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Performance assessment and improvement plan of the regulatory management system
of veterinary medical devices in Korea
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Abstract : In this study, the Korean veterinary medical devices management system was evaluated relative to systems
in the USA, EU, and Japan. Veterinary medical devices are regulated in Korea based on the Medical Appliance Act
of 1997. This was initially supervised by the Ministry of Agriculture, Food and Rural Affairs and Korea Animal Health
Products Association, and subsequently by the Animal and Plant Quarantine Agency (QIA) in 2000. These devices
were classified approximately 1,400 categories as instruments, supplies, artificial insemination apparatus, and other
categories. Each of these devices was assigned to four regulatory grades by the QIA in 2007. The ranking system
for veterinary medical devices was implemented in 2014 with 820 products from 162 companies registered by that
year. However, in vitro diagnostic devices (IVDDs) for animals were managed as medical devices and biological
medicine. In vitro diagnostic reagents for treating infection diseases are not subjected to either a classification or grading
system. Veterinary medical devices are currently exempt from good manufacturing practices (GMP) and device tracking
requirements. Due to gradual growth of the domestic veterinary medical devices market since 2008, regulation of these
devices should be improved with re-examination of IVDDs and GMP certification for the effective operating system.
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Table 1. Comparison of the national regulatory system for application of risk management to human and veterinary medical

devices

Classification Korea

USA

EU Japan

Class 4 class (I, II, IIT , IV)

3 class (I, I, TIT)

4 class (I, Ila, IIb, IIT) 4 class (1, 11, 111, IV)

. Notification/permission 510 (k) exemption Declaration of conformity ~ Approval unnecessary
uman
medical  Nofication  [ocmica dOCUMEN 510 (1) qubmission  CE Manufacture/import
devices Japproval pany
Safety gnd efficacy Approval before sales  CE Manufacture/import
evaluation company warrant
3 Class (intensive
Class 4 class (I, 11, III, TV) - - management,
Veterinary management, general)
gledlcal Notification (I grade) and 1. Permission
cVICES Notification ~ approval (II~IV grade) by . . O
Japproval Safety and efficacy Labeling requirements ~ — 2. Notification

evaluation

3. No Notification

CE: Communaute Europeenne.
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Table 2. The legal basis and the change of the operating system of the human and veterinary medical device in Korea

Year Event of the regulatory system to human and veterinary medical devices

1953 Management of medical devices by Pharmaceutical Affairs Act

1965 medical appliance for animal

Revision of Pharmaceutical Affairs Act, enactment of Handling Rules of Animal Medicines, efc. and management of

1992 Establishing provisions of special exceptions for animal medicines, efc. by revision of Pharmaceutical Affairs Act
1995~2006 Notification of veterinary medical device from Korea Animal Health Product Association

1999

2000 of Veterinary Medical Devices

Transfer of management of veterinary medicines, efc. from Ministry of Agriculture and Forestry (currently, MAFRA)
to National Veterinary Research and Quarantine Service (currently, QIA)

Enactment of Regulation on Safety and Effectiveness Audit of Veterinary Medicines, efc. and Standard Specifications

2003 Enactment of Medical Devices Act and management of special exceptions for medical devices for animals by article 39
2006 Definition of veterinary medical devices in Handling Rules of Animal Medicines, etc.

2007 Revision of The Provisions Relating to Designation and Range of Animal Quasi-Drugs-Veterinary Medical Device
2011 Enactment of Standard and Procedures about Classification and Designation for Veterinary Medical Devices

2012 Veterinary Medical Devices

Enactment of Regulation on Permit for Veterinary Medical Devices and Regulation of Technical Documents Audit for

2014 Enforcement of medical devices raking system for animal

MAFRA: Ministry of Agriculture, Food and Rural Affairs, QIA: Animal and Plant Quarantine Agency.
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Table 3. Comparison of the functional organization and legal basis for risk management to human and veterinary medical devices

in Korea
o Medical devices ) ) )
Classification Legal basis on veterinary medical devices
Veterinary Human
Policy MAFRA MFDS Medical Appliance Act
Notice management QIA MFDS Handling Rules of animal medicines, efc.

Medical devices sales and rental business

notification, distribution and sales management Local government Local government Medical Appliances Act

Foreign Trade Act Handling Acts of
Medicines and Handling Rules of animal
medicines, efc.

Standard customs prediction report, annual KAHPA KMDIA
import sales record

MFDS: Ministry of Food and Drug Safety, KAHPA: Korea Animal health Products Association, KMDIA: Korea Medical Industry
Association.

Table 4. The scope and grade on risk level of veterinary medical devices in Korea

Grades Risk level Examples of veterinary medical devices*

Hyaline injector, needle, X-ray film cassette, X-ray grid, surgical light system, thermometer,
electrically-powered table, glucose analyser, haematology analyser, flow type clinical chemistry
automated analyzer , scissors, suture instrument only, instruments, body fluids analyser, urine
analyser, forceps, etc.

I No potential risk

Intravascular administration set, blood transfusion set, single-use needle, dental syringe needle, x-
ray system, electrocardiographic analyser, dental unit, fundus camera, ophthalmic refractometer,

I Low potential risk ultrasound imaging system, Radiation interstitial therapy, microwave stimulator, patient animal
monitor, thermography system, electrocardiograph monitor, MRI system, injector, artificial
insemination cathether, etc.

I Severity potential risk Blood collection container, laser apparatus, orthopaedic fixation plate, ezc.

IV Intensive risk Polydioxanone suture, blood collection container, adhesive, etc.

*Veterinary medical devices are classified by about 1,400 categories in Korea. But, in vitro diagnostic veterinary medical reagents do not have
classification and grade systems.
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Table 5. Analysis of veterinary medical devices management system in Korea

Classification Item of regulation

Application of grades

{1, 10, 110, TV) Remark

Establishment registration All
Basics Medical device listing All
Medical device labeling All
Production quality assurance All

Quality control Good manufacturing practices

Not application MFDS implementation on human

requirement medical devices
Premarket notification 1
Premarketing management
Premarket approval IL, 11, IV
Postmarketing surveillance All
Medical device incident report All

Postmarketing management

Device tracking

MFDS implementation on human

Not application medical devices

Table 6. Current situation of permit, temporary closure and
closure of company from veterinary medical devices
in Korea by 2014

Classification Manufacture Import Total
company company

Permit 107 87 194 (100%)

Closure 18 8 26 (13.4%)

Temporary closure 4 2 6 (3.1%)

Current status 85 77 162 (83.5%)

Table 7. Current situation of registration and withdrawal of
product from veterinary medical devices in Korea by

2014

Classification Manpfacture Import Total
item item

Registration 304 596 900 (100%)
Withdrawal 39 41 80 (8.9%)
Current status 265 555 820 (91.1%)
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