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Abstract

Medical devices used in aquatic animals are managed as a part of veterinary medical devices in Korea.
In order to support the productivity of aquatic animals through an efficient and professional management
of the medical devices, we investigated the current management systems for veterinary medical devices in
major countries around the world, and categorized the items as an independent medical device sector
applicable for aquatic animals. It was found that all major countries surveyed are managing veterinary or
aquatic medical devices without independent regulations from human use items. Only in Japan, however,
aquatic animal medical devices including vaccine syringes are dealt as separate veterinary medical devices.
We evaluated the present utilization and specificity of medical devices in aquatic animals and selected 38
items. Based on the selected items, the major categories for aquatic animal medical devices could be
classified into four wide categories including instruments, supplies, only used for aquatic animal and in
vitro diagnostic medical devices (IVD). With the increasing demand of IVD in terrestrial and aquatic
animals, the IVD of aquatic animals are expected to account for a greater proportion than other categories.
These results may provide important information for the establishment of an independent medical device
management system for aquatic animals.

Key words : Aquatic animal medical devices, Medical device classification, Medical device management, in vitro
diagnostic medical devices
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<Table 1> Classification of human and veterinary medical devices in Korea

Classification Human Veterinary
Medical instruments Veterinary medical instrument
) ) Medical supplies Veterinary medical supplies
Medical devices ; . ; .
Dental materials Medical device only used for animal
Software as a medical device Veterinary reagents for in vitro diagnostics

Devices for sample preparation

Devices for clinical chemistry

Devices for clinical immunology

(Included in IVD reagents
Devices for clinical microbiology for veterinary medical devices)

Devices for molecular diagnostics

In vitro diagnostic Devices for blood transfusion
medical devices (IVD)

Devices for immuno cyto/histo chemistry
IVD software
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<Table 2> Evaluation of necessity of aquatic animal medical devices in Korea

Medical device Necessity Medical device Necessity
Anesthesia apparatus +++ Non-ionization diagnostic device ++
Animal patient transporter +++ Radiographic suppliesor ++
Devices for clinical immunology +++ Radiolgic device ++
Devices for clinical microbiology +++ Suture and ligature ++
Devices for hematology +++ Water sterilizers ++
Devices for molecular diagnostics +++ X-ray generating apparatus, diagnostic ++
Dispenser and mixing instrument +++ Aspirators +
Eye testing instruments +++ Body fluid testing apparatus +
Instruments for ligature and suture +++ Cell and tissue processing apparatus +
IVD reagents for other tests +++ Chamber +
Medical bath system +++ Cryosurgery device +
Operating and treatment table +++ Electrosurgical device +
Syringes +++ Film viewing devices +
Syringes (Automated vaccination system) ++ Kuives, .Smssors, Cur‘e ttes, Clamp, ‘Forceps, +

Saw, Chisel, Raspatories, Mallet, File, Lever

Speculums +++ Laser protective device +
Substance-producing equipment +++ Needle for syringe and puncture +
Devices for pathology ++ Radiation protective device +
Film developer ++ Sterilizing apparatus +
Laser apparatus ++ Visceral function testing instruments +

* (Grade of necessity) +++: Very high, ++: High, +: Moderate
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<Table 3> Classification of aquatic animal medical devices in Korea

Aquatic animal medical instrument

Aquatic animal medical supplies

Anesthesia apparatus

Laser protective device

Radiographic suppliesor

Animal patient transporter

Medical bath system

Suture and ligature

Aspirators

Needle for syringe and puncture

Body fluid testing apparatus

Non-ionization diagnostic device

Medical device only used for aquatic animal

Cell and tissue processing apparatus

Operating and treatment table

Syringes (Automated vaccination system)

Chamber

Radiation protective device

Cryosurgery device

Radiolgic device

IVD for aquatic animal

Dispenser and mixing instrument

Syringes

Devices for clinical microbiology

Electrosurgical device

Speculums

Devices for hematology

Eye testing instruments

Sterilizing apparatus

Devices for clinical immunology

Film developer

Substance-producing equipment

Devices for molecular diagnostics

Film viewing devices

Visceral function testing instruments

Devices for pathology

Instruments for ligature and suture

Water sterilizers

IVD reagents for other tests

Knives, Scissors, Curettes, Clamp, Forceps,
Saw, Chisel, Raspatories, Mhallet, File, Lever

X-ray generating apparatus, diagnostic

Laser apparatus
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