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ABSTRACT

The Korea Food and Drug Administration published new ‘medical device classification system for more
transparent and internationally harmonized classification system as the medical products types are rapidly
diversified and increased, The aim of this study was to find the way of improving the efficiency of dental
materials classification by comparing classification system of Korea and other countries, For this research, the
classification system of Korea, Europe, Japan, USA and China were collected, The collected data were reviewed
and the difference between classification systems of Korea and other countries were compared, The subdivision
of classification system of dental materials in Korea, USA and Japan are as follows, subsequently; 27 medium
classification and 149 subclassification, 5 medium classification and 132 subclassification, and 9 medium
classification and 279 subclassification according to usage, ingredients and forms of products, Classification
system of dental devices in GMDN(Global Medical Device Nomenclature) is subdivided to 749 subclassification
without distinction of dental devices and materials, and in China, it is subdivided to 15 medium classification
and 59 subclassification according to usage of products, The development of dental materials and import or
export of them may have difficulty due to the difference in classification system between Korea and systems in
each country. In order to overcome this difficulty, the competence of the selection of products that shows
significant difference between Korea and other countries should be reassessed, Also like USA or GMDN of
Europe, where the classification of medical devices are continuously modified, Korea should actively seek a
plan for stable classification systems that can be unified with the other countries, The result of this study may
improve the efficiency of dental materials classification by suggesting solution to such problems which occur in

distribution or development of dental materials,
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01 Active implantable devices

02 Anaesthetic and respiratory devices

03 Dental devices

04 Electro mechanical medical devices

05 Hospital hardware

06 In vitro diagnostic devices

07 Non-active implantable devices

08 Ophthalmic and optical devices

09 Reusable devices

10 Single-use devices

11 Assistive products for persons with disability
12 Diagnostic and therapeutic radiation devices
13 Complementary therapy devices

14 Biologically-derived devices

15 Healthcare facility products and adaptations

16 Laboratory equipment
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Table 2. Classification system of Dental materials in Japan, USA and China
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Table 3. Classification system of medical related devices in the USA

Part number CFR Title 21

Part 809 In vitro diagnostic products for human use
Part 812 Investigational device exemptions

Part 862 Clinical chemistry and clinical toxicology devices
Part 864 Hematology and pathology devices

Part 866 Immunology and microbiology devices

Part 868 Anesthesiology devices

Part 870 Cardiovascular devices

Part 872 Dental devices

Part 874 Ear, Nose, and throat devices

Part 876 Gastroenterology—urology devices

Part 878 General and plastic surgery devices

Part 880 General hospital and personal use devices
Part 882 Neurological devices

Part 884 Obstetrical and gynecological devices

Part 886 Ophthalmic devices

Part 888 Orthopedic devices

Part 890 Physical medicine devices

Part 892 Radiology devices

Part 895 Banned devices

Part 900 Mammography
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Table 4, Comparison of classification system between Korea and other countries
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