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This research paper aims to elucidate strategies for strengthening the medical device supply
chain. To this end, it examines policies and research trends that emerged in response to the
vulnerabilities revealed by the COVID-19 pandemic.

Four strategic pillars essential for enhancing resilience were identified through this study:
information infrastructure and transparency; procurement and contracting under emergency
assumptions; design of stockpiling and production systems and international cooperation and
strengthening of the social foundation.

Japan has been progressively developing an institutional foundation for information collection.
Since 2020, the United States has established reporting systems to capture data on the production,
stockpiling status, and quality of medical devices and personal protective equipment (PPE). These
systems enable visualization of supply risks and facilitate the implementation of timely
countermeasures.

Japan has developed reporting and disclosure frameworks based on the Pharmaceuticals and
Medical Devices Act, the Medical Care Act, and the Infectious Diseases Control Law, with growing
participation from medical institutions and academic societies. The government is also promoting
integrated databases for pharmaceuticals and medical devices.

While the United States focuses on critical devices designated by the FDA, Japan’s reporting
obligation covers all devices under the PMD Act. This broad scope enhances governance, but it
requires complementary mechanisms to swiftly identify priority items during emergencies.

The system for collecting medical device supply chain data is less mature than the system for
pharmaceuticals due to the diversity of materials and components. Therefore, flexible schemes
tailored to product categories and risk profiles are necessary.

Although Japan already has a broad legal and reporting framework, further refinement is needed
in three areas: identifying target devices, collecting commercial data related to supply stability, and
enhancing data utilization. Strengthening these areas will enable a supply system that functions
seamlessly and effectively in normal and emergency conditions.

Going forward, continued policy dialogue based on these four perspectives is vital to fostering
collaboration among the government, industry, and healthcare providers in order to create an
integrated, patient-centered supply stability system. The medical device industry should be
recognized as essential social infrastructure for public safety and national security, not merely as
a cost factor. Building sustainable institutional frameworks to maintain resilience will be key to
ensuring a stable supply, which can be achieved through shared principles and collective effort
across society.
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