential short-term/ long-term risks, foreseeable harms, contextual sensitivities, discomforts and inconveniences for individual study participants, and any risks, and potential harms, etc., for study participants in general and/or the general population: Click or tap he

3.7 Please identify the research area (select all that apply):
☐ Oncology			☐ Cardiology			☐ Behavioural/Mental Health
☐ Pediatrics			☐ Geriatric
☐ Other - Specify: Click or tap he


3.8 This study will target the following population(s) (select all that apply):
	☐ Patients
☐ Healthy Volunteers
☐ Students
☐ Staff
☐ People with mental health issues
☐ Institutionalized people
☐ Prisoners/persons in detention
☐ People in poverty/economically disadvantaged
☐ Educationally disadvantaged people 
☐ People who are unable to read or write
☐ Children – Specify age range start and end Click or tap he
☐ Neonates
☐ People in medical emergencies
☐ People who lack capacity to consent
	☐ Cognitively impaired individuals
☐ Individuals with physical disabilities
☐ People who have trouble understanding and/or producing speech (e.g., require special support including the use of assistive devices)
☐ Adult individuals who are temporarily unable to provide consent (e.g. unconscious)
☐ Pregnant women
☐ Elderly people
☐ People in palliative care
☐ People in long-term care
☐ Indigenous people and/or other distinct communities
☐ Other - Specify: Click or tap he
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3.10 Please select the appropriate option from the following list: 
☐ Study only involves the secondary use of non-identifiable information/samples
☐ Study only involves the secondary use of identifiable information/samples - Provide a 
date range for the medical charts/records that will be accessed for the study (e.g., October 2026 to September 2030): Click or tap he
☐ All other studies

NOTES:
· Secondary use refers to the use in research of information originally collected for a purpose other than the current research purpose. For example, information that was collected for clinical care and is now being re-used to answer a research question. 
· Information/samples are identifiable if they are associated with information that may reasonably be expected to identify an individual, when used alone or combined with other available information. The term “personal information” generally denotes identifiable information about an individual. 
· Information/samples are non-identifiable if they do not identify an individual, for all practical purposes, when used alone or combined with other available information. The assessment of whether information is identifiable is made in the context of a specific research project. De-identified information/samples may be considered “identifiable” e.g., if the researcher/custodian has access to the study key/linking log.


SECTION 4.0: METHODOLOGY & STUDY CONDUCT

4 
4.1  Is this study being submitted solely for the purpose of establishing a new registry  /database/biobank? 
☐ Yes		☐ No

If “Yes”:
4.1.1 	Where will the registry/database/biobank be stored? Click or tap he

4.1.2	Who will be the custodian of the registry/database/biobank? Click or tap he

4.1.3	Who will have access to the registry/database/biobank? Click or tap he
4.1.4	Describe the security measures that will be in place to protect the confidentiality of the data: Click or tap he

4.2 List the inclusion/exclusion criteria:
Inclusion Criteria: Click or tap he
Exclusion Criteria: Click or tap he
[bookmark: OLE_LINK1]
4.3 Does the study exclude any participants based on culture, language (e.g. non-English speaking), religion, race, disability, sexual orientation, ethnicity, linguistic proficiency, competency/capacity, sex, gender, age or other criteria?
☐ Yes - Describe and justify: Click or tap he
☐ No

4.4 Which of the following criteria apply to this research (select all that apply)? 
☐ The research will be conducted on First Nations, Inuit or Métis lands
☐ Recruitment criteria that include Indigenous identity as a factor for the entire study or 
     for a subgroup in the study
☐ The research will seek input from participants regarding an Indigenous community’s 
     cultural heritage, artefacts, traditional knowledge or unique characteristics
☐ The research will use Indigenous identity or membership in an Indigenous community 
     as a variable for the purpose of analysis of the research data
☐ The interpretation of research results will refer to Indigenous communities, peoples, 
     language, history or culture 
☐ None of the above (If selected skip to section 4.5)

If any option other than “None of the above” was selected:
4.4.1	Is there a plan to engage the relevant community or communities? 
☐ Yes     	☐ No  

If “Yes”, describe (and note additional submission requirements below): Click or tap he
Submit the following with this REB Application (as applicable):
· A preliminary or formal research agreement between the researcher and the responsible body at the research site
· A written decision or documentation of an oral decision taken in a group setting to approve the proposed research or to decline further participation
· A written summary of advice received from a culturally informed advisory group or ad hoc committee (e.g., an urban community of interest)

If “No”, provide rationale: Click or tap he

4.5 [bookmark: Section_4_5]Is there a description of how the study data will be analyzed in the protocol/research plan?  
☐ Yes - Provide section and page number: Click or tap he
☐ No - Describe how study data will be analyzed and add this information to the protocol: Click or tap he

4.6 [bookmark: Section_4_6]What is the source of the data at this site that will be used in this study (select all that apply)?
☐ Medical charts/records  
☐ Direct collection from participants (If selected, complete section 4.6.1)
☐ Biospecimens (If selected, complete section 4.6.2)
☐ Existing Registry/Database/Biobank (If selected, complete section 4.6.3)
☐ Existing Research Dataset (If selected, complete section 4.6.4)
☐ Observation of participant behavior or passive collection of information (i.e., from online sources such as internet forums, social media, etc.)
☐ Other - Describe:  Click or tap he


If “Direct collection from participants” was selected in 4.6, complete:
	[bookmark: Section_4_6_1]4.6.1	Direct Collection from Participant



4.6.1.1	How will potential participants learn/find out about the study? (select all that apply): 
☐ Referral from health care providers
☐ Introduction from community partner (including health charity, advocacy organization, community group, etc.) or other groups
☐ Advertisements, including brochures, newspaper, radio, flyers, posters, and/or web-based recruitment tools (participants will self-refer)
☐ Recruitment database
☐ Third-party organization or recruitment company
☐ Website
☐ Social media
☐ Video (recordings will not be reviewed without scripts)	
☐ Survey panel (e.g., Mechanical Turk)
☐ Snowball sampling
☐ From the investigator or other study team member(s) (e.g., for research involving colleagues, where potential participants are identified through the use of public information, or for institutions that have a permission to contact framework)
☐ Other, specify: Click or tap he
Note: Please submit all recruitment materials that will be used during the study for REB review and approval prior to use.

