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Webinar Agenda

• Introductions
• OCREB Updates
• Ethics in the News
• OCREB Site Poll
• REC Reminders 
• Q&A
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OCREB Updates

•    OCREB Holiday Closure
      Tuesday, December 24th at noon up to and including       

      Wednesday, January 1st , 2025 
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OCREB Updates

•    OCREB Total Submissions for 2024

• Total of 149 submissions in 2024

• Up from 129 in 2023
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OCREB Updates

2025 OCREB Meeting Schedule

         

         https://ocreb.ca/about-ocreb/meetings-and-membership/
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OCREB Updates

•    OCREB Guidance Documents Update

• Appeals Process

• Compensation/Reimbursement Guidelines

• Conflict of Interest Guidelines & Declaration 

Forms(Investigators, Members)

• OCREB Member Manual

• Compliance Program
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Ethics in the News

Regulatory & Ethical Updates
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Ethics in the News

Regulatory & Ethical Updates

Declaration of Helsinki Updates include…
• Participant-Centred Language

• Expanded Informed Consent

• Justice and Inclusion

• Sustainability

• Post-Trial Access

• Strengthen Role of Ethics Committees

https://www.wma.net/policies-post/wma-declaration-of-helsinki/

https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.wma.net%2Fpolicies-post%2Fwma-declaration-of-helsinki%2F&data=05%7C02%7CJvanRy%40oicr.on.ca%7C18e468e1bba94189a56708dcf51893d7%7C9df949f8a6eb419d9caa1f8c83db674f%7C0%7C0%7C638654733115549332%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=J7szBsfWN6Qc6NY9j1PUgTEdoo7RUMsYplaiMJJUhAc%3D&reserved=0
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Ethics in the News
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Ethics in the News

•    
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OCREB Poll

Electronic Study Documents
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REC Reminders – CIAs (1 of 4)

Q#1.0:  Is this a resubmission in response to a request from CTO or the Research Ethics Board to make 
changes to your application? 

▪ Reminder: If OCREB sends back the CIA for changes, please revise response to “YES.” PI Delegate can choose to 
sign the form upon resubmission OR request PI signature 

▪ Exception: If Q#11.1-11.3 Signatures are incorrect (i.e., the correct PI/staff member needs to sign) and Q#1.0 
response can remain as “NO.”

Q#1.6.1: List any Co-Investigators at this site (including name, address, organization and contact 
details): 

▪ Reminder: Listing Co-Investigators is not required. This field can be left blank.

Q#2.1: Expected start date of this study at this site:

▪ Reminder: Ideally, respond in MMM/YYYY format (i.e., Jan, 2025)

▪ Note: The date indicated here should not be earlier than the date the application is being submitted. For example, if 
you are submitting a CIA on December 12, 2024, the date provided in this section cannot be before December 12, 
2024.

Sahil Patel

Research Ethics Coordinator
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REC Reminders – CIAs (2 of 4)

Q#3.4: How will initial contact be made (select all that apply)?

▪ Reminder: This question is about initial contact which should be done by someone that is part of the circle of care. 

▪ Note: We’ve seen sites select ‘Other’ and then state that patients will be followed up via email after a phone call or in 
person visit, but this does not mean that initial contact is via email so please avoid including these types of responses

Q#3.5: Will initial contact/identification of participants be made by someone within the patient’s circle of 
care?

▪ Reminder: ‘NO’ is never an acceptable response. Initial contact/identification of potential participants should always be 
made by someone within the patient’s circle of care

Q#4.9.1: Explain (this will appear after Q#4.9 Response “Yes”)

▪ Reminder: As per the CTO Annotated Form, the response should always be “See OCREB Guidance for approved 
administrative changes.” We have seen ‘pre-approved’ many times, but please note that this does NOT mean the same 
thing. 

Q#4.10 AND Q#4.11: Upload the proposed SITE-SPECIFIC consent form(s)

▪ Reminder: This has been the case for a while, but please only upload the site-specific memo (version date should be 
sometime in 2024). One of the memos will be acknowledged in the approval letter



Ontario Cancer Research Ethics Board…

safeguarding the rights and well-being of cancer research participants

REC Reminders – CIAs (3 of 4)

Q#5.6: Describe how coercion and undue influence will be minimized

 

▪ Reminder: Please ensure the response includes specific details. We’ve seen responses like: “Undue influence will be 
minimized” or “There will be no coercion” which is not acceptable.

▪ Example: “The study doctor may also be the participants’ treating physician. To minimize undue influence, the consent 
discussion will be delegated to the study coordinator and participants will be informed that participation is voluntary. 
Participants will be told that they can change their mind about participation at any time etc...”

Q#6.2: As per institutional privacy policies, which of the identifiers that were approved 
provincially/CHEER (study-wide) (shown above in question 6.0) are you authorized to disclose on the 
study data collection tools leaving the institution? 

• Reminder: There are TWO ways to respond (you can refer to the Annotated Form as well)

• A) Ensure all selected boxes MATCH the ones selected in Q#6.0 

• B) If all selected boxes DO NOT MATCH the ones selected in Q#6.0, then please select ‘Other’ and explain why the 
specific PHI(s) is or is NOT being collected. 

