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IMPORTANT — Repository/Database-Only Projects
Projects whose sole purpose is to create a database, biobank, or registry (without a defined, time-limited research
guestion) must not be submitted through Stream. These initiatives must be submitted locally through IRIS.

For guidance, request a huddle with the Research Ethics Director by contacting REBAdministration@obhri.ca.

These requirements apply to all researchers from The Ottawa Hospital (TOH)/Ottawa Hospital Research Institute
(OHRI)

Identifiers Leaving the Institution
TOH does not permit the release of:
e True initials
e Full date of birth (YYYY/MM/DD)

These must be replaced with:
e Pseudo-initials
e Partial date of birth (MM/YYYY)

Exception: Full date of birth may be shared offsite if there is adequate justification (e.g., gestational age is
necessary for analysis).

Shared Electronic Health Systems

Shared electronic health systems cannot be accessed or used for research purposes. Examples include eHealth
Ontario tools such as ConnectingOntario ClinicalViewer, Ontario Lab Information System (OLIS), and the Digital
Health Drug Repository and the Diagnostic Imaging Common Service. Even if a staff member has clinical access
(e.g., as a nurse or therapist), they may not access these systems for research purposes.

Pre-Screening Medical Records
As per TOH privacy policy, research personnel may pre-screen medical records of potential participants without
consent.

The pre-screening plan must be described in the REB application.
If applicable, include the following wording:

e Clinical Trial Participating Site Initial Application (Question 3.3.1) or
e Observational Participating Site Initial Application (Question 3.4.1)

“Medical records will be screened prior to initial contact to confirm patient eligibility. As per TOH privacy policy,
research personnel are permitted to pre-screen the medical records of potential participants without consent.”

Permission to Contact (PTC) Process
At The Ottawa Hospital (TOH), Permission to Contact (PTC) is required before approaching patients about
research participation.

PTC must be obtained by:
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e A member of the patient’s circle of care, or
e Anauthorized agent of the Health Information Custodian (HIC)

At TOH, PTC is typically obtained:
e During patient registration (e.g., by registration staff or through MyChart), or
e By amember of the patient’s circle of care or an authorized TOH agent

OHRI research staff are considered agents of TOH and have been authorized to obtain PTC, provided they follow
institutional guidelines (available in IRISGuide).

Research staff may only contact patients for research purposes after PTC has been obtained, unless otherwise
approved by the REB.

REB Application Wording for PTC Questions in the CTO Application
If applicable, include the following in:

e Clinical Trial Participating Site Initial Application (Question 3.6.1) or
e Observational Participating Site Initial Application (Question 3.7.1)

“The Ottawa Hospital (TOH) has a Permission to Contact (PTC) process in place for research. Under this process, a
member of the patient’s circle of care or an authorized agent of TOH may approach patients to request permission
to be contacted about research. OHRI research staff are considered agents of TOH and are authorized to obtain
PTC in accordance with institutional policies. Once PTC is obtained, research staff may initiate contact with
potential participants about a specific research project.”

Equity-Deserving Communities

When TOH is the study-wide applicant, research on equity-deserving communities must:
e Engage the relevant community before and throughout the study
e Ensure processes are inclusive, respectful, and minimize harm

Proof of engagement (e.g., letter or email of support) must be uploaded in the:
e Protocol file uploader of the Study-Wide Initial Application in Stream.
e Protocol file uploader in the Clinical Research Registration Form in IRIS.

For more information, please review TOH Sociodemographic Data Collection, Storage and Use Policy

TOH Physician-Level Clinical Quality Data
If your study involves TOH physician-level data (identified or de-identified):

Please visit the Disclosure of Physician-Level Clinical-Quality Data policy on the TOH Policy and Procedure System

(TOHPPS)

Before REB submission:
e Obtain sign-off from the appropriate:
o Division Head, Department Head, or Chief of Staff
e Upload approval to:
o CTO Stream Participating Site Application
o OHSN-REB IRIS Registration Form

Instructions when an external Board of Record grants a waiver of consent:
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Notify the Institutional Representative via email: Amy Larose, Director of Research Ethics at
amlarose@ohri.ca
The Institutional Representative will inform the approver of the Board of Record’s decision of the waiver.

Note, when OHSN-REB is the Board of Record and a waiver is granted, the OHSN-REB Chair or Vice-Chair will
notify the approver.

TOH’s Official Languages Policy pertains to all patient-facing material at TOH and UOHI.

Translation Exemptions
Translation is not required if:

Recruitment will be completed within 3 months of Institutional approval

No patients from TOH or UOHI are involved

The study’s purpose is to create a validated tool in English only (e.g., create and validate an English
survey)

Initial and Amendment Applications — Translation Process

1.
2.

Obtain Board of Record approval for the English documents in Stream.