4.6.1.2	How will potential participants initially be contacted by the research team? (Select all that apply):
☐ Telephone
☐ Email
☐ In-Person
☐ Letter
☐ Participants will contact the study team
☐ Materials not ready at this time (to be submitted later)
☐ Other - Describe: Click or tap he

4.6.1.3	Will the research team be accessing any personal health information about the potential participant prior to their consent (e.g., screening records to determine eligibility for enrollment prior to making initial contact)?  
☐ Yes		☐ No

If “Yes”:
4.6.1.3a	If seeking a waiver of consent, include justification according to requirements under TCPS2 and PHIPA: Click or tap he
4.6.1.3b	If no waiver of consent is required, describe the institutional policy that permits this access: Click or tap he

If “Biospecimens” was selected in 4.6, complete 4.6.2:
	[bookmark: Section_4_6_2]4.6.2	Biospecimens


                                         
4.6.2.1	What type of specimen(s) will be collected from the study participants? Click or tap he

4.6.2.2	How will the specimen be collected (select all that apply)?
☐ Previously acquired clinical specimens (i.e., leftover or archived specimens)	
☐ Prospectively collected for this study (i.e., not yet collected)
☐ Other – Specify details: Click or tap he

4.6.2.3	Select the purpose(s) for which the specimens will be collected (select all that apply):
☐ For the purposes of this study (If selected, complete section 4.6.2.4a to f)
☐ For genetic testing (e.g., gene identification gene mapping, genomic analysis, DNA screening) (If selected, complete section 4.6.2.5a to g)
☐ Stored or retained or banked for any future testing (If selected, complete section 4.6.2.6a to l)
☐ Secondary use of previously collected samples (If selected, complete section 4.6.2.7a to e)

If “For the purposes of this study” was selected in 4.6.2.3, complete 4.6.2.4a to f:
[bookmark: Section_4_6_2_4]4.6.2.4a	Please indicate whether the specimen collection for the purposes of this study is:
☐ Optional
☐ Mandatory

4.6.2.4b	Describe how the specimens will be used in this study: Click or tap he

4.6.2.4c	Where will the specimens be sent (e.g., name & address including country)? Click or tap he

4.6.2.4d	Indicate how long the specimens will be retained: Click or tap he

4.6.2.4e	Describe what will happen to the specimens at the end of the retention period (e.g., destroyed, returned): Click or tap he

4.6.2.4f	Will study participants be provided the opportunity to withdraw specimens collected for the purpose of the research study?
☐ Yes - Describe any limitations to the withdrawal: Click or tap he
☐ No - Explain why not: Click or tap he

If “For genetic testing (e.g., gene identification, gene mapping, genomic analysis, DNA screening)” was selected in 4.6.2.3, complete 4.6.2.5a to g:
[bookmark: Section_4_6_2_5]4.6.2.5a	Indicate whether the sample collection for genetic testing is:
☐ Optional
☐ Mandatory

4.6.2.5b	Describe the planned genetic testing: Click or tap he

4.6.2.5c	Where will the specimens be sent (e.g., name & address including country)?      

4.6.2.5d	Indicate how long the specimens will be retained: Click or tap he

4.6.2.5e	Describe what will happen to the specimens at the end of that period (e.g., destroyed, returned): Click or tap he

4.6.2.5f	Will study participants be provided the opportunity to withdraw specimens collected for the purpose of genetic testing?
☐ Yes - Describe any limitations to the withdrawal: Click or tap he
☐ No - Explain why not? Click or tap he

4.6.2.5g	Will study participants, their family members (if applicable) or their health care providers be informed of any genetic testing results? 
☐ Yes		☐ No

If “Yes”:
4.6.2.5g.i	Describe what information will be shared and with whom? Click or tap he

4.6.2.5g.ii 	How will consent be obtained to release this information? Click or tap he

4.6.2.5g.iii	Describe whether participants will be given the option of not receiving information about themselves: Click or tap he

If “No”:
4.6.2.5g.iv	Please explain/justify: Click or tap he
	
If “stored or retained or banked for any future testing” was selected in 4.6.2.3, complete 4.6.2.6a to l:
[bookmark: Section_4_6_2_6]4.6.2.6a	Confirm whether the sample storage/retention/banking for any future unspecific research (and collection of any additional samples for this purpose, if applicable) is optional:
☐ Yes - this is optional
☐ No - this application is strictly for establishing a repository
Note: Please note as per TCPS 2022 the sample storage/retention/banking for future unspecified research must be optional.

4.6.2.6b	Where will the biobank(s)/repositories be located (e.g., name of bank & address including country)? Click or tap he

4.6.2.6c	Where will the associated data be located (e.g., name & address including country)? Click or tap he

4.6.2.6d	Who will be the custodian of the specimens that will be stored or retained or banked for any future testing? Click or tap he

4.6.2.6e 	Provide a general description of the nature and types of future research that may be conducted:   Click or tap he

4.6.2.6f 	Could specimens be shared with researchers outside of Canada?
☐ Yes		☐ No

4.6.2.6g	Who will have access to the banked specimens? Click or tap he

4.6.2.6h 	Could banked samples be used for whole genome sequencing or similar technologies that may pose a substantial risk of re-identification of the participant?	
☐ Yes		☐ No

4.6.2.6i 	Could future research include sequencing or technologies that might result in identification of material incidental findings?
☐ Yes		☐ No

4.6.2.6j	Is it anticipated that data derived from the samples could be linked with other data about participants, either in public (for example, social media, public registries) or personal records (for example, medical records, administrative databases)?
☐ Yes	 	☐ No

4.6.2.6k	Describe what will happen to the specimens (e.g., destroyed, returned) at the end of the banking period (e.g., at the end of the retention period, or if a participant withdraws their consent): Click or tap he




4.6.2.6l	Will study participants be provided the opportunity to withdraw banked specimens? 
☐ Yes - Describe any limitations to the withdrawal: Click or tap he
☐ No - Explain why not? Click or tap he
		
If “Secondary use of previously collected samples” was selected in 4.6.2.3, complete 4.6.2.7a to e:
[bookmark: Section_4_6_2_7]4.6.2.7a	Describe how the specimens will be used in this study: Click or tap he

4.6.2.7b	Will the specimens be sent to a central location for processing/analysis?
☐ Yes - Where will the specimens be sent (e.g., name & address including country)? Click or tap he
☐ No

4.6.2.7c	Indicate how long the specimens will be retained for the purpose of this study: Click or tap he

4.6.2.7d	Describe what will happen to the specimens at the end of that period (e.g., destroyed, returned): Click or tap he

