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Abstract: Well-established standards and specifications for medical devices not only provide clarity and consistency
in licensing processes but also secure device safety and effectiveness. This study reviewed regulatory standards and
specifications for veterinary medical devices in Korea based on data obtained through analyses of those medical devices.
General standards for electromechanical, electromagnetic, and biological safety and individual standards for 76 electric
and 70 general medical device products have been established by the Korean Ministry of Food and Drug Safety.
However, the first standards and specifications for veterinary medical devices were established in March 2000 for two
products (disposable needle and syringe). Similar to the large number of standards for medical devices, there have
been general standards for safety and individual standards for 72 veterinary medical devices (27 electric medical devices,
12 non-electric medical devices, 10 medical supplies, and 23 other types) established since 2014. These new standards
considered, among other aspects, the devices’ applications, usage characteristics, and industrial environment. To date,
the establishment of standards and specifications for veterinary medical devices remains limited. This study suggests
that improvements should be made to the regulation of general and individual standards associated with various
veterinary medical instruments, supplies, and in vitro diagnostic medical reagents.
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Table 1. Main evaluation technology of international certification system and standards for medical devices of Ministry of Food

and Drug Safety (MFDS)

Standards for medical devices (MFDS)

Main evaluation technology (International certification system)

The Common Standards and Specifications for biological safety of

medical devices, ISO 10993

The Common Standards and Specifications for electromechanical
safety of medical devices, IEC 60601

The Common Standards and Specifications for electromagnetic
safety of medical devices, IEC 60601

Chemical and biological test
(GLP, ISO/IEC17025)

Electrical test, Mechanical test
(IECEE CB Scheme*, ISO/IEC17025)

Electrical test
(IECEE CB Scheme, ISO/IEC17025)

*The international system for mutual acceptance of test reports and certificates dealing with the safety of electrical and electronic components,
equipment and products, operated by the IEC System of Conformity Assessment Schemes for Electrotechical Equipment and Components
(IECEE). GLP, Good Laboratory Practice; ISO, International Organization for Standardization; IEC, International Electrotechnical

Commission.
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Table 2. Comparison of standards for each item of medical devices of MFDS and veterinary medical devices in Japan

Standards and specifications for each items

Medical devices

(MFDS) Veterinary medical devices (Japan)
Non sterilized needle Disposable needle Continuous needle Plastic surgical suture
1. Scope of application 1. Definitions 1. Definitions 1. Definitions
2. Inside and outside 2. Quality and method of examination 2. Type 2. Type
3. Measurement 2-1. Inside and outside 3. Quality and method of examination 3. Quality and method of examination
4. Elasticity 2-2. Measurement 3-1. Appearance and structure 3-1. Coloring
5. Bending strength 2-3. Elasticity 3-2. Measurement 3-2. Measurement
6. Blanking 2-4. Bending strength 3-3. Gradation 3-3. Drawn strength
7. Standards for 2-5. Drawn strength 3-4. Secret 3-4. The pulling strength of a
biological safety 2-6. Eluted materials /extract test 3-5. Alkali elution surgical suture with a needle
8. Matters to be indicated 2-7. Sterility test 3-6. Contact the end of the barrel ~ 3-5. Capillarity
3. Packaging 3-7. Thermal shock 3-6. Migration coloring
4. Display 3-8. Strength of pressure 3-7. Sterility test
4. Packaging
5. Display

Table 3. The change of standards and specifications for veterinary medical devices in Korea
Regulation Date Content of regulation
Enactment 2000. 03. 25 Standards and specifications of disposable needle and syringe
First revision 2014. 11. 10 Common standards for the electromechanical, electromagnetic and biological safety
Second revision 2015. 04. 09 Individual standards and specifications for 72 items of veterinary instruments and supplies

Table 4. Comparison of standards of the electromechanical safety for human and veterinary medical devices

Medical Devices

Classification Remark
Human Veterinary
Scope of application Medical devices used electricity Veterinary medical devices used Reflection of application subject,
and purpose electricity using characteristics and industrial
Normative reference  IEC 60601-1 IEC 60601-1 environment as veterinary medical
(The newest edition, Edition 3.0) (Edition 2.0) devices
Selection of test items  Reflection of risk assessment  Suggestion of common items and Acceptance of qualification
establishment of additional items methods and diversity of standards
Test methods and The common standard and Selection of validity beside matters to aS veterinary medical devices
standards specifications for be indicated and secure reliability test
electromechanical safety of methods and standards

medical devices (MFDS)
MEDS, Ministry of Food and Drug Safety (Republic of Korea).
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Table 5. A comparison for general standards of the biological safety in human and veterinary medical devices

Medical devices
Category - Remark
Human Veterinary

Scope of application Medical devices contacts the ~ Medical devices contacts of the animal Application target
and purpose human

