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Framework

✓Establish Innovative Sandbox 
framework that protects patient 
safety

✓Consultation with medical 
professionals and C17 
Regulatory Office

High-Level Stakeholder 
Engagement

✓Health Canada (Jul 2025)

✓CDA (Jul 2025)

✓Presentation at C17 Council 
AGM

DRAFT Working Pain-
Points and Levers of 

Change, Sep - Nov 2025

✓Identify system “pain-points” in the 
pathway between clinical trials and 
access via provincial formularies 

✓Transmute pain-points into levers-of-
change through innovation

✓Identify levers of change that align 
with current regulatory framework 
and recent advancements; (HC, 
CDA, pCPA); target remaining gaps 
for process changes for testing

✓Draft with working concepts for 
collaborator engagement

Pharma Collaborator 
Engagement, Sep 2025 

– Feb 2026

✓Identify and introductions

✓Secure first interactions

✓Pitch Meetings (Dec 2025)

✓CDAs executed (Jan 2026)

✓Follow-up meetings (Jan/Feb 
2026)

Multi-stakeholder Input 
and Refinement of Pain-

Points and Levers of 
Change

 Multi-stakeholder via online and 
in-person working groups: 
Health Canada, reimbursement 
review agencies (CDA/federal, 
provincial), clinicians, pan-
Canada pediatric oncology  
clinical researchers, patients, 
families and industry

 Understand Canadian 
complexities faced by Pharma 
(regulatory, reimbursement, 
market)

 Identify points of mutual benefit

 Refine and advance levers-of-
change and innovative working 
concepts to “sandbox”

Innovation Sandbox 
Testing

Multi-stakeholder collaboration to 
test and refine 
innovative/synergistic 
approaches to regulatory review, 
evidence generation, and 
reimbursement 

Process Change

Successful Sandbox innovations 
graduate to process changes that 
result in:

urgent and equitable access 
to life-saving treatments, 

ensuring that children and 
teens with aggressive 
cancers can benefit from the 
latest advancements in 
oncology without potentially 
fatal delays
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The OBJECTIVE of the Innovation Sandbox 

Project #1 is to establish a collaborative, 

flexible, and accelerated regulatory and 

access pathway

that expands availability of novel and emerging 

therapies for children and teens with cancer in 

Canada while seeking an improved regulatory 

experience for innovative pharmaceutical companies 

working in the pediatric oncology indications.

GOAL AND PROJECT OBJECTIVES – To Develop an Effective Innovation Sandbox Framework for the Canadian Pediatric Oncology Regulatory and Reimbursement Context 

Innovation | New ideas, methods, or 
devices. The introduction of 

something new. 

Sandbox | A place, area, or 
environment that provides 

opportunities for variation and 
experimentation in a way 

suggestive of children playing in a 
sandbox.

 

A controlled environment 
supervised by a regulatory 

authority within which existing 
regulations are relaxed or 

removed to allow innovators to 
more freely experiment with new 

products and service.

Innovation Sandbox | An 
adaptable risk-based framework 
to provide Canadian access to 

promising, internationally 
approved pediatric oncology 

therapies for children and 
teenagers fighting cancer that has 

not responded to rational 
treatment options. 

RESULTS AND OUTCOMES FOR PROJECT #1 

INNOVATION SANDBOX FRAMEWORK

Real-World Testing and Adaptation:
•Test new ideas in a real-world setting 
focusing on learning and progress.
•Iterative adaptation and refinements
•Insights for future test processes

Safety and Efficacy:
•Limit Sandbox to safe 
and effective drugs
•Completed clinical trial 
data
•Received approval by 
Health Canada or other 
regulatory authorities

Collaboration:
•Patient centric
•Space for testing and 
meaningful 
collaboration between 
stakeholders, both  
internal or external to 
the Sandbox 
environment

Controlled Environment:
•Limited, potentially temporary space for 

regulatory flexibility
•Experimentation and innovation are 

prioritized alongside patient beneficence

COLLABORATOR ENGAGEMENT

OUTCOMES

Clinical Trial Access

No trials open in Canada, 
including closed to enrollment 

SAP/SPS - treatment-delays 
and FTE intensive for off-label 

standard-care drugs

Geographical barriers

Age barriers for  ≤17 years

New Drug Submission 
Preparation and 
Review/Market 

Authorization (NOC)

NDS may not be submitted

Time to prepare NDS can 
vary widely and is outside of 

regulatory oversight

May lag behind other 
submissions to other 
jurisdictions e.g., FDA

Not commercially available in 
Canada despite NOC

CDA Reimbursement 
Recommendation

Time to prepare submission

Time for review and collect 
patient/physician feedback

Negative outcome possible  
despite  HC NOC

May not be submitted

(pCPA) and Provincial 
Price Negotiations

Time for review / negotiation

Public price negotiation 

Inequitable access (i.e., 
different between jurisdictions 

and public/private access)

Public: 7362 days from NOC to access

Private: 2262 days from NOC to access

1: 300-day service target set by Health Canada

2: Not oncology or pediatric specific; IMC May 2025

300-day review1

STUDY METHODS AND PROJECT TIMELINE – Overall Innovation Sandbox Approach for Project #1

PAIN-POINTS

Meetings with high-level stakeholders were favorable

Two pharma collaborators identified on the basis of their 

pipeline and work in Canada to-date; introductions secured

Pitch meetings were very successful; the approach of 

collaboration and not an “ask” landed as refreshing and 

appealing; NDAs have been signed

Both “pitch” meetings were in 

December 2025 with follow-up 

meetings scheduled, including an 

in-person meeting

Innovation Sandbox website 

(QR code)  to house resources 

and event information

Hope in pediatric oncology
 is grown,    

not granted.

Additional Projects

Standardized Legal Template | Innovation through the creation of a 

standard legal template to reduce clinical trial site start-up time through 

streamlined procedures. The ACT legal templates have been adapted and 

are in use for two C17 Council-Sponsored Clinical Trials. 

CRAFT Educational Workshop for Industry | The 3CTN Canadian 

Remote Access Framework for Clinical Trials (CRAFT) assists in 

delivering partially/fully decentralized trials to patients who are remote to 

one of Canada’s 16 peds/onc centers. Despite the awareness and 

success of CRAFT in academic studies, there is an opportunity to expose 

industry to CRAFT, thereby expanding the reach of their innovative 

treatments.  Workshop is targeted for September 2026 as a Childhood 

Cancer Awareness Month event.

Stakeholder consultations are ongoing for future Sandbox Projects.

Project #1—Accelerated Regulatory and Reimbursement Approval

Pain-Points | significant challenges or inefficiencies faced by any stakeholder that hinders 

trial/drug-development progress.

Levers-of-Change | specific, strategic actions used to drive a shift to a desired future state within 

a regulated system.

It is our objective to alleviate some of these pain-points via more streamlined pathways.

https://innovativemedicines.ca/wp-content/uploads/2025/05/6826_IMC_Drug-Cost-Process-Map_update_May2025_v1-1.pdf