4.6.2.7e	Will study participants be provided the opportunity to withdraw specimens collected for secondary use?
☐ Yes - Describe any limitations to the withdrawal: Click or tap he
☐ No - Explain why not? Click or tap he

If “Existing Registry/Database/Biobank” was selected in 4.6:
	[bookmark: Section_4_6_3]4.6.3	Existing Registry/Database/Biobank



4.6.3.1	Who maintains the registry/database/biobank? Click or tap he

4.6.3.2	Has the custodian of the registry/database/biobank granted access/use for research purposes?
☐ Yes     	☐ No     	☐ Pending REB Approval

4.6.4.3	Where is the existing registry/database/biobank located? Click or tap he


If “Existing Research Dataset” was selected in 4.6:
	[bookmark: Section_4_6_4][bookmark: incidentalfindings]4.6.4 Existing Research Dataset



4.6.4.1	Who maintains the dataset? Click or tap he

4.6.4.2	Has the custodian of the dataset granted access/use for research purposes? 
☐ Yes     	☐ No     	☐ Pending REB Approval

If “No”, provide justification: Click or tap he

4.6.4.3	Where is the existing research dataset located? Click or tap he

4.7 [bookmark: Section_4_7]Are you using any of the following data collection tools/form?
☐ Interview questions/guide			☐ Surveys/questionnaires
☐ Focus group question/guide		☐ Participant observation guide
☐ Non-participant observation guide		☐ Data abstraction form
☐ Video/audio recordings 			☐ Photographs
☐ Online data collection tools (including surveys), apps, wearables or other technology
☐ Other (e.g., visual stimuli, participant diary, data collection forms, etc.) - Describe: Click or tap he

Note: If anything EXCEPT “Data abstraction form”, “Video/audio recordings”, or “Photographs” was selected above,  include any questions/guides and/or any written information that will be provided to participants with this submission.


4.8 How will the data collection tools/forms be administered (e.g., in person, paper, electronic)? Click or tap he

4.9 If you are directing participants to a website or electronic materials, provide the web address (as applicable): Click or tap he







4.10 Is there any potential cost to study participants? 
☐ Yes		☐ No

If “Yes”:   
4.10.1	Describe: Click or tap he

4.10.2	Will participants be reimbursed some or all of the costs? 
☐ Yes – all costs  
☐ Yes – some costs, describe the costs that are not reimbursed and justify: Click or tap he
☐ No - Justify: Click or tap he


SECTION 5.0: INFORMED CONSENT INFORMATION
5 

If “Study only involves the secondary use of non-identifiable information/samples” was selected in 3.9 complete 5.1:

Note: Studies involving the secondary use of non-identifiable information/samples do not require prior informed consent from participants.

5.1 Describe how, in the context of the proposed research, the information/samples to be used can be considered non-identifiable for all practical purposes: Click or tap he
[bookmark: _Hlk113880062]Note: Information is non-identifiable if it does not identify an individual, for all practical purposes, when used alone or combined with other available information. De-identified information/samples may be considered “identifiable” e.g., if the researcher/custodian has access to the study key/linking log.













[bookmark: _Hlk113880138]If “Study only involves the secondary use of identifiable information/samples” OR “All other studies” was selected in 3.9 complete 5.2:
5.2 [bookmark: OLE_LINK2]Will informed consent be obtained from potential participants? (Select all that apply):

a.	☐ Informed consent will be obtained from some or all participants/substitute decision makers (SDMs) (if this is selected, complete section 5.2.1)
b.	☐ Informed consent will be obtained but there is a proposed alteration in the consent procedures (e.g., deferred consent, partial disclosure, deception) (if this is selected, complete section 5.2.2)
c.	☐ Informed consent will not be obtained from some or all participants/substitute decision makers (SDMs) (a waiver of the requirement to obtain informed consent is being requested for some/all participants) (if this is selected, complete section 5.2.3)
d.	☐ Informed consent was previously obtained for secondary use of data (if this is selected, complete section 5.2.4)

Notes: 
1.	The use of remote consent, use of a substitute decision maker (SDM) or different methods of documenting informed consent (e.g., written, verbal, implied) are NOT considered alterations.
2. 	A waiver of consent means that researchers do not propose to obtain informed consent in any way from participants or their substitute decision maker (SDM); there is no written or verbal study information provided to or discussed with participants. Review TCPS 2 Article 5.5A for secondary use of identifiable information/data and/or 12.3A for secondary use of identifiable specimens to see if the research meets the criteria for a waiver of consent.  Review PHIPA section 44 for research involving personal health information. Broad consent is defined as consent for future unspecified research (subject to applicable law).

[bookmark: Section_5_2_1]5.2.1 	INFORMED CONSENT
If a. was selected in 5.2, complete 5.2.0.1 to 5.2.0.7:
5.2.1.1	How will the informed consent discussion be held? (Select all that apply):
☐ In person
☐ Remote
☐ No discussion proposed - Justify: Click or tap he





If “Remote” was selected:
5.2.1.1a	Describe how and when the informed consent form(s) will be provided to the participant/SDM: Click or tap he

5.2.1.1b	How much time will potential participants have to review the information and consider participation? Will there be an opportunity to discuss with others? Click or tap he

5.2.1.1c	Describe how and when the fully signed informed consent form(s) documents will be provided to the participant/SDM (indicate “not applicable” if you are relying solely on implied consent): Click or tap he
5.2.1.2	Indicate how informed consent from participants/substitute decision makers (SDMs) will be documented (select all that apply):
☐ Written
☐ Verbally
☐ Implied consent
☐ Other

			If “Written” was selected in 5.2.1.2:
5.2.1.2a 	Is there a proposal to use a central e-consent platform/consent repository for this study (i.e., will electronic consent forms be stored outside of the site where informed consent is obtained?):
☐ Yes     ☐ No	

If “Yes”: 
5.2.1.2ai	What organization/institution is hosting the e-consent platform? Click or tap he
5.2.1.2aii 	Where will the consent forms be stored (location of data storage including country): Click or tap he

If “Other” was selected in 5.2.1.2:
5.2.1.2b 	Describe the proposed documentation process. If researchers are proposing that consent will not be documented, this must be justified: Click or tap he

5.2.1.3	Does this study permit/require the enrollment of participants who lack capacity to consent (either temporarily or permanently)? 
☐ Yes	☐ No	

If “Yes”: 
5.2.1.3a	Will assent be obtained from these study participants?
☐ Yes		☐ No		If “No”: Why not? Click or tap he

5.2.1.3b	Considering the study population and study timelines, is it reasonably foreseeable/expected that participants may achieve or regain capacity during the course of the study?
☐ Yes	 	☐ No

5.2.1.4	Is it foreseeable that participant(s) may lose decision-making capacity during the study?
☐ Yes 		☐ No	

If “Yes”:
5.2.1.4a	Describe how capacity will be assessed (initially and ongoing, including assessment of loss of capacity): Click or tap he

5.2.1.4b	Describe the procedures that will be followed if/when a participant loses capacity during the study: Click or tap he

5.2.1.5	Which of the following will be used (select all that apply):
☐ Assent form(s)
☐ Consent form(s)
☐ Debriefing materials (e.g., script and/or form) 
☐ Other consent/assent material(s)
Note: Include applicable documents with this submission for REB review and approval prior to use.








