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Abstract: The objective of this study is to identify the selective application targets for reporting on details of supply
of class 1 and 2 medical devices as part of the improvement of the reports on details of supply of medical device
system, and to analyze its effectiveness. Therapeutic materials covered by health insurance and secondhand medical
devices were chosen based on the transparency of health insurance coverage and the management of medical device
distribution. As a result, approximately 85% of groups can be excluded from the reporting requirements compared
to reporting all items under Class 1 and 2 medical devices. This is expected to enhance the efficiency of supply report-
ing tasks. Additionally, the information on supply details managed by the regulatory authority can be utilized for sta-
tistical analysis and periodic monitoring, serving as fundamental data for the development of medical device-related

policies and research in the field of medical devices.
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Fig. 1. The main grades of medical devices sold by medical
device distributors
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Table 1. The number of domestic medical device groups and products by class
Class 1 Class 2 Class 3 Class 4
Group 528 1,098 334 261
Product 403,414 711,763 532,945 163,452
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Table 2. Selected targets (Draft) for reporting on details of the supply of medical devices according to selection criteria

Selection Criteria Selected Targets (Draft) for Reporting on Details of the Supply of Medical Devices

Health Insurance Benefit Transparency Therapeutic Materials Covered by Health Insurance

Medical Equipment
Medical Devices Subject to Tracking Management

Post-market Surveillance of Medical orphan medical device

Devices (Traceability, Recall) newly-developed medical device

Medical Devices with Discontinued Production or Importation Subject to Reporting
Secondhand Medical Devices

Single-use Medical Devices
Sealable Medical Devices
Medical Device Safety Management Medical Devices with High Frequency of Safety Issues Reported through Safety Monitoring
(Hazard) Medical devices used for purposes such as infusing drugs into the human body
Medical sterilizing apparatus

Respiratory apparatus

% 3. 9g7)7] FEeER A8 Ag ShIEH) B8 4, A 5
Table 3. The number of groups and products for selected targets (Draft) for reporting on details of the supply of medical devices

Selected Targets (Draft) for Reporting on Details Class 1 Class 2

of the Supply of Medical Devices Group Product Group Product
Therapeutic Materials Covered by Health Insurance 69 28,553 171 183,409
Medical Equipment 32 1,609 221 11,137
Medical Devices Subject to Tracking and Control 0 0 1 1
orphan medical device 0 0 1 2
newly-developed medical device 0 0 0 0
lg/luegiec';ltlgegei;isr tv;z;tgh Discontinued Production or Importation 5 43 30 293
Secondhand Medical Devices - - - -
Single-Use Medical Devices 70 18,215 178 251,752
Sealable Medical Devices 0 0 9 21,223
i\;[liglilcga}ll ]S)aefxgg}?mﬁioﬂrilgl}gl Frequency of Safety Issues Reported 3 98 9 68,146
Medical devices used for purposes such as infusing drugs into the human body 32 10,266 48 82,318
Medical sterilizing apparatus 0 0 11 641

Respiratory apparatus 8 1,667 11 8,695
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