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Abstract: With drastic change in the market and technology of medical devices, a comparative analysis is necessary
in advanced systems internationally in order to prepare domestically applicable plans for improvement in classification
and differential grade management for items of medical devices. This research examines and analyzes the differences
of definition and legal systems of medical devices among Korea, United States, EU, Japan and China, and investigates
classification and grading system of each country to identify disadvantages of classification and grading structures
for medical device in Korea. This research suggests ways to supplement the disadvantages of domestic classification
and grading system of medical devices, and elicits differential management plans for medical devices.
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Table 1. Medical device classification in Republic of Korea

Class Risk

1 Few potential risk medical devices

2 Low potential High risk medical devices

3 Medium potential High risk medical devices
4

High risk medical devices
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Table 2. IVD medical device classification in Republic of
Korea
Class Risk
1 Low potential risks about individuals and public
health
9 Medium potential risks about individuals, low
potential risks about public health
3 High potential risks about individuals, medium

potential risks about public health
4 High risk about individuals and public health
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Table 3. Medical device classification in US

Class Risk Level
I Low risk
II Medium risk

111 High risk
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Table 4. Top classification of Medical devices for individual

rules

Subjects

Non invasive devices Rules 1, 2, 3, 4
Rules 5, 6, 7, 8
Rules 9, 10, 11, 12
Rules 13, 14, 15, 16, 17, 18

Invasive devices
Active devices

Special rules

5 FHAYY 9g87)] 55 5
Table 5. Medical device classification in EU

Class Risk Level
I Low Risk
IIa
Medium Risk
IIb
111 High Risk
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Table 6. Medical device classification in Japan

Class JMDN Risk
General The risk to patients in the event of
I medical malfunction is regarded as almost
device negligible.
Controlled The risk to patients in the event of
11 medical malfunction is regarded as
devices relatively low.

The risk to patients in the event of

111 Specially  malfunction is regarded as

controlled  relatively high.
medical
v devices The device is highly invasive with

potentially fatal risk to patients.
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Table 7. Medical device classification in China

Class Risk

Class I Medical Devices are those for which
I safety and effectiveness can be ensured through
routine administration

Class IT Medical Devices are those for which
II  further control is required to ensure their safety
and effectiveness

Class III Medical Devices are those which are
implanted into the human body, or used for life
IIT  support or sustenance, or pose potential risk to
the human body and thus must be strictly
controlled in respect to safety and effectiveness
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Table 9. Medical device category in Republic of Korea
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No. Category
A Medical Instruments
B Medical supplies
C Dental Materials
D  Reagents for In vitro Diagnostics (IVD Reagents)

Table 8. Determination of medical device classification in China

Body-contacting device

Temporary use

Short-term use Long-term use

Status of use Blood

Blood

kin Trauma circulation Skin Trauma Blood Skin Trauma circulation
Patterns of use /Orifice [Tissue / Qrifice /Tissue airculation/  /Qrifice /Tissue /
(openings) Central (openings) Central (openings) Central
1 Liquid transportation yy 1 11 I 1 11 I 10| 11
Blood and other body
2 fluids alternation — — III — — 111 — — II1
device
Non- B .
active 3 Medical dressing I 1I 11 I 1I 11 — 111 111
device 4 Invasive device I I 111 11 11 111 - - -
5 Reusaot{le _surgical I I 11 _ _ _ _ _ B
evice
6 Implantable device — — — — — — 111 111 II1
Contraceptive and
family planning device  p; I I i I I 11 I I
(excluding reusable
surgical device)
8 Other I I 111 11 11 111 II 111 III

non-active devices
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Table 10. Medical device category in US

No. Category

1 Anesthesiology

2 Cardiovascular

3 Chemistry

4 Dental

5 Ear, Nose, and Throat

6 Gastroenterology and Urology

7 General and Plastic Surgery

8 General Hospital

9 Hematology

10  Immunology

11  Microbiology

12  Neurology

13 Obstetrical and Gynecological
14  Ophthalmic

15  Orthopedic

16  Pathology

17  Physical Medicine

18 Radiology

19  Toxicology

1. FHAT 92717 dhitw
Table 11. Medical device category in EU

No. Category

1 Active implantable devices

2 Anaesthetic and respiratory devices

3 Dental devices

4 Electro mechanical medical devices

5 Hospital hardware

6 In vitro diagnostic devices

7 Non-active implantable devices

8 Ophthalmic and optical devices

9 Reusable devices

10  Single use devices

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

14  Biological-derived devices

15  Healthcare facility products and adaptations
16  Laboratory equipment
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Table 12. Medical device category in Japan

No. Category

1 Image diagnostic system

X-Ray related apparatus for diagnostic imaging
and tool

Biological phenomenon measurement/monitoring
system

4  Medical specimen inspection apparatus
5 Treatment apparatus
6 Equipment for facility

Biological function assistance and agency
equipment

8  Therapeutic or surgical instrument

9 Dental instrument

10  Dental material

11  Steel appliance

12 Ophthalmic article and related product
13  Sanitary material and sanitary article

14  Home use medical equipment
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Table 13. Medical device category in China

Category

Basic surgical operation instruments / Microsurgical
operation instruments / Neurological surgical devices /
Ophthalmic surgical devices / ENT surgical instrument /
Stomatological surgical operation instruments / Thoracic
and cardiovascular surgical instruments / Abdominal
surgical operation instruments / Urology anorectal
surgical operation instruments / Orthopedic surgery
(Orthopedic) surgical instruments / Obstetrical and
gynecological surgical operation instruments / Family
planning operation instruemnts / Puncture injection
equipment / Burn & Plastic surgical operation
instruments / General examination equipment / Medical
electronic equipment / Medical optical equipment,
instruments and endoscopic equipment / Medical
ultrasound equipment and related equipment / Medical
laser equipment / High-frequency medical equipment /
Physiotherapy and rehabilitation equipment / Traditional
chinese medical equipment / Magnetic resonance
equipment for medical / Medical X-ray equipment /
Module and subsidiary Equipments for medical X-ray /
High-energy rays equipment for medical / Medical
Radionuclide equipment / Protective equipment and
fixtures for medical radiation / In vitro diagnostic
reagents, clinical examination and analysis instrument /
Medical assay device and basic equipment /
Extracorporeal circulation and blood processing
equipment / Implant materials and artificial organs /
Equipment and appliance used in operating rooms,
emergency rooms, clinics room utensils / Equipment and
appliance for department of stomatology / Equipment and
appliance for ward nursing / Equipment and appliance for
disinfection and sterilization / Medical cold therapy, low
temperature, cold storage equipment and appliance /
Dental material / Medical hygienic materials and
dressings / Medical suture materials and adhesives /
Medical polymer materials and products / Software /
Interventional appliances
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