If “Assent form” was selected:
5.2.1.5a	Will this site enroll participants who are not capable of providing informed consent? 
☐ Yes		☐ No

If “Yes”:
5.2.0.5ai	Describe how capacity will be assessed (initially and ongoing, including assessment of attaining/regaining capacity): Click or tap he

5.2.0.5aii	Describe how substitute decision-makers will be identified: Click or tap he

5.2.0.5aiii	Describe how assent will be obtained from the study participants: Click or tap he
Note: Include Assent form with your submission for REB review and approval prior to use.

5.2.1.6	Is there a relationship between the potential participants and the person obtaining informed consent? 
☐ Yes
☐ No
☐ Not Applicable (no participant signature)

If “Yes”: 
5.2.1.6a	Explain the nature of the relationship (e.g., treating physician or other healthcare provider with a clinical relationship to the participant, employer, supervisor, etc.): Click or tap he

5.2.1.6b	Describe how any potential for undue influence will be minimized: Click or tap he

5.2.1.7	Are there procedures in place for participants who may have communication difficulties (e.g., who may need translation, who are illiterate, who have trouble understanding or producing speech and require special support including the use of assistive devices)?
☐ Yes - Explain the procedures: Click or tap he
☐ No - Justify: Click or tap he


[bookmark: Section_5_2_2]        5.2.2	ALTERATION OF CONSENT
        If b. was selected in 5.2, complete 5.2.2.1 to 5.2.2.11:

5.2.2.1	Describe the proposed consent procedures, including an explanation of the nature and extent of the proposed alteration: Click or tap he

5.2.2.2	Explain why the alteration is unlikely to be an adverse effect: Click or tap he
5.2.2.3	Why/how it is impossible or impracticable to conduct the research without the alteration? Click or tap he

5.2.2.4	Is there a plan to provide a debriefing to participants which may also offer participants the possibility of refusing consent and/or withdrawing data/specimens?
☐ Yes - Describe and include a copy of debriefing materials (e.g., script and/or form): Click or tap he
☐ No - Justify why participants will not be debriefed: Click or tap he

5.2.2.5	How will the informed consent discussion be held? (Select all that apply):
☐ In person
☐ Remote
☐ No discussion proposed - Justify: Click or tap he

If “Remote” was selected:
5.2.2.5a	Describe how and when the informed consent form(s) will be provided to the participant/SDM: Click or tap he

5.2.2.5b	How much time will potential participants have to review the information and consider participation? Will there be an opportunity to discuss with others? Click or tap he

5.2.2.5c	Describe how and when the fully signed informed consent form(s) documents will be provided to the participant/SDM (indicate “not applicable” if you are relying solely on implied consent): Click or tap he

5.2.2.6	Indicate how informed consent from participants/substitute decision makers (SDMs) will be documented (select all that apply):
☐ Written
☐ Verbally 
☐ Implied consent
☐ Other

If “Written” was selected in 5.2.1.6:
5.2.2.6a 	Is there a proposal to use a central e-consent platform/consent repository for this study (i.e., will electronic consent forms be stored outside of the site where informed consent is obtained?):
☐ Yes     	☐ No	

If “Yes”: 
5.2.2.6ai	What organization/institution is hosting the e-consent platform? Click or tap he

5.2.2.6aii 	Where will the consent forms be stored (location of data storage including country): Click or tap he

If “Other” was selected in 5.2.1.6:
5.2.2.6b 	Describe the proposed documentation process. If researchers are proposing that consent will not be documented, this must be justified:      

5.2.2.7	Does this study permit/require the enrollment of participants who lack capacity to consent (either temporarily or permanently)? 
☐ Yes		☐ No	

If “Yes”: 
5.2.2.7a	Will assent be obtained from these study participants?
☐ Yes		☐ No	If “No”: Why not? 
5.2.2.7b	Considering the study population and study timelines, is it reasonably foreseeable/expected that participants may achieve or regain capacity during the course of the study?
☐ Yes		☐ No

5.2.2.8	Is it foreseeable that participant(s) may lose decision-making capacity during the study?
☐ Yes    	☐ No

If “Yes”:
5.2.2.8a	Describe how capacity will be assessed (initially and ongoing, including assessment of loss of capacity): Click or tap he

5.2.2.8b	Describe the procedures that will be followed if/when a participant loses capacity during the study: Click or tap he

5.2.2.9	Which of the following will be used (select all that apply):
☐ Assent form(s)
☐ Consent form(s)
☐ Debriefing materials (e.g., script and/or form) 
☐ Other consent/assent material(s)
Note: Include applicable documents with this submission for REB review and approval prior to use.

If “Assent form” was selected:
5.2.2.9a	Will this site enroll participants who are not capable of providing informed consent? 
☐ Yes		☐ No

If “Yes”:
5.2.2.9ai	Describe how capacity will be assessed (initially and ongoing, including assessment of attaining/regaining capacity): Click or tap he

5.2.2.9aii	Describe how substitute decision-makers will be identified: Click or tap he

5.2.2.9aiii	Describe how assent will be obtained from the study participants: Click or tap he
Note: Include Assent form with your submission for REB review and approval prior to use.

