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This study aimed to review the post-market surveillance system for medical
devices in the United States so as to inform medical device safety policies in Korea.
New high-risk medical devices marketed in the United States must undergo post-
market surveillance, which can be categorized as either passive or active. Through
the passive monitoring system, stakeholders (patients, health care providers, etc.)
report safety data to the U.S. Food and Drug Administration (FDA). Conversely,
active surveillance can be achieved through two approaches: conducting
prospective clinical studies and establishing a registry that can generate data
on the safety of medical devices. Additionally, the FDA established the National
Evaluation System for Health Technology (NEST) in 2016 to rapidly identify new
safety issues for marketed medical devices and generate real-world data (RWD).
The NEST works by synthesizing data from multiple sources across the medical
device environment, including collaborative clinical registries, electronic health
records, and claims data. Moreover, stakeholders, including the FDA, introduced
the unique device identification (UDI) into the safety monitoring system for
medical devices, which could be used to clearly identify associated adverse events
if fully implemented and integrated into the electronic health records. In 2013, the
CMS (Centers for Medicare & Medicaid Services) and the FDA began discussions
to incorporate the UDI into the Medicare claim form. Reporting of the side effects
associated with medical devices in Korea relies on voluntary reports from medical
device manufacturers and importers, leading to limited information. Moreover,
numerous medical devices have not been assigned a National Health Insurance
electronic data interchange (EDI) code, making it difficult to determine their actual
use. Therefore, monitoring adverse events by linking the UDI to the EDI code is
necessary, especially for tracking purposes.
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