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Objectives

• Overview of OCREB as an REB and how we work

• Definitions of Lead Applicant vs Participating Site 

Applicant 

• OCREB Review types and Review of some of the 

CTO application forms

• Q & A
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What is OCREB?

• Centralized oncology-specific REB for Ontario; 

started in 2003

• Board Members are from across Ontario

• OCREB provides a single review of a study that 

can be conducted at multiples sites

• Studies are submitted to OCREB through an online 

system - CTO Streamline
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Lead Applicant

Who can be Lead Applicant?

• A site is identified as a lead applicant after an 

agreement between PI & Sponsor 

• First Ontario site ready to activate the study
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Lead Applicant Responsibilities

• Lead Applicant will submit:
• The initial study 

• Any changes to the study and study documents 

(i.e., study protocol, IB, consents, etc)

• Study reportable events 

• Study ethics approval renewal  
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• Clinical Trial Initial Application (CTIA) 
• Application with study specific information/questions 

(e.g. objectives, eligibility criteria, statistical analysis 

details, study procedures, etc.)

• all study documents (protocol, provincial consent 

form, participant materials, IBs, Questionnaires, etc.)

• CTIA must be signed by the PI at the initial 

submission; Delegated study staff can sign 

resubmissions 

Study Wide Applications
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• Study Wide Amendment (SWAM)
• Updates to questions that are study-specific 

(e.g. objectives; eligibility criteria; statistical 

analysis details; study procedures; etc.)

• Changes to study documents (consents; 

participant materials; IBs; Questionnaires; etc.)

Study Wide Applications
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Study Wide Applications

• Study Wide Reportable Events (SWRE)
• Reportable events such as DSMB/C and IA results 

• Any new information that would impacting the overall 

conduct of the study or cause the sponsor to modify 

study documents Safety Notice/Report)

• Study Wide Continuing Review (SWCR)
• SWCR must be submitted once per year to ensure 

continuous ethics approval of the study
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Participating Site Applicants

• Any Centre or site in Ontario that would like to 

conduct the study (including the Provincial applicant 

site)

• 1st step > Centres must submit a Participating Site 

Initial Application (PSIA) any time after CTIA is 

approved 

• Once the PSIA is approved, an approval letter will 

list all provincially-approved documents (consents, 

protocol, IBs,  participant materials, etc.)

• Same version dates for all study documents 

(including consents) are used at all sites
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Participating Site Initial application 

• To submit Site-specific information:

• Confirm standard of care at the centre

• Describes conduct of the study at the site: 

consenting process; recruitment processes, 

etc.

• Privacy policies/identifiers 

• Conflict of interest declarations

• Reimbursements 

• Plan to disseminate of study results
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Participating Site responsibilities

• Submission of participating site-specific 

applications:

• Participating Site Initial Application (PSIA): Initial 

application to join a provincially approved study 

• Reportable Events (PSRE): Local SAEs, privacy 

breaches, protocol deviations

• Participating Site-Specific Amendments (PSAM):

Change in centre PI; centre-specific recruitment 

materials; 

• Participating Site Continuing Review (PSCR):

Annual centre renewals
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Study Wide vs Participating Site

Activities/Responsibilities Study Wide Participating Site

Approval Study is ethically 

sound; study is REB-

approved in Ontario

Study can now be 

conducted at the site

Initial application YES YES

Amendment application:

Protocol changes YES -

Consent changes YES -

Translated materials YES -

Updated IB YES -

Change in PI YES YES

Change in reimbursement YES

Change in consenting process YES
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OCREB study reviews

• Full Board vs Delegated review

• Examples of applications reviewed by OCREB
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Full Board Review 

• Clinical Trial Initial Applications (CTIAs) OR;

• Any changes to a study that increases the risk for 

participants

• OCREB FB meetings > held on the 2nd Friday of 

each month

• Board members are from across Ontario 

• Scientific members including oncologists and 

statisticians 

• Clinical trial staff 

• Bioethicists and lawyers 

• Community
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Full Board Review - CTIA
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Full Board Review - CTIA

• Goes to a Full Board Meeting 

• Review letter and consent revisions sent back 

to the lead applicant

• OCREB review letter notification from system -

access under ‘History’ tab

• Response re-submitted by lead applicant

• OCREB final review and APPROVAL
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Full Board Review – PI Response to 
OCREB

• To create PI response, copy and paste the 

questions and provide a response to each 

question

• For application questions, letter should confirm 

changes were made & application form should 

be revised as requested
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Example of PI Response Letter
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CTIA Re-Submission and PI Response Letter 
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CTIA Re-Submission and PI Response Letter 
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CTIA - Approval

• Study is ethically sound and approval criteria have 

been met (i.e. risks to participants are minimized; risk-benefit 

ratio is acceptable; participant selection is equitable; free and 

informed consent is sought; research plan is adequate as far as 

data monitoring, data protection and confidentiality, etc.) 