5.2.2.10	Is there a relationship between the potential participants and the person obtaining informed consent? 
☐ Yes
☐ No
☐ Not Applicable (no participant signature)

If “Yes”: 
5.2.2.10a	Explain the nature of the relationship (e.g., treating physician or other healthcare provider with a clinical relationship to the participant, employer, supervisor, etc.): Click or tap he

5.2.2.10b	Describe how any potential for undue influence will be minimized: Click or tap he

5.2.2.11	Are there procedures in place for participants who may have communication difficulties (e.g., who may need translation, who are illiterate, who have trouble understanding or producing speech and require special support including the use of assistive devices)?
☐ Yes - Explain the procedures: Click or tap he
☐ No - Justify: Click or tap he



[bookmark: Section_5_2_3]        5.2.3	WAIVER OF CONSENT 
        If c. was selected in 5.2, complete 5.2.3.1 to 5.2.3.11:
5.2.3.1	A waiver of the requirement to obtain informed consent is being requested for:
☐ All participants /substitute decision makers (SDMs) 
☐ Some participants/SDMs;  Describe the circumstances/participant population for whom you are seeking a waiver: Click or tap he

5.2.3.2	Explain why the waiver of consent is unlikely to have an adverse effect: Click or tap he

5.2.3.3	Why/how it is impossible or impracticable to seek informed consent: Click or tap he

5.2.3.4	Is there a plan to provide a debriefing to participants which may also offer participants the possibility of refusing consent and/or withdrawing data/specimens?
☐ Yes - Describe and include a copy of debriefing materials (e.g., script and/or form): Click or tap he
☐ No - Justify why participants will not be debriefed: Click or tap he

If “Some participants/SDMs” was selected in 5.2.3.1, complete 5.2.3.5 to 5.2.3.11:
5.2.3.5	How will the informed consent discussion be held? (Select all that apply):
☐ In person
☐ Remote
☐ No discussion proposed - Justify: Click or tap he

If “Remote” was selected in 5.2.2.5:
5.2.3.5a	Describe how and when the informed consent form(s) will be provided to the participant/SDM: Click or tap he
5.2.3.5b	How much time will potential participants have to review the information and consider participation? Will there be an opportunity to discuss with others? Click or tap he

5.2.3.5c	Describe how and when the fully signed informed consent form(s) documents will be provided to the participant/SDM (indicate “not applicable” if you are relying solely on implied consent): Click or tap he

5.2.3.6	Indicate how informed consent from participants/substitute decision makers (SDMs) will be documented (select all that apply):
☐ Written
☐ Verbally
☐ Implied consent
☐ Other
 
If “Written” was selected in 5.2.3.6:
5.2.3.6a	Is there a proposal to use a central e-consent platform/consent repository for this study (i.e., will electronic consent forms be stored outside of the site where informed consent is obtained?):
☐ Yes		☐ No	

If “Yes”: 
5.2.3.6ai	What organization/institution is hosting the e-consent platform? Click or tap he

5.2.3.6aii	Where will the consent forms be stored (location of data storage including country): Click or tap he

If “Other” was selected in 5.2.3.6:
5.2.3.6b	Describe the proposed documentation process. If researchers are proposing that consent will not be documented, this must be justified: Click or tap he

5.2.3.7	Does this study permit/require the enrollment of participants who lack capacity to consent (either temporarily or permanently)? 
☐ Yes		☐ No	

If “Yes”: 
5.2.3.7a	Will assent be obtained from these study participants?
☐ Yes		☐ No - Why not?      

5.2.3.7b	Considering the study population and study timelines, is it reasonably foreseeable/expected that participants may achieve or regain capacity during the course of the study?
☐ Yes		☐ No

5.2.3.8	Is it foreseeable that participant(s) may lose decision-making capacity during the study?
☐ Yes 	   	☐ No

If “Yes”:
5.2.3.8a	Describe how capacity will be assessed (initially and ongoing, including assessment of loss of capacity): Click or tap he

5.2.3.8b	Describe the procedures that will be followed if/when a participant loses capacity during the study: Click or tap he

5.2.3.9	Which of the following will be used (select all that apply):
☐ Assent form(s)
☐ Consent form(s)
☐ Debriefing materials (e.g., script and/or form) 
☐ Other consent/assent material(s)
Note: Include applicable documents with this submission for REB review and approval prior to use. 

If “Assent form” was selected in 5.2.3.9, complete 5.2.3.9a:
5.2.3.9a	Will this site enroll participants who are not capable of providing informed consent? 
☐ Yes		☐ No

If “Yes”:
5.2.3.9ai	Describe how capacity will be assessed (initially and ongoing, including assessment of attaining/regaining capacity): Click or tap he

5.2.3.9aii	Describe how substitute decision-makers will be identified: Click or tap he

5.2.3.9aiii	Describe how assent will be obtained from the study participants: Click or tap he
Note: Include Assent form with your submission for REB review and approval prior to use.

5.2.3.10	Is there a relationship between the potential participants and the person obtaining informed consent? 
☐ Yes
☐ No
☐ Not Applicable (no participant signature)

If “Yes”: 
5.2.3.10a	Explain the nature of the relationship (e.g., treating physician or other healthcare provider with a clinical relationship to the participant, employer, supervisor, etc.): Click or tap he

5.2.3.10b	Describe how any potential for undue influence will be minimized: Click or tap he

5.2.3.11	Are there procedures in place for participants who may have communication difficulties (e.g., who may need translation, who are illiterate, who have trouble understanding or producing speech and require special support including the use of assistive devices)?
☐ Yes - Explain the procedures: Click or tap he
☐ No - Justify: Click or tap he


[bookmark: Section_5_2_4]        5.2.4	SECONDARY USE OF DATA
        If d. was selected in 5.2, complete 5.2.4.1 to 5.2.4.3:
5.2.4.1	Does the research proposed in this study fall within the description of potential future uses included in the broad consent?
☐ Yes	
☐ No - Why not? Click or tap he

5.2.4.2	Was prior broad consent obtained from participants at this site?
☐ Yes		☐ No

If “Yes”: 
5.2.4.2a	Did the prior broad consent contain any restrictions or limitations on future uses?
☐ Yes - Describe: Click or tap he	
☐ No

Note: Please include with this submission, a copy of the informed consent form template(s) used to previously obtain broad consent for the participants whose data/samples you intend to use.  DO NOT PROVIDE any participant information – signed consents are not required.

If “No”:
5.2.4.2b 	Justify why a waiver of the requirement for informed consent is appropriate for the secondary use of information from participants at your site: Click or tap he

SECTION 6.0: PRIVACY AND CONFIDENTIALITY
6 

	· Identifiable Information: Information that may reasonably be expected to identify an individual (e.g. full name, health card number, health record number) or in combination with other available information (e.g. part of a date of birth and address).
· De-Identified Information: Originally collected with identifiers which have subsequently been removed and usually replaced with a code number or initials; a master list is kept linking the code number to the participant.
· Anonymized Information: Originally collected with identifiers which have subsequently been removed and no linkage to the participant.
· Anonymous Information: Originally collected without any identifiers, therefore never associated or linked to an individual.



