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Abstract: This study focuses on analyzing medical device standards and regulatory requirements in the medical
device industry, based on the Medical Device Act in Korea. The objective of this analysis is to determine whether
the domestic standards for medical devices in Korea align with international and regional standards. Furthermore, it
aims to identify the current application of domestic standards in ensuring the safety and essential performance of med-
ical devices. The analysis revealed that out of a total of 281 domestic standards, 127 standards reference international
standards. In terms of the application of domestic standards to specific items, there were 473 types of instruments/
machines, 30 types of medical supplies, and 45 types of dental materials. However, the level of compliance with inter-
national standards among the domestic medical device standards was only 21%. Upon detailed analysis, general and
collateral standards accounted for 24%, while particular standards accounted for 19%. This indicates a significant devi-
ation from the latest international standards. On the other hand, the level of compliance with international stan-
dards was analyzed to be 60% for particular standards and 72% for general and collateral standards in
Korean industrial standards (KS). Considering these results, the disparities between domestic standards
and international standards underscore the need for discussions on domestic medical device regulation and
standardization. In conclusion, this study emphasizes the significance of maintaining up-to-date medical
device standards and ensuring their alignment with international standards to ensure the safety and qual-
ity of medical devices. The findings highlight the necessity for further efforts to strengthen the domestic
standardization system in order to promote the development of safe and high-quality medical devices.

Keywords: Domestic standards, Medical device standards, Korean industrial standards, International
standard, Regulatory requirements
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Table 1. Reference standards for general (collateral) and particular standards for medical devices in Korea

Partial Citation

Regulations IEC/ISO ASTM/JIS
IEC/ISO KS ete.
Electrical/Mechanical Safety of Medical Devices: General
standard Specifications 7
9
Electromagnetic Safety of Medical Devices: Collateral
Standard Specifications 2
2
Biological Safety of Medical Devices: General Standard
Specifications 17
17
Standard Specifications: Particular Standard
Specifications 101 7 15 925
253
SUM 281 127 7 15 25
% 2. 9Jg7)7] EFAY ABY 2R
Table 2. Classification of medical device standards by product
Classification SUM Attached Tablel Attached Table2 Attached Table3
(A) Medical Instruments 197 79 118
(B) Medical supplies 16 8 8
(C) Dental Materials 38 30 8
(I) Devices for Sample Preparation 1 1
(J) Devices for Clinical Chemistry 1 1
SUM 38 81 134
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Table 3. Application of Medical Device Standards to Products and Citation of Particular Standards

Classification Standards MEE Non-MEE
(A) Medical Instruments 473 353 120
(B) Medical supplies 30 30
(C) Dental Materials 45 45
(I) Devices for Sample Preparation 1 1
(J) Devices for Clinical Chemistry 2 1 1
SUM 551 355 196
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Table 4. Current Status of Application of Standards for Medical Devices by Item

Classification Standards Ttems %
(A) Medical Instruments 473 1,710 27.7
(B) Medical supplies 30 256 11.7
(C) Dental Materials 45 151 29.8
(E) Software as a Medical Device 0 90 0.0
(I) Devices for Sample Preparation 15
(J) Devices for Clinical Chemistry 2 920 2
(K) Devices for Clinical Immunology 41
(L) Devices for Blood Transfusion 17
(M) Devices for Clinical Microbiology 13
(N) Devices for Molecular Diagnostics 28
(0O) Devices for Immuno Cyto/Histo Chemistry 14
(P) IVD Software 11
SUM 551 2,436 22.6

207



208

=) ol 7]7]

3 4 u Aol e AT - 289 Ao

E 5. 927]7] 39 A7) WA 7 T

Table 5. Differentiation of electrical/electronic standards by medical device Class

SUM Attached Tablel Attached Table2 Attached Table3
Grade Standards
MEE Non-MEE MEE MEE Non-MEE MEE Non-MEE

Class 1 149 38 111 0 8 2 30 109
Class 2 299 240 59 38 240 21
Class 3 81 60 21 19 60 2
Class 4 22 17 5 2 17

SUM 551 355 196 60 325 28 30 109
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Table 6. Current level of currentization and overlapping status of domestic medical device standards and Korean industrial

standards with international standards

Standards International Stapdarfi Update Korean Industrial Update Redundant
Standard Specification Level Standard Level Standard
General & Collateral Standard 25 26 24% 25 72% 26
Particular Standard 101 92 19% 81 56% 108
SUM 126 118 21% 106 60% 134
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