• Study CANNOT be conducted at any site yet

• A site or Centre in Ontario who would like to 

conduct the study needs to submit  a Participating 

Site initial application (PSIA) and obtain PSIA 

approval
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Full Board Review – Study Wide Amendment 

• SWAMs receive either Full Board or Delegated 

Review 

• FB SWAMs: Amendments that increase the 

risk to study participants (i.e., addition of a new 

cohort, new significant tissue samples are being 

collected, IB has significant change in risks, or moving 

from dose escalation to dose expansion for Phase 1 

trials) 
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SWAMs - When a study has active participants and 
consent changes are made: 

• Consent Update Form is required if 

amendments include changes to the ICF and 

there are currently enrolled participants
• A Consent Update Form outlines any relevant changes made to the 

Main ICF that would affect currently enrolled participants

• Should follow OCREB template

• Should only include relevant new information
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Consent Update Form 

• How to communicate this new information in the consent 

update is Sponsor/PI driven

• OCREB may ask for changes/clarification 

• Several options:
• Q# 5.11 : Describe how this information will be communicated to 

participants who are currently enrolled in the study and receiving study 

treatment or intervention: choose one of the following options:

•Contact participant (via phone) to provide new information orally (using the 

approved consent update form). Document in health record. At next visit, 

provide consent update form and obtain signature

•At next visit, provide consent update form and obtain signature

•At next visit, provide consent update form. Document in health record.
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• Q# 5.12: Describe how this information will be communicated to participants who are 

currently being followed for the purposes of the study but are no longer receiving study 

treatment or intervention: choose one of the following options:

•Contact participant (via phone) to provide new information orally (using the approved 

consent update form). Provide consent update form at next visit.

•Contact participant (via phone) to provide new information orally (using the approved 

consent update form). Document in health record. Mail the consent update form (if no further 

visits are scheduled) and confirm receipt.

•At the next visit, provide consent update form. Document in health record. 

•Mail consent update form. Document in health record. Confirm receipt at next visit.

Consent Update Form 
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Study Wide Amendment Form: 
Study Status 

If “activated/open to 

enrollment” is 

selected, submit 

both the revised ICFs 

and consent updates 

(if applicable)

If “permanently 

closed to 

enrollment” is 

selected, submit 

only the consent 

update (if 

applicable)
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Study Wide Amendment Approval

• Applies to all participating sites

• Participating site amendments are NOT required

• For consents: same process as with initial 

approval sites ‘adopt’ the Study wide approved 

template
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Delegated Reviews 

• Delegated review: 
• Research projects that involve no more than minimal 

risk

• Minor or minimal risk changes to approved research

• Continuing review of approved minimal risk research

• Changes to consent documents that do not affect the 

rights and welfare of research participants or involve 

increased risk, or affect data integrity, or require 

significant changes in research procedures

• Reportable events, including adverse events and safety 

updates such as reports from Data and Safety 

Monitoring Boards 
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• Application types
• Participating site initial application

• Study wide and Participating site Amendments

• Study wide and Participating site Reportable 

Events

• Participating site Continuing Reviews

Delegated Reviews 
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Participating Site Initial Applications
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Participating Site Initial Applications
Remote Consent
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Participating Site Initial Applications
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Administrative changes to OCREB approved ICFs 

• Compensation (reimbursement) section; 

• inclusion of centre-specific information in the yellow highlighted 

area(s) of the provincially approved ICF, such as the designation 

of procedures/tests taking place at another centre; 

• the addition to the document(s) of centre study staff / Investigator 

name and contact information, centre letterhead, correction of 

spelling errors, the calibration of # of pages (including reference to 

the # of pages on the signature page for COG studies), and the 

removal of instructional text.

Participating Site Initial Applications
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<- responses pre-populate from the PIA. 

Other: Partial DOB collected instead of Full DOB because institution 

does not permit full PHI leaving 

Participating Site Initial Applications



Ontario Cancer Research Ethics Board…

safeguarding the rights and well-being of cancer research participants

Participating Site Initial Applications
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Make sure the 

PSIA is signed by 

the study PI and 

institutional reps 

(initial submission 

only)

Participating Site Initial Applications
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Delegated Study Wide Amendment
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Delegated Participating Site 
Amendment
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Study Wide Reportable Events

• The Researcher is also responsible for 

submitting to OCREB other types of reportable 

events
• DSMB/C Reports

• Safety notice or action letter that would cause the 

sponsor to modify the research and/or study 

documents

• A change to the research that was initiated without 

prior REB review to eliminate an apparent 

immediate hazard to a research participant
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Participating Site Reportable Events

A local SAE is considered reportable by a centre, when the SAE meets ALL the following 

criteria: 

1) Event is serious

2) Event is unexpected

3) Event is related to participation in research 

4) Event suggests that research puts participants at higher risk

A protocol deviation is considered reportable by a centre, when ANY of the following criteria 

are met: 

1) Eligibility Waiver 

2) Increased risk or possibility of risk for the research participant(s) 

3) Compromises the scientific integrity (e.g., study validity or data)

4) OTHER, Specifically, a deviation in the consenting process (i.e., incorrect 

version date of the ICF used) 
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Other Resources

https://ocreb.ca/

https://ocreb.ca/about-ocreb/investigators-

research-teams/
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Q&A 
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