6.1 Is there a potential for incidental findings in the research?
☐ Yes		☐ No

If “Yes”: Describe how incidental findings will be managed and under what 
circumstances they would be disclosed to study participants: Click or tap he

6.2 [bookmark: Section_6_2]Will What Personal Information (PI) or Personal Health (PHI) do you need to collect and RETAIN LOCALLY/on-site for the purposes of this study?
7 
☐ None, study participant ID only 
☐ Full name
☐ Full initials
☐ Partial initials (e.g. first/last only)
☐ Full date of birth
☐ Partial date of birth (e.g., year/month only)
☐ Full date of death
☐ Partial date of death
☐ Age 
☐ Sex
☐ Gender identity
☐ Full postal code
☐ First 3 digits of postal code
☐ Pathology specimen number
☐ Medical device identifier	 
☐ Admission date
☐ Discharge date
☐ Medical record number
☐ Health card number
☐ Driver’s license number
☐ Address
☐ Telephone number
☐ Fax number
☐ E-Mail address
☐ Identifiable photographs (e.g., full face photos, or other photos containing identifiable information)
☐ Voice/audio recording
☐ Video recording
☐ Social Insurance Number (SIN) number
☐ Device identifier
☐ Internet Protocol address (IP address)
☐ Race and/or ethnicity
☐ Family/caregiver names and/or contact information
☐ Other - Specify:      

	
If any other than “None, study participant ID only” was checked above:
6.2.1	Justify why each PI or PHI checked above is necessary to collect (e.g. required for recruitment tools, contact with participants, shadow files, recruitment or screening logs): 
	
	PI or PHI collected
	Justification

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he



	Note: The Data Collection Form must be included as part of this REB submission.

7.1 What Personal Information or Personal Health Information will be sent outside of this research site?
8 
☐ None, study participant ID only 
☐ Full name
☐ Full initials
☐ Partial initials (e.g. first/last only)
☐ Full date of birth
☐ Partial date of birth (e.g., year/month only)
☐ Full date of death
☐ Partial date of death
☐ Age 
☐ Sex
☐ Gender identity
☐ Full postal code
☐ First 3 digits of postal code
☐ Pathology specimen number
☐ Medical device identifier	 
☐ Admission date
☐ Discharge date
☐ Medical record number
☐ Health card number
☐ Driver’s license number
☐ Address
☐ Telephone number
☐ Fax number
☐ E-Mail address
☐ Identifiable photographs (e.g., full face photos, or other photos containing identifiable information)
☐ Voice/audio recording
☐ Video recording
☐ Social Insurance Number (SIN) number
☐ Device identifier
☐ Internet Protocol address (IP address)
☐ Race and/or ethnicity
☐ Family/caregiver names and/or contact information
☐ Other - Specify: Click or tap he
	If any other than “N/A” or “None, study participant ID only” was checked above:
6.3.1	Justify why each PI or PHI checked above is necessary to send offsite: 
	
	PI or PHI collected
	Justification

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he



8.1 Will there be a code linking identifiers to the study participant? 
☐ Yes - Who will have access to the code?  Click or tap he
☐ No

8.2 If applicable, how will study data be sent outside of this research site to a third party (e.g. lead researcher/research group or study sponsor)? (select all that apply)
☐ Fax
☐ Electronic (online) data collection/submission
☐ Private courier 
☐ Canada Post registered mail (e.g., Priority, or other secure shipping method)
☐ Secure File Transfer
☐ Other- Specify: Click or tap he

8.3 Who will have access to the study data? Click or tap he

8.4 How long will information collected for the study be retained/kept? Click or tap he

8.5 How will the study data be disposed of after this period? Click or tap he

8.6 Indicate the measures in place to protect the confidentiality and security of any Personal Information (PI) or Personal Health Information (PHI) that is accessed, collected, used and disclosed (select all that apply):
☐ Access to medical records and study data will be limited to authorized personnel
☐ Access to electronic data will be password protected and auditable
☐ Electronic data collected for this study will be stored on a hospital or other institutional network with firewalls and other security and back-up measures in place
☐ Study data stored on laptops or mobile devices will be encrypted
☐ Paper copies of study data will be stored in locked filing cabinets in a secure location
☐ A master log linking study IDs with identifiers will be stored separately from the study data
☐ Other – Specify: Click or tap he

8.7 Indicate the measures in place to protect the confidentiality and security of the transfer of study data outside the institution (i.e., outside the custody of the Health Information Custodian) (select all that apply):
☐ Data Transfer/Sharing Agreement
☐ Secure network
☐ Other – Specify: Click or tap he

8.8 Will any of the locally collected data be entered into a database for future use?
☐ Yes		 ☐ No

If “Yes”: 
6.11.1 	Where will it be stored? Click or tap he

6.11.2 	Who will be the custodian? Click or tap he

6.11.3 	Who will have access to the database? Click or tap he

6.11.4 	Describe the security measures that will be in place to protect the confidentiality of the data: Click or tap he

8.9 Is there a plan to link any of the study data with any other data sets, databases or registries (e.g., health registries, Statistics Canada)?
☐ Yes		☐ No

If “Yes”: 
6.12.1	Identify the data sets, databases or registries to which study data will be linked:  Click or tap he

6.12.2	Explain the purpose for the linking:  Click or tap he

6.12.3	Describe how the linking will be done: Click or tap he

6.12.4	Describe the likelihood that identifiable data will be created through the linkage: Click or tap he

6.12.5	Describe the security measures that will be in place to protect the confidentiality of the data: Click or tap he
If “Direct collection from participants” and any other option except “Biospecimens” was selected in 4.6 complete 6.13:
8.10 Will study participants be provided the opportunity to withdraw data?
☐ Yes - Describe any limitations to the withdrawal: Click or tap he
☐ No - Explain why not? Click or tap he

If “Biospecimens” was selected in 4.6, complete 6.14:
8.11 In question 4.7 it was indicated that biospecimens will be used as a data source for this study.  How are these samples identified/labelled?    
☐ Non-identifiable – samples do not identify an individual, for all practical purposes, when used alone or combined with other available information
☐ De-identified/Coded – samples are labelled or stored with a code only
☐ Directly identifiable – samples are labelled or stored with directly identifiable participant information (e.g., name, initials, DOB)

