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The import and export of newly developed dental materials sometimes face difficulties due to the discrepancy in dental materials'
classification system between Korea and other countries, Hence, to resolve this problem and to internationalize industrial development,
improvement of the classification system that harmonized with international standards would be required. The aim of this study was
to prepare a scheme for the global harmonization of the classification system for dental materials which may contribute toward the
internationalization of a management system, The study was carried out by first reviewing and analyzing the currently available regulation
for the dental materials' classification system. Then, the subdivisions of classification system for dental materials in Korea were compared
with the equivalent systems of U.S., Europe, Japan and China. Finally, proposal for modifications of subdivisions in the dental materials
classification was made, where dental devices that were previously approved but not yet been assigned to subdivisions of classifications
(those assigned to broad category) were reviewed, The results of this study would provide valuable information to Ministry of Food
and Drug Safety in Korea in terms of establishing a new globally harmonized classification system. In addition, contents and changes
from this study would be helpful to the developer, importer or exporter of dental devices.
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1) Ol= FDA(Food and Drug Adminstration): CFR21
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Table 1, Code of Federal Regulations 21 Part 872 (Dental devices)

Category Number
A General Provisions 3
B Diagnostic Devices 15
C Reserved 0
D Prosthetic Devices 66
E Surgical Devices 17
F Therapeutic Devices 7
G Miscellaneous Devices 28
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Table 2, GMDN(Global Medical Device Nomenclature) Device categories

Category P-term
1 Active implantable devices 127
2 Anaesthetic and respiratory devices 714
3 Dental devices 762
4 Electro mechanical medical devices 2,626
5 Hospital hardware 493
6 In vitro diagnostic devices 12,887
7 Non-active implantable devices 916
8 Ophthalmic and optical devices 538
9 Reusable devices 2,156
10 Single-use devices 2,615
11 Assistive products for persons with disability 1,571
12 Diagnostic and therapeutic radiation devices 928
13 Complementary therapy devices 122
14 Biologically-derived devices 91
15 Healthcare facility products and adaptations 364
16 Laboratory equipment 381
17 Medical Software 159
Table 3, Classification system of dental materials in Japan
Category Number
1 Dental metal 127
2 Crown material 714
3 Denture base material 762
4 Endodontic filling material 2,626
5 Dental adhesive material 493
6 Dental impression material 12,887
7 Dental wax 916
8 Plaster material 538
9 Dental polishing material 2,156
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Table 4, Classification system of dental materials in China

Category Number
1 Cement and adhesive material 3
2 Material for tooth hard tissue and root canal 5
3 Preventive material 1
4 Impression and occlusal registration material 2
5 Denture material 3
6 Auxiliary material for denture fabrication 4
7 Orthodontic material 1
8 Dental implant material 2
9 Maxillofacial prosthetic material 1
10 Other materials 6
Table 5, Comparative table of domestic and foreign classification system about dental materials
Large
Middle classification Grade Management
classification
- Medical instrument
- Medical supplies - Class 1
pp. . - Class 2 Separation with
Korea - Dental materials Dental materials . ,
. - Class 3 instrument - device
- Reagents for in
. . ' - Class 4
vitro diagnostics
- 03 Integration with
Europe , X X . 9 .
Dental devices instrument - device
- Class 1
- Part872: , Integration with
uUs. . Dental devices - Class 2 ) )
Dental devices instrument - device
- Class 3
- Medical(EE) - Class 1
- Devices(28) Dental materials - Class 2 Separation with
Japan o . .
- Sanitation(7) - Class 3 instrument - device
- Dental materials(p) - Class 4
- Dental surgery
instruments - Class 1 Separation with
China - Dental equipments Dental materials - Class 2 . P ,
. instrument - device
and instruments - Class 3

- Dental materials
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