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Disparities in Compliance with FSMA Section 204 and the Imperative of
Sustainable Regulatory Design

Tadashi Mizutani

Expert Consultant, Nomura Research Institute

Abstract : As food safety and supply chain transparency emerge as pressing global issues, the United States
has introduced mandatory traceability recordkeeping requirements for high-risk foods under Section 204 of
the Food Safety Modernization Act (FSMA). In anticipation of these regulations, major retail corporations are
demanding that their suppliers implement measures that exceed the statutory requirements, while small and
medium-sized enterprises (SMEs), by contrast, have welcomed the postponement of the rule's enforcement. This
divergence underscores a significant disparity in regulatory compliance capacity based on firm size, raising
concerns that uniform regulatory application may inadvertently marginalize smaller businesses. This paper
explores the design of equitable and sustainable regulatory frameworks that not only enhance food safety but
also facilitate the continued participation of diverse stakeholders, particularly through the strategic integration
of digital technologies.
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