If “De-identified/Coded” was selected: 
6.14.1	Who will have access to the code or link? Click or tap he

If “Directly identifiable” was selected:
6.14.2	Why is it necessary to include directly identifiable participant information/Why can’t the samples be de-identified or coded? Click or tap he

6.14.3	Describe the security measures to protect the confidentiality of the specimens: Click or tap he

If “Video/audio recordings” was selected in section 4.7, complete 6.15 and 6.16:
8.12 Will the video/audio recordings be transcribed?
☐ Yes		☐ No

If “Yes”: Describe the transcription process, including who will do the transcribing: Click or tap he

8.13 Which of the following privacy protection methods will be implemented with respect to the video/audio recordings:
☐ Access to original video/audio recordings will be restricted to study personnel only
☐ Transcription of video/audio recordings will not include information that can identify participants (e.g., participant names and/or other identifying information will be redacted)
☐ Video/audio recordings will be confidentially destroyed as soon as possible
☐ Video/audio recordings will be coded
☐ Video/audio recordings will not capture date and time
☐ Agreement will be in place with external transcription services 
☐ None of the above – Justify: Click or tap he
If “Identifiable Photographs” was selected in section 6.2:
8.14 Describe the information contained within the photographs: Click or tap he

If “Photographs” was selected in section 4.7, or “Identifiable Photographs”’ was selected in section 6.2, complete 6.18 and 6.19:
8.15 Who will take the photographs? Click or tap he

8.16 Which of the following privacy protection methods will be implemented with respect to the photographs:
☐ Access to original photographs will be restricted to study personnel only
☐ Photographs sent off-site will not include information that can identify participants (e.g., identifying information will be obscured)
☐ Photographs will be confidentially destroyed as soon as possible
☐ Photographs will not capture date and time
☐ Agreement will be in place with external photographers
☐ None of the above – Justify: Click or tap he
If “Online data collection tools (including surveys), apps, wearables or other technology” was selected in section 4.7, complete 6.20 to 6.24: 
8.17 Please name the company/corporation who created/owns the online data collection tool, app, wearable or other technology used in this study: Click or tap he

8.18 List study data that would be collected from the tool: Click or tap he

8.19 Which of the following privacy protection methods will be implemented with respect to the online data collection tools (including surveys), apps, wearables or other technology:
☐ Metadata (location, time, date) will not be collected
☐ Agreement(s) will be in place with the service/tool provider (e.g., the company/corporation who created/owns the online data collection tool, app, wearable or other technology)
☐ Information will not be retained by the service/tool provider and cannot be independently used by the provider
☐ Apps will not collect data unless the app is actively in use by the participant
☐ Other - Describe: Click or tap he

8.20 Is any identifiable information collected or used by the online data collection tools (including surveys), apps, wearables or other technology?  This includes information collected to create accounts or profiles, collected passively, or actively entered by the participant, etc.:
☐ Yes		☐ No

If “Yes”: 
6.23.1 	Describe the identifiable data to be collected/used: Click or tap he

6.23.2 	Describe how the identifiable information will be used (suggest the purpose of the collection/use): Click or tap he

6.23.3 	Where will the identifiable information be stored? Click or tap he

8.21 Will any of the study data be sent, shared and/or stored outside of Canada (select all that apply)?
☐ No
☐ Yes – anonymized or anonymous data
☐ Yes – de-identified data	
☐ Yes – identifiable data

If “Yes- anonymous data”, “Yes – de-identified data”, or “Yes- identifiable data” was selected:
6.24.1 	Where will the data be sent? Click or tap he

If “Yes- de-identified data” or “Yes – identifiable data” was selected: 
6.24.2 	Specify the data that will be sent: Click or tap he

8.22 Will any of the study data be kept by the lead researcher/lead research group for future use?
☐ Yes 		☐ No

If “Yes”:
6.25.1 	Provide a general description of the nature and types of future research that may be conducted: Click or tap he

6.25.2 	Where will the study data be stored (e.g., city, province, country)? Click or tap he

6.25.3 	Who will be the custodian? Click or tap he

6.25.4 	Provide a general description of the repository and its governance (or a link to this information if available online): Click or tap he

6.25.5	Could this study data be shared with researchers outside of Canada in the future?
☐ Yes	 	☐ No

6.25.6 	Is it anticipated that the study data may be linked with other data about participants, either in public (for example, social media, public registries) or personal records (for example, medical records, administrative databases)?
☐ Yes		☐ No

6.25.7	Could future research include use of technologies or linkage of data that might pose a substantial risk of re-identification of the participant? Click or tap he

6.25.8	Could future research include technology or methods that might result in identification of material incidental findings? Click or tap he

6.25.9	Will study participants be provided the opportunity to withdraw study data collected for future research?
☐ Yes	☐ No

If “Yes” - Describe any limitations to the withdrawal: Click or tap he
If “No” - Explain why not? Click or tap he


8.23 Is there a legal agreement for this study? (Select all that apply):
☐ Grant Agreement			☐ Yes 	 	☐ No		☐ Pending
☐ Clinical Trial Agreement		☐ Yes	 	☐ No		☐ Pending
☐ Material Transfer Agreement	☐ Yes	 	☐ No		☐ Pending
☐ Data Transfer Agreement		☐ Yes	 	☐ No		☐ Pending
☐ Other – Specify: Click or tap he	☐ Yes	 	☐ No		☐ Pending


SECTION 7.0:  RESEARCH TEAM TRAINING

0. Indicate below the Site Principal Investigator education/training for the ethical conduct of research involving humans
☐ TCPS 2: CORE-2022 (Course on Research Ethics)    
☐ GCP (Good Clinical Practice)
☐ Other: Click or tap he
Note: The PI must submit certificates of completion if not already on file with the PRHC REB Office

0. Additional Research Team Personnel:

Note: For PRHC studies, research staff must submit certificates of completion if not already on file with the PRHC REB Office
	Name
	Affiliated Institution

	Study Role 
(e.g. Sub-Investigator, Study Coordinator, Research Assistant)
	Completed Training

	
	
	
	TCPS 2: CORE-2022
(Course on Research Ethics)

	GCP
(Good Clinical Practice)

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐

	Click or tap he
	Click or tap he
	Click or tap he
	☐
	☐




SECTION 8.0:  CONFLICT OF INTEREST (COI)

