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The health-tech sector in Canada is growing at an unprecedented pace, driven by
advancements in artificial intelligence (Al), digital health tools, and biotechnology. While
the sector holds immense promise for improving healthcare delivery, it is shackled by
outdated and fragmented regulatory frameworks. This regulatory gap risks patient safety,
stifles innovation, and hinders Canada's global competitiveness.

The Problem at Hand

Canada's health-tech sector lacks cohesive regulation to address critical issues such as
patient safety, equitable access to innovation, and market fairness. Without reforms, risks
like data breaches, monopolization, and suboptimal patient outcomes loom large. The
impact is significant, affecting millions of Canadians and jeopardizing the economic
potential of a $23 billion industry.

A Vision for the Future

Imagine a Canada where health-tech innovations thrive in a secure, equitable, and globally
competitive environment. Patients benefit from cutting-edge, personalized care, while
innovators enjoy a supportive ecosystem to develop transformative technologies.
Achieving this vision requires aligning patient safety with technological progress.

Proposed Solution: A Comprehensive Framework
The key to solving this issue lies in a reference framework that incorporates:

1. Open Data Access: Equal access to anonymized health data for innovators fosters
collaboration and speeds up innovation.

2. Anti-Competitive Behavior Monitoring: Policies to curb monopolies ensure fair
market conditions for startups and SMEs.

3. Local Procurement Prioritization: Supporting Canadian health-tech firms
stimulates domestic innovation and creates jobs.
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4. Long-Term Government Funding: Stable investments provide a foundation for
sustainable growth.

5. Balanced Regulation: Agile, safety-focused policies ensure emerging technologies
are both innovative and safe.

Evidence of Scalability

Global examples demonstrate the feasibility of such reforms. The European Union's
General Data Protection Regulation (GDPR) and the U.S. FDA's Al/ML-based software
guidance illustrate how robust regulation fosters innovation. Stakeholder interviews in
Canada highlight consensus on open data access and balanced policies, underscoring the
adaptability of this framework.

Economic Rationale

Strengthening Canada's health-tech regulations is an investment in the future. A thriving
health-tech sector reduces healthcare costs, improves efficiencies, and drives economic
growth. By modernizing procurement and supporting local innovators, Canada can unlock
billions in economic value while enhancing healthcare delivery.

Policy Pathways

To implement this vision, the following policies are essential:
o Data Governance Laws: Secure frameworks for anonymized health data sharing.
¢ Anti-Monopoly Regulations: Enforcing fair competition to support smaller firms.

e Government Incentives: Grants and tax breaks for domestic health-tech
development.

¢ Procurement Reforms: Prioritizing local solutions in healthcare procurement.



Stakeholders for Success
Achieving this vision requires collaboration across:

¢ Government Agencies: Health Canada, Innovation, Science, and Economic
Development Canada.

e Health-Tech Innovators: Startups, SMEs, and large corporations.
o Healthcare Providers: Hospitals and clinics adopting new technologies.
e Patients: Ensuring their safety and trust in innovations.

The Road Ahead

Fixing Canada’s health-tech regulatory gaps is not just a necessity—it’s an opportunity to
position the nation as a global leader in healthcare innovation. With the right policies and
collaboration, Canada can turn its fragmented health-tech sector into a beacon of
innovation, safety, and economic growth.



