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Although Canadian-led investigator-initiated clinical trials (IITs) represent only one component of the larger Canadian pediatric cancer clinical trials landscape, we believe they are a critical element for access to
the best care by children with cancer in Canada — particularly considering recent changes to the US National Institutes of Health's policy on the funding of non-US sites for their participation in US-led academic

consortia trials.

The Problem

Clinical trials are critical to Canada’s health systems as they provide the necessary evidence to
inform medical decisions. They can also be an important lifeline for patients providing access to
promising novel therapies, which is especially important when standard treatment options have
provided limited benefit.

However, access to pediatric cancer clinical trials is limited in Canada. Our national ability to
initiate Canadian-led academic clinical trials is also limited and concentrated at the two largest
centres — the reasoning for this is, ultimately, related to limited institutional support for
investigators, particularly at smaller- and medium-sized sites, in addition to limited institutional
and national expertise/infrastructure to successfully develop and conduct our own clinical trials.
Resultingly, there is a widening gap in the ftrial infrastructure and resources available at these
two large centres with limited support to initiate trials from other sites.

Children in Canada deserve access to Canadian-led investigator-
initiated trials

The Solution

A pediatric cancer-specific Clinical Trials Incubator that provides a range of services and
resources/tools, and facilitates collaboration and mentorship opportunities, to assist in the
development of clinical trial concepts into trial proposals or protocols — especially for
iInvestigators without access to the personnel, resources and expertise to do so.

From Trial Idea — Trial Proposal — Trial Protocol

The Timeline
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Spring 2026 onwards
Development of Centralized IIT Toolkit Resources & Templates

The Toolkit
: e 3
+ P ===
Clinical Trial Case Report Decentralized Data Management
Protocol Forms Trial Guidance Plan
f . I {’4( AN WA
e alll a
— - _ : ent &
Monitoring Project Statistical Analysis Ancillary Trial Statement of Work
Plan Management Plan Plan Documents Template s
v ' | 19, N
y = &
Key Trial
Site Feasibility | Trial Expression Development, Budget Template jiConsent & Assent EDI Guidance
Questionnaire of Interest Approvals & Forms
Template Template Activation Step
Checklist

A centralized, national toolkit — accessible to all investigators at all

Canadian pediatric cancer centres

The Incubator
We are supporting clinical trial concepts in two stages of development:

‘;: Early Concept Stage

I§/| Grant Writing Support

%‘? Industry Engagement

@é Budget Development
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mil_é% Statistical Consultation

Protocol
Q Development Stage

Protocol & Ancillary Document
Development

Regulatory Review

Budget Finalization

Implementation Planning

Where trials enter as ideas and leave ready to launch

The Impact

The Clinical Trials Incubator will:
= Establish a more equitable framework for Canadian-led pediatric cancer IlTs

* Increase national capacity and strengthen investigator expertise to develop and conduct
pediatric cancer IlTs

= Expand trial for children with cancer acr N
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