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[bookmark: _Toc203554156]Important notes before you begin
The WWREB will not review a study unless the Study Package is complete. Researchers MUST receive Administrative Approval from the research committee of the hospital where the study will be conducted before submitting to WWREB. 

Should you have any doubts about your project being considered Research or Quality Improvement, contact the WWREB ahead of time to determine whether your project requires REB approval.
Areas of the application(s) with the text ‘click or tap to enter text.’ are for text entry. Please only type your responses in these designated areas. 
Handwritten applications will not be accepted. Complete all application documents electronically using Microsoft Word.
Answer all questions as applicable. All applicable information requested must be provided within the application form itself. Incomplete applications may be returned and experience a delay in approval.
If a question does not apply to your study, please input N/A or Not Applicable.
Input all dates in the format YYYY-MM-DD.
Receiving research ethics board approval takes time. Schedule sufficient time in your study timeline to receive approval. Please review WWREB’s schedule posted on our website.
[bookmark: _Toc203554157]Definitions
Review the definitions below: 
Clinical Trial: defined by the WHO "any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects of health outcomes."  
Co-Investigator: members of the research team who work in collaboration with the principal investigator or Local Responsible Investigator.
Conflict of interest: When a researcher’s secondary interests, such as financial gain, personal relationships or professional advancement) could compromise, or appear to compromise, their primary duty to protect research participants, ensure scientific integrity, and uphold ethical standards of research.
Deception: intentionally misleading participants about the true nature or purpose of a study (e.g., providing false information or withholding details).
Data Safety Monitoring Committee/Board (DSMC/DSMB): is an independent committee of experts that provides oversight of clinical trials, reviewing accumulating data to ensure patient safety, the integrity of the study and the validity of the findings.
Expected study completion date: the date when all research activities involving human participants, their data, or biological materials are complete.
Expected study start date: The date when any research-related activity involving human participants or their data/materials begins, after receiving REB approval and activation from the hospital site.
External grant-in-aid: Financial support awarded through a competitive grant process from an organization external to the institution.
Institutional Representative: the hospital research lead responsible for approving research.
Industry-sponsored: Funding or resources provided by a commercial, for-profit entity, such as a pharmaceutical company, medical device manufacturer, or biotechnology firm. 
In-kind support: Non-monetary contributions provided to support the study, such as free or discounted drugs, medical devices, laboratory supplies, or use of specialized equipment.
Local Responsible Investigator: a hospital staff or credentialed provider acting as the local person in charge of study activities at the hospital site who is responsible and accountable for the scientific and ethical conduct of the study when the PI is an external institutional partner or collaborator.
Local unanticipated problem: Any incident or outcome that is unexpected, related or possibly related to participation in the research, and suggests greater risk of harm to the participant than was previously known. 
Major change: A major change is one that involves fundamentally altering the research, its scope, or the risks and protections for participants, including but not limited to significant changes in recruitment, data that is collected, data collection methods, etc.
Minor/administrative change: A minor change is one that does not fundamentally alter the research, its scope, or its risks or potential harms to participants, including but not limited to administrative updates (e.g., new contact information), changes in recruitment materials that do no alter study design or risk, extension of recruitment timelines
Not-for-profit sponsor: Funding or support provided by a registered charity, foundation, or other non-commercial organization whose primary purpose is non-profit generation.
Other Study Documents: any documents used in the conduct of a study or that are used to support a Study Package submitted to the Research Ethics Board (e.g., data collection form(s), DSMB Charter, REB letter of approval, etc.).
Participant Documents: documents that will be given to, read to, or seen by participants (e.g., non-standardized questionnaire/survey, information sheets, diary, advertisement, interview guide, focus group guide, telephone script, informed consent form, etc.).
Principal Investigator: the person in charge of the study who is responsible and accountable for the scientific and ethical conduct of the study. 
Prospective: a type of research design looking forward in time, collecting data
Protocol deviation: A protocol deviation is any unplanned departure from the approved study protocol, consent process, or any of the REB-approved documents in the Study Package. It occurs without prior REB approval and can be either intentional or unintentional. 
Publicly funded sponsor: Funding provided by a government department, agency, or publicly funded health/research organization (e.g., CIHR).
Remuneration: Payment or compensation given to participants (e.g., financial incentive to participate in a study, such as a $100 gift card, or reimbursement for expenses incurred while participating in the study, such as a parking voucher). 
Retrospective: a type of research design looking backward in time, using data that has already been collected (e.g., existing medical records).
Secondary Use: the use in research of information or human biological materials originally collected for a purpose other than current research purposes (TCPS 2, 2022).
Serious Adverse Event: an undesirable medical event or medical outcome for a participant that results in death, is life threatening, requires inpatient hospitalization or prolonged hospitalization, permanent disability, or a congenital anomaly/birth defect.
Study Coordinator: member of the research team responsible for day-to-day operational coordination of the study. The Study Coordinator is typically the key contact for communication between the REB and the research team. 
Study Package: all documents related to the conduct of research, as required by WWREB. See Study Package section below for more. 
Study Protocol: a comprehensive written plan that outlines the objectives, design, methodology, statistical considerations, and operational details of a research study. It serves as a blueprint for how the study will be conducted and ensures consistency, transparency, and scientific integrity throughout the research process. 
Study Site: the hospital location where research activities will be conducted, including participant recruitment, data collection, intervention administration, etc. WWREB only reviews research conducted at Waterloo Regional Health Network (WRHN) and Cambridge Memorial Hospital (CMH).
Jurisdiction of the REB
WWREB’s authority is limited to research conducted by individuals or research teams that include at least one investigator or co-investigator with a formal affiliation to Cambridge Memorial Hospital and/or Waterloo Regional Health Network. The WWREB shall not accept submissions from unaffiliated individuals or groups. 
[bookmark: _Toc203554158]

