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Legal analysis of international trade in counterfeit medical devices
and patient health

Reza Abedi !
Mobin Abedi 2

Abstract

Counterfeit and substandard medical devices pose a significant threat to patient safety and healthcare
systems worldwide. This study, integrating medical law and international trade law perspectives,
examines the legal frameworks and regulatory policies in Iran and the United Kingdom for combating
counterfeit medical devices. The study finds that weak international coordination, limited monitoring
and tracking, incomplete liability of supply chain actors, and the rise of online trade facilitate the entry
of counterfeit medical devices into the market. Comparative analysis of Iran and the UK demonstrates
that the mere existence of legal frameworks is insufficient and emphasizes the need for precise tracking,
standardization, clear legal accountability, and online trade oversight. This study proposes practical
solutions, including strengthening national laws, enhancing international coordination, implementing
tracking systems, increasing legal accountability, and educating stakeholders, aiming to reduce the
prevalence of counterfeit devices and safeguard patient health.

Keywords

Counterfeit Medical Devices, Medical Law, International Trade, Patient Safety, Monitoring and
Tracking.
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