General principles  Suggestion of systematic Suggestion of evaluation principle apply Reflection of characteristic using as
for application of  evaluation principles of the to using characteristics, variety of veterinary medical devices
valuation medical devices applicable to  veterinary species (life expectancy etc.)
human efc.
Classification of  Classification according to Classification according to characteristics The same as human
medical devices characteristics of contact and  of contact and contact period
contact period
Selection of test Selection according to Selection according to human risk and  Reflection of characteristic using as
items characteristics of contacts the  veterinary contact characteristics and veterinary medical devices
human and contact period period
Test methods and  The common standard and Establishment of test methods and Acceptance of qualification methods
standards specifications for standards secure reliability through and diversity of standards as
electromechanical safety of international standards or papers index veterinary medical devices

medical devices (MFDS)
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Table 6. The revision on individual standards for disposable needle and syringe as veterinary medical devices

Standards and specifications for veterinary medical devices

Remark
Current Revision

1. Scope of application 1. Scope of application -

2. Materials 2-2. General details (material)

3. Sterilization 2-4. General details (sterilization) The change of general details

4. Inside and outside structure 2-1. General details (Inside and outside structure)

5. Test 3-1. Test specifications (efficiency test) The change of test standards

6. Measurement 2-3. General details (measurement) The change of general details

7. Gradation 3-1. Test specifications (efficiency test)

8. Secret 3-1. Test specifications (efficiency test)

9. Eluted materials / extract test 3-2. Test specifications (eluted materials/extract test) .

. . P L The change of test items to test

10. Biological test 3-3. Test specifications (test of the biological safety) specifications

11. Sterility test 3-4. Test specifications (sterility test) P

12. Ethylene oxide gas residue test 3-5. Test specifications (ethylene oxide gas

residue test)

13. Using condition 1. Scope of application Integration of scope of application

14. Packaging 2-5. General details (packaging) Integration of general details

15. Matters to be indicated 4. Matters to be indicated -

16. Etc. 4. Matters to be indicated Integration of matters to be indicated

Table 7. List of item on individual standards for veterinary medical devices

Classification Number of List of item

1tem

Veterinary medical instrument 42 Pulse oximeter, ECG monitor, Patient monitor, DNA amplifier, Electrosurgical system,
Veterinary care for animals under surgery and emergency, Percutaneous catheter,
Intravascular catheter, Infusion-drainage catheter, General-purpose balloon catheter, Catheter
guidewire, Infusion pump, Blood collecting needle, Metal injector, Medical specula,
Thermometer (capillary mercury thermometer), Electronic thermometer, Spray syringe,
Anesthesia Machine, Glass syringe, Continuous syringe, Universal ultrasound imaging
device, MRI, Whole body CT, Diagnostic x-ray equipment, Electronic sensors (reader)
Sterilized needles, Non sterilized needle, Disposable puncture needle, Reusability
puncture needle, Reusable endoscopic trocar, Disposable endoscopic trocar, Electronic
sensors (implantable chip, needle for injection), External indicator animal, Disposable
needle, Disposable syringe, Non sterilized injection syringe, Non-absorbable surgical
suture, Blood transfusion set, Sap set, Blood storage container

Veterinary medical supplies 6 Orthopaedic fixation plat, Metal orthopaedic fixation plate, Orthopaedic bone nail,
Orthopaedic cement, Non-sterile silk suture, Plastic surgical suture

Medical devices only used for 24 Ovum outfit, Semen collection container, Semen collection container tank, Semen

animal collection applier, A semen strow container, Semen battle, Semen container, Semen
infusion thin membrane, Semen infusion (semen infusion through a strow), Semen
infusion (semen infusion through aspiration by rote), Semen infusion container, Semen
infusion catheter, Disposable semen infusion catheter, Artificial vagina container, A
fertilized egg strow container, Balloon catheter for fertilized egg collection, Balloon
catheter for Disposable fertilized egg collection, Fertilized egg infusion thin membrane,
Fertilized egg infusion, Fertilized egg infusion catheter, Disposable fertilized egg
infusion catheter, Reflux filtration filter, Artificial fertilization kits, Apparatus for
animal medical care

Total 72

ECQG electrocardiography; MRI, magnetic resonance imaging; CT, computed tomography.
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Table 8. Comparison of individual standards for instruments and supplies as veterinary medical devices