8.1 Will the investigator or sub-investigators or anyone connected to them through their interpersonal relationship (including their partners, family members, or their former or current professional associates) receive any personal financial benefit in connection with this study? 
☐ Yes	               ☐ No

If “Yes”:  
8.1.1	State how much money (in Canadian dollars) is paid by the funder and to whom it is being paid, over and above the direct cost of conducting this study (e.g., recruitment incentives consulting fees, advisor fees): Click or tap he

8.1.2	Explain what this amount covers with respect to the direct costs associated with doing this research: Click or tap he

8.1.3	In the last three years, how much money (in Canadian dollars) or other benefits has the investigator or sub-investigator or anyone connected to them through their interpersonal relationship including their family members, friends, or their former or current professional associates (or any company owned or managed by the investigator or sub investigator or anyone connected to them through their interpersonal relationships) received from the sponsor and/or funder? Click or tap he

8.1.4	For what purpose did they receive these funds? Click or tap he

8.1.5	Describe the proposed plan to mitigate the conflict of interest: Click or tap he

8.2 Will the investigator or sub-investigators or anyone connected to them through their interpersonal relationships (including their family members, friends, or their former or current professional associates): 

Receive any personal financial or otherwise benefits including patent or intellectual property rights, royalty income, employment, share ownership, stock options, etc.? 
OR
Have any proprietary interest in the product under study or in any entity that is sponsoring or otherwise supporting the conduct of the study?
OR
Have any association or connection with an entity that is sponsoring or otherwise interested in the outcome of the study? (e.g., consultant, advisor, board member, employee, director, etc.)
☐ Yes	☐ No

If “Yes”:  
8.2.1	Please describe:  Click or tap he

8.2.2	Describe the proposed plan to mitigate the conflict of interest: Click or tap he

8.3 Is the investigator or sub-investigator aware of any other community relationships, academic interests, financial partnerships, or economic interests (e.g., spin-off companies in which researchers have stakes or private contract research outside of the academic realm) or any other incentives that may compromise their integrity, independence or ethical duties in the conduct of the research?
☐ Yes               ☐ No


If “Yes”:
8.3.1	Describe the relationships, interests or incentives: Click or tap he

8.3.2	Describe the proposed plan to mitigate the conflict of interest: Click or tap he

8.4 Is the investigator or sub-investigator(s) aware of any institutional conflicts of interest (financial or non-financial) that may have an impact on the research?
☐ Yes               ☐ No

If “Yes”: 
8.4.1	Describe the institutional conflicts of interest: Click or tap he

8.4.2	Describe the proposed management plan: Click or tap he

8.5 Are there any other real, potential or perceived conflict of interest to declare to the REB?
☐ Yes               ☐ No

If “Yes”:
8.5.1	Specify: Click or tap he

8.5.2	Provide the proposed management plan: Click or tap he


SECTION 13.0: DOCUMENTS SUBMITTED LIST

	Document Type / Description

	Version# / Date

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he

	Click or tap he
	Click or tap he



Person completing this form:
	First and last name: Click or tap he
	Institution: Click or tap he

	Telephone: Click or tap he
	Email:  Click or tap he




SECTION 10.0: AGREEMENT AND APPROVAL
3 
4 
5 
6 
7 
8 
9 
10 

10.1 Site Principal Investigator (PI)
· I attest that an assessment of protocol feasibility has been completed in conjunction with the department/program management staff of where the research will be conducted.
· I attest that protocol feasibility included consideration to issues such as, but not limited to, technical, financial implications, ethical, access to target population, time and resource requirements and availability of the research team and support services. 
· I attest that, to the best of my knowledge, the information in this application is complete, current and accurate; 
· I attest that I am appropriately qualified to conduct this study in accordance with my institutional requirements
· As the Site PI: 
· Following the initial submission of this application form, a member of the research team may submit edits to this application on my behalf. I acknowledge that I remain ultimately responsible for REB submissions and the overall conduct of the study in accordance with the currently approved documents. I attest that, should a designate sign on my behalf, the responsibility for corresponding with the REB has been appropriately delegated, and the delegation has been documented.
· I assume full responsibility for the scientific and ethical conduct of the study at this institution
· I agree to conduct this study in compliance with TCPS2 (2nd edition of Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans); AND in accordance with all applicable laws, regulations or guidelines (e.g., Food and Drugs Act and applicable Regulations; International Conference on Harmonization Guidance E6: Good Clinical Practice; and provincial privacy laws Guidance E6: Good Clinical Practice; PIPEDA or provincial privacy laws (including health related) declared substantially similar);
· I attest that I have sufficient space, time and resources to conduct this study; 
· I attest that all members of the research team at this site will conduct the study as approved by, and in accordance with any limitations set by, the PRHC REB.  No changes will be made to study conduct prior to seeking approval from the PRHC REB unless required to eliminate an immediate safety hazard to participants;
· I certify that all researchers and other personnel (research team) involved in this study at this institution are appropriately qualified and experienced, or will undergo appropriate training to fulfill their role in this project; 
· I acknowledge that I am responsible for promptly notifying the PRHC REB of applicable site-specific information, including proposed changes to the conduct of the research, reportable events, continuing review applications and the completion or termination of this study at this site 
· I attest that the PRHC REB approval and all external and local institutional approvals will be obtained before beginning the study at this site; 
10.2 Privacy and Security Acknowledgement
· On behalf of all members of my research team, I am aware of my obligations in maintaining the importance of maintaining the confidentiality of personal health information and the privacy of individuals with respect to that information; 
· I will ensure that the personal (health) information is used only as necessary, to fulfill the specific study objectives and related study questions described in the application approved by the PRHC REB. This includes all conditions and restrictions imposed by the PRHC REB and the institution in which the study is being conducted, governing the use, security, disclosure, return or disposal of participants’ personal health information.  
· I agree to take any further steps required by the PRHC REB or the health information custodian to ensure that the confidentiality and security of the personal health information is maintained in accordance with the Personal Health Information Protection Act (PHIPA), its accompanying regulations, and the Tri-Council Policy Statement.
· For Principal Investigators not affiliated with PRHC: I agree to designate the PRHC REB as Board of Record for this study.


	
	
	

	Site Principal Investigator
	Signature
	Date






	
	
	

	Study Research Team Delegate*
	Signature
	Date



*Delegate is authorized to sign below ONLY when submitting edits on behalf of the Site Principal/Qualified Investigator, following the initial submission of this application form
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