Application Process Overview
1. Receive Administrative Approval Letter from local hospital site
2. Develop Study Package
3. Submit Study Package to WWREB for review and approval
4. Continuing Review of Study 
1. [bookmark: _Toc203554159]Receive Administrative Approval Letter from Hospital Site
The WWREB serves Cambridge Memorial Hospital and the Waterloo Regional Health Network.
Researchers must first seek administrative approval from the hospital site before developing a complete Study Package and submitting it to the WWREB. It is encouraged that researchers reach out directly to the Research Office of the hospital site to inquire about their process for administrative approval of research.
The WWREB will not accept Study Packages without evidence of Administrative Approval from the hospital. 
[bookmark: _Toc203554160]Hospital Sites
	Cambridge Memorial Hospital
	Waterloo Regional Health Network

	Research & Innovation Office
researchinnovation@cmh.org 

	Office of Research
research@wrhn.ca 



Each hospital site has its own process for granting administrative approval to conduct research at its site. Schedule ample time during study start-up for sufficient engagement with the hospital site to seek their approval. 
[bookmark: _Toc203554161]Hospital Approval Letter
The hospital site might issue an official organizational letter on behalf of the research department or research committee that the study is approved to proceed to ethics review or they may issue an email confirming support. The WWREB requires written approval from the institutional representative of the hospital site to consider a Study Package as complete for ethics review. 
2. [bookmark: _Toc203554162]Develop Initial Study Package
Researchers are required to submit all documents related to the conduct of their research to the WWREB for approval. 
[bookmark: _Toc203554163]Required Documents: A Complete Study Package
A complete Study Package must include, at a minimum,
· Hospital Administrative Approval
· A Study Protocol
· Application for Prospective OR Retrospective Review, completed and signed
and any additional Participant Documents and/or Other Study Documents as applicable to the study.
Study Protocol
A study protocol is a detailed, written plan that outlines the entire design and conduct of a research study. It serves as the official reference document for how the study will be carried out, ensuring clarity, consistency, and compliance with ethical, scientific, and regulatory standards.
Application for Prospective Study Review
Prospective studies are a type of research design in which participants are followed forward in time. Researchers prospectively collect data as events, interventions, or observations unfold to observe future outcomes. Use the Application for Prospective Study Review when you plan to collect data with the intent to conduct research and patient consent is required. 
Application for Retrospective Review
Retrospective review pertains to records that exist at this time. Please use this form ONLY if you plan to conduct research that involves a retrospective review of medical records and if you will NOT collect ongoing or any other information FROM OR ABOUT the patient. This form is meant to capture the necessary elements of the research plan for this project.  If you are proposing to contact patients for consent or for any other purpose, please use the Prospective Study form.   
Supplemental Documents
Study Participant Documents 
Any documents that will be given to, read to, or seen by study participants, including but not limited to
· Data collection tools, including non-standardized questionnaires/surveys, interview guides, focus group guides, participant diaries, etc.
· Correspondence or educational materials, including information sheets, email scripts, etc.
· Recruitment materials, including posters, advertisements, scripts, etc.
· Informed consent forms. 
A copy of any questionnaires or test instruments to be used in the research must be appended to the application unless they have been previously published in a peer reviewed journal.
Advertisements to recruit participants should be limited to:
· The name and address of the clinical investigator;
· The purpose of the research, and in summary form, the eligibility criteria that will be used to admi participants into the study;
· A straightforward and truthful description of the benefits (such as payments or free treatments) to the participant for participation in the study;
· The location of the research and the person to contact for further information. 