• Note: Please do NOT select ‘Other’ and then specify things like Subject ID and/or Medical History. These are not 
relevant to the question. Also selecting ‘Other’ and specifying ‘As per institutional policy’ is no longer an acceptable 
response.



Ontario Cancer Research Ethics Board…

safeguarding the rights and well-being of cancer research participants

REC Reminders – CIAs (4 of 4)

Q#7.6: Will or does the Investigator or sub-investigator or anyone connected to them through their 

interpersonal relationships (including their family members, friends, or their former or current 

professional associates) 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.)

▪ Reminder: Most recent COIs have been falling under this category where the PI provides consulting services to a 

Sponsor. A signed copy of the management plan should be on hand and available for upload

Q#11.1 – 11.3 (Centre Principal Investigator, Department Approver/Department Head, Institutional 

Representative): 

▪ Reminder: Ensure that the correct staff members (i.e., from Section 1.0) sign in this section.

▪ Note: PI cannot have more than one role (i.e., PI Signature should not appear more than once here)
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REC Reminders – Reportable Events

Hind Amzil
Research Ethics Coordinator, OCREB

• Review of criteria for submission of 

Reportable Events

• Centre Reportable Events
• Local (internal) SAE

• Protocol Deviations

• Privacy Breaches

• Audit/Inspection findings
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REC Reminders – Reportable Events

Hind Amzil
Research Ethics Coordinator, OCREB

The Researcher is responsible for submitting reportable events 

that meet the REB’s reporting criteria SOP 404

CRE – Local AE

• Any local adverse event that in the opinion of the Researcher meets the definition of a 

serious, unanticipated problem, related/possibly related to participation in the 

research, and puts the participant at greater risk 

• All reports submitted to the REB must have all research participant identifiers 

removed (i.e., participant research number only) 

• Once a local SAE is acknowledged by the REB, subsequent important follow up reports 

related to the SAE should be submitted when relevant information is available as a 

SAE update(s). 
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REC Reminders – Reportable Events

Hind Amzil
Research Ethics Coordinator, OCREB

Protocol Deviation:

• If an unanticipated deviation or divergence from the approved research 
protocol, consent document(s) or study jeopardizes participants’ safety, 
or jeopardizes study efficacy or data integrity, it must be promptly reported 
to OCREB. 

• Specific examples of reportable deviations include: Informed consent 
improperly obtained or not obtained; Emergency deviations to the research 
protocol initiated by the investigator prior to obtaining OCREB approval (e.g., 
to eliminate an immediate hazard); An eligibility waiver that was provided by 
the sponsor; If the study drug or dose were not administered as per protocol, 
resulting in an increased risk of harm to the participant. 
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REC Reminders – Reportable Events

Privacy Breaches: The Researcher must report to the REB any 

unauthorized collection, use, or disclosure of personal 

information (PI) 

Audit or Inspection Findings: The Researcher must report to the 

REB a summary of any relevant audit or inspection findings 

following a Health Canada inspection, an FDA or other regulatory 

audit, an internal QA audit or other audits at the site; 
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Provincial Approvals – Reminders

• Applies to all participating sites

• Center amendments NOT required

• For consents: Centres to use the Provincially approved ICF and add 

centre-specific changes (does not require submission to the OCREB). 

• Yellow highlight = centre-specific details 

• If questionaries are embedded within Protocol, please ensure to 
ALSO submit the QOLs as separate participants materials within 
the CTO application system 

Roxanne Fernandes
Research Ethics Coordinator, OCREB
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Provincial Translation – Reminders

• Translate the Provincial version of the currently approved 

English ICF, include a Certificate of Translations (COT)

• Translated validated paper questionaries (i.e., PRO-

CTCAE, EORTC QLQ-C30, EQ-5D-5L, etc.) do not 

require a COT with submission

• English US to English CAD translations are not required 

Roxanne Fernandes

Research Ethics Coordinator, OCREB
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REC Reminders Angela Mendolia
Research Ethics Coordinator, OCREB

Application Requirements
• Provincial Amendments

• Section 2.4: Include a summary of participant status at the Provincial level.

• Section 2.13.1: We require the Summary of Changes and Tracked Changes versions to 

be uploaded.

• Application Resubmission: Don’t forget to respond “yes” to Q #1.0

• Withdrawal of an Application: Contact CTO Help Desk

• Consent Update Forms

• Ensure the re-consent instructions in the relevant application sections align with Sponsor 

instructions regarding participant updates.

• Application Clarifications

• Refer to the Annotated Application Forms on the OCREB website or use the information 

icon in the application itself 
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REC Reminders Angela Mendolia
Research Ethics Coordinator, OCREB

Study Documents

• When resubmitting tracked consent forms:

• Please ensure they include ALL tracked changes and COMMENTS.

• Comments should not be deleted or resolved within the tracked versions.

• When saving a clean version of a revised consent form: 

• Ensure that it is clear of ALL COMMENTS

• Recruitment Materials:

• Per OCREB Policy, these documents should NOT include the study drug name, Sponsor 

name, or logo..
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Q&A

• Questions for OCREB?
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