Immediately following Board of Record approval of the English documents in Stream, all approved
patient-facing English documents must be sent for translation.

o Forinitial applications using the OHRI Coordinated Translation Service all approved English
documents must be uploaded into the “Translation” tab of the study’s Clinical Research
Registration Form (CRRF) in IRIS.

o For amendments using the OHRI Coordinated Translation Service, all approved English documents
must be emailed to REBAdministration@obhri.ca.

Once the translated versions and a certificate of translation are received from an applicable translation
service, obtain Board of Record approval for the translated documents in Stream.
o Forinitial applications using the OHRI Coordinated Translation Service, the translated documents
and certificate of translation will be made available to you via the “Translation” tab of the study’s
CRRF in IRIS. You will be notified via email once the translated documents are available.
o For amendments using the OHRI Coordinated Translation Service, the translated documents and
certificate of translation will be provided to you via email once available.

Immediately following Board of Record approval of the translated documents in Stream, upload the
following documents into the “Translation” tab of the study’s CRRF in IRIS:
o Certificate(s) of translation, which must include a list of the English documents that were
translated, including their version date(s)
o Stream Board of Record approval letter for the translated documents

Timeline for Translation: All translation related steps and submission of relevant documents in the CRRF in IRIS
must be completed within 90 days of receiving the approval for the English version of the documents.

Additional Resources
For more detailed information about the translation process for Stream applications, refer to the OHSN-REB’s

Education Catalogue on IRISGuide.
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As required by TCPS 2, Article 3.13, broad consent must be obtained for the storage of data and/or samples for
future research purposes. If the study protocol includes a plan to store data and/or samples for future research,
and study-wide consent form does not include broad consent elements aligned with TCPS2 (2022), Chapter 3,
Article 3.13, a local Optional Consent Form must be created, following OHSN-REB’s local Optional Consent Form
Template. This template may also be shared with the lead site for consideration.

New Studies
e Must obtain broad consent (per TCPS 2, Article 3.13)
e Ifthe study-wide consent form does not align with TCPS 2, Article 3.13, create an Optional Consent Form
for future use, following OHSN-REB's local Optional Consent Form Template.

Existing Studies

e Storage and future use are planned and
e Recruitment continues past Dec 31, 2026

e Submit an amendment to update the applicable consent form(s)
e Ifthe study-wide consent form does not align with TCPS 2, Article 3.13, create an Optional Consent Form
for future use, following OHSN-REB's local Optional Consent Form Template

Submission responsibility:

e Study-wide applicant & submit study-wide amendment
¢ Otherwise - coordinate with study-wide lead or submit site-specific amendment

For questions about broad consent requirements, please reach out to REBAdministration@obhri.ca.
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Reminder: Institutional Research Administration Requirements

The CTO Streamlined System provides a streamlined approach to research ethics review. Each participating site
must ensure that all necessary institutional authorizations and contracts/agreements are in place prior to
beginning the research.

At The Ottawa Hospital, Institutional Approval (IA) via the Clinical Research Registration Form (CRRF) in IRIS is
required prior to study start. The CRRF must be completed immediately after submission of the Provincial
Initial Application (if TOH/OHRI is leading or coordinating the project), or Centre Initial Application (if
TOH/OHRI is participating in the project only).

CTO Stream Collaborators:

The following collaborators must be given a role on all Provincial Initial Application (PIA) forms and Centre Initial
Application (CIA) forms.

This access is automatically granted when the Centre Initial Application is created. When The Ottawa Hospital
is the Provincial Applicant site. the research team should immediately create the CIA for the Ottawa Hospital
(right after creating the PIA). This will ensure that access is automatically granted as required above,
otherwise the research team will need to manually add these roles to the PIA prior to submission.

Email: amlarose@ohri.ca Email: pphillips@ohri.ca Email: Iquevillon@ohri.ca
Role: Institutional Representative Role: Institution Representative  Role: Institutional Admin

Email: jewagner@toh.ca Email: isalter@ohri.ca Email: lturriff@toh.ca
Role: Institutional Admin Role: Institutional Admin Role: Institutional Admin

Email: stmyers@ohri.ca
Role: Institutional Admin

Primary Institution Representative in application forms
The Primary Institution Representative must be indicated as follows in the applications within CTO
Stream:

Title: Ms.

First Name: Amy

Surname: Larose

Organization:  Ottawa Hospital Research Institute

Address: Civic Campus, 725 Parkdale Ave, Civic Box 675 Loeb

Building City:  Ottawa
Province/State: ON
Postcode/Zip: K1Y

4E9

Telephone: 613-798-5555 ext.
15072 Fax: N/A

Email: amlarose@ohri.ca
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The Secondary Institution Representative field should be left blank.

Absence Coverage — Institutional Representative Signature
Should Ms. Larose be away from the office, the Institutional Representative signature request can be sent to Ms.
Penny Phillips (pphillips@ohri.ca).
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