Individual standards and specifications

Category

Veterinary medical instruments

Veterinary medical supplies

1. Scope of application 1.1 Item name

1.1 Item name

1.2 Purpose (industrial and companion animals) 1.2 Purpose (industrial and companion animals) &

& veterinary species

2.1 Terms and definitions
2.2 General requirements

2. General details

3. Test specifications 3.1 Efficiency test

3.2 Test of the electomechanical safety
3.3 Test of the electromagnetic safety

4. Matters to be indicated 4. Matters to be indicated

veterinary species

2.1 Inside and outside structure (appearance)
2.2 Material

2.3 Measurement

2.4 Sterilization

2.5 Packaging

3.1 Efficiency test

3.2 Eluted materials/extract test

3.3 Test of the biological safety

3.4 Sterility test

4. Matters to be indicated

75 ARESHE TEE 71TAIR SN, AH TR
7], BEHAAR], FRAASERRA], A75E7], FEsER
SAE7], AH7HEE, 84 U FEIHEHE, FUuAsRE
7HEE], HE-SA7HEE, 7HEE A, ook FUHE=, A
3, FEFAVI, 58 74, AA(FERAEA A, A
ARRA A, FARIFAN ], 71227, fElFAP], A4S
AP, HEES TR, A e kel EG A,
A2 g sl S A A0 HG R, AN 2 HGG=], A
A1 71@E7]) ol tigh 7IE4e] vl Utk [5].
o] TEE VIR T 718 AR &= 2
w3, vE3, 438 AR, AT FERAF, AARTE
SUAIEFEA, A3 eI TR, AR (014
A, FUEAA), TEAEA], I38 FAK, 438 F
APL, HIEHTAR, BIEA S AL A AE, 78 AE,
A Ae7] 53 FHTEH, FHEFIAA, 5 W 23
g, ZANE, v]E AAEAL EEEE AL 5 5 E
& 883 digt 7140l A=A

olflo| = FEo] W2 2 Ay AXE 3 SEEHE
W, AAAFHE7], AAANFHE dE, FAANFH7)H,
AagrETd A, A AGJAFQlgutal, HAFQ)
TNEERSA AAFY7), BAFW7GFJAFHA B9
D), BAFYH, HAFY7IEE, U358 FAFAEE, <
A, THDE2EZH, R FEFATEE, 43§
A3 827 E, FEETAe, R,
FEA7IHE, A58 FABFUTHEE, SFdoizdy,
AL 71T AE, A9 5 FEXEE 7 tigt
H7]EA o] mlEso] et
SEAAEA] 5 TEHEIET]7N Ugt MNE7 =t
TAGE 2 AFUYE-S Table 8olA9} 7o) 2L ENT
FEY, B34 9 &%), I uleE 2 72, A8,
I, G, X, AFFARBTAE, 55 AY, AELH
A, F1A1E), 71AAE 9 7ERARY T2 FAdste] A
& S 574 2 AR@ET) AdAel =] Q)

X ol

N

=L 9 o )y o

ARGA2ALG YA 5 ARAEA e QG 9)5717]9)
542 Teiste] UMARR(Eolsh Hel, AnaTA A
BRAGFAR, 271 /P13 BN, A2 bl B
Al oir FE AEAA] THLL L ARRE
o ApEe o] AEs1ETFA] AHGIT,

~
=2
>0

8% 588 o=/ JIETH WY W
A5 FEE olwlvlel NEFAlE 720 F5) g )
W71l AgHe] 9w, olsle] FH Aol AAE o
719 AErlEe Agehes Ansel dold [3] 517t
9 FAwele] QoiA] o8 ole 714 zARgel ek
3, e@rl7)e] B4 ARE Bel)Eel 2F wae) ¢
=3 Jom, ol AgThy @ B4
o TR FEE o)@sl7loA 4sHE TPl At (8,

Tejsle] BPFAPGEIANE ARG I=A)71sh A

i
-
5

<{

i
o
o
~
X
=

o)
A

ol wheh geldk 28 S8r171e] 71E 3% A4S F
2 3 Ao 548 Rtgste] Adstel 882 284
AE 758 Zavt Ak o5 sk 20159l oj=2Aok
AAel A} o] FF B AE7IEFA 0l FERIT [5]. ©]
g3 4 AL s=8 8717 FEdEe HAed 7]
oA F & Zlez e, =3, 48 558 554
2 AA@ES)E A4S AR 8] 81719 JlEAt
A vhd B 71 AAle] BestkE =8 98717] N
gAY AEE fe o 3lS JloE A7t 59,
=8 27719 FE a7Ee] BoHE @ ARl
s=dde] T84 ST # A A8 T Sl
gk AdAA FA7E ANe T o517l thE 14 W
she =8, ¥ dvgee] A% s=8 &3] Y
37 71998 & S Zlos Addn

FH2 S FEHdIME REEE Baate] o] F
7hete] FEe] AEst 3 tigs AgE glon, 4
de=olde 45 2 2 A5s 5 e A
FEE F8l FEALAB8INIE Esto] AlgollA] ALE-H]



=8 A8/ 71etAel tiek aF

77

Table 9. Improvement plan of regulation on standards and specifications for veterinary medical devices

Standards and specifications

Catego Remark
goty Current Revision
Standards of the electromechanical safety 1IEC 60601-1 IEC 60601-1 Harmony with medical devices
(Edition 2.0)  (The newest edition,
Edition 3.0)
Individual standards Veterinary medical 42 Ttem Addition of new items  ex) Dental machine for dental unit,
and specifications instrument blood glucose monitoring systems
for non-clinic etc.
Veterinary medical 6 Item Addition of new items  ex) External, intraocular lens, topical

supplies

Reagents for in vitro
diagnostics of veterinary

No regulation

General and individual
Standards and

hemostasis etc.

ex) In vitro diagnostics reagents for
infectious and non-infectious

use specifications diseases

Medical devices only 24 Item Addition of new items  ex) U-healthcare wearable devices efc.

used for animal
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