Other Study Documents 
Any documents used in the conduct of a study or that are used to support a Study Package submitted to the Research Ethics Board, including but not limited to
· Data collection form(s)
· DSMB Charter
· REB letter of approval (if your study has already received approval from another REB)
For studies involving investigational product(s) 
· Product monograph(s) or Investigator’s Brochure (IB) or Medical Device Instructions
· Health Canada No Objection Letter or Investigational Testing Authorization (ITA) or Notice of Authorization (NOA)
3. [bookmark: _Toc203554164]Submit Initial Study Package to WWREB
Submit complete study packages to the WWREB Administrator via email at wwreb@wrhn.ca by the submission deadline. The email should include all individual Study Package documents and reference the study title in the subject line. 
Researchers are encouraged to review the WWREB submission deadline and meeting schedule online for the most up-to-date information. 
WWREB will not review an application unless the Study Package is complete. Failure to submit a complete Study Package may result in a delay in review.
Use the Submission Checklist appended to this guidance document for help ensuring your Study Package is complete. Reach out to the WWREB Office in advance of the submission deadline if there are any questions. 
4. [bookmark: _Toc203554166]Study Continuing Review
Researchers are responsible for submitting annual renewals, amendments, study completion reports, unanticipated problems and other reports, as needed.
Once approved, the WWREB will provide researchers with a 7-digit study code (e.g., 2025-123) that will be used to identify the study during continuing review. 
[bookmark: _Toc203554167]Annual Renewals
WWREB only grants approval for a study on a yearly basis. To continue research beyond a year, researchers must apply for continuing review of a study before the lapse of the current REB approval period expires. Upon approval of the annual renewal, the WWREB Chair will issue a letter of approval of annual renewal with a new expiry date the following year. 
Researchers will receive a reminder letter approximately eight weeks prior to the expiry date of their study.
[bookmark: _Toc203554168]Amendments
An amendment form must be submitted for any changes to a previously approved study. Changes to a previously approved study include any changes related to participant welfare, data handling, study design, etc. Amendments must be reviewed and approved BEFORE any changes to the study are implemented, except in urgent cases involving participant safety. 
Common reasons for submitting an amendment include, but are not limited to:
· Changes to the study protocol, including a revision to the methodology, a change in sample size, recruitment methods or study populations,
· Change to participant materials, including a revised informed consent form or recruitment materials
It is important to note that even minor changes require review and approval from the REB. If there is uncertainty around whether a change requires an amendment, contact the REB ahead of time. 
[bookmark: _Toc203554169]Unanticipated Problems
Use the unanticipated problem form to report unanticipated local serious adverse events (SAE) or unanticipated problems related or possibly related to participation in the study. Please provide a summary of the burden or risk(s) to participants and indicate the impact or implications for the consent form. Provide a detailed report of any SAE occurring within CMH and/or WRHN. The WWREB does not receive or acknowledge reports of non-local SAEs, rather it requires at least annual DSMB or Sponsor-generated safety reports. 
[bookmark: _Toc203554170]Study Closure Form
A study is considered closed when researchers require no further involvement with, or access to, study participants, their health records and/or biological specimens, the sponsor, and the hospital site at which point the researcher must submit a Study Closure Form to formally close out a study.
It is important to note that study closure is not the same as study completion. Study completion means that all activities related to the study, including data analysis and knowledge mobilization, are now complete and no further study-related tasks are being performed. 
[bookmark: _Toc203554171]Change in Study Personnel Form
A change in study personnel includes any addition or removal of personnel involved in the study. Any time there is a change (addition or removal) in research affiliates, staff, co-investigator, principal investigator, etc., a Change in Study Personnel Form must be submitted to the WWREB before they can start on the study.
[bookmark: _Toc203554172]Protocol Deviation Form
A protocol deviation is any unplanned departure from the approved study protocol, consent process, or any of the REB-approved documents in the Study Package. It occurs without prior REB approval and can be either intentional or unintentional. Protocol deviations must be reported promptly to the REB using the Protocol Deviation Form.
Examples of deviations, include but are not limited to:
· Enrollment of subjects who do not meet eligibility criteria 
· Improperly obtained or not obtained informed consent
· Changes to remove apparent immediate hazards to subjects without prior REB approval
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Appendix
[bookmark: _Submission_Checklist]Submission Checklist
	Included
	Document

	☐	Study protocol*

	☐	Hospital Administrative Approval Letter*
Signed by the Institutional Representative

	☐

☐
	Application for  Prospective Study Review Form*
--- OR ---
Application for Retrospective Study Review Form*
Completed and signed

	☐
	Informed Consent Form(s) (ICF)
Must include hospital letterhead, page numbers and version date (DD-MM-YYYY)

	☐
	Participant Documents (list documents, including version date):

	
	· 

	☐
	Other Study Documents (list documents, including version date):

	
	· 

	☐
	Product monograph(s) or Investigator’s Brochure (IB) or Medical Device Instructions

	☐
	Health Canada No Objection Letter or Investigational Testing Authorization (ITA) or Notice of Authorization (NOA)


* Document must be submitted as part of the submission package, at a minimum.

11

