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A Draft Proposal for Korean Classification and Coding System for In Vitro Diagnostic

Medical Devices
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Background: The Global harmonization task force (GHTF) recommends a separate regulation system for in vitro diagnostic medical devices (IVDD),
because false test results can pose a risk to individual and/or public health. However, in Korea, many reagents for IVDD are not monitored, although
IVD analyzers and some reagents are monitored under the Medical Device Act and Pharmaceutical Affairs Act, respectively. Our aim was to propose

a draft for a Korean coding and classification system for IVDD.

Methods: For preparing the draft, we reviewed the Korean Current Procedural Terminology for Health Insurance and principles of the coding and
classification system for IVDD of the GHTF, the USA, Japan, Canada, Australia, and the EU. The draft was reviewed by consultants from relevant
societies, such as Korean Medical Association, Korean Society for Laboratory Medicine, The Korea Association of Medical Technologists, and Korea
Association for Diagnostic Laboratory Reagents, and was then publicly discussed at a conference.

Results: IVDD were classified into 4 classes on the basis of the risks they pose to individual (IR) and public health (PR): class 1 (low IR and low
PR), class 2 (moderate IR and low PR), class 3 (high IR and/or moderate PR), and class 4 (high IR and high PR). IVD analyzers, reagents and other
general laboratory equipments were categorized and coded using the letter D and 7 (2 + 3 + 2) digits.

Conclusions: This draft for the Korean IVDD classification and coding system could be used for effective management and regulation of IVDD in

Korea.
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Table 1. In vitro diagnostic medical devices (IVDD) classification system in developed countries

Country GHTF USA Japan Australia EU Canada
Coding system None Medical specialty Medical specialty None None None
Classification system VD medical device IVD reagent VD IVD VD
(medical device*)
Number of Class 4 3 3(1*/4) 4 4 4
Principle of level of risk posed to individual - Intended use, indication Level of risk level of risk posed to individual  Level of risk Level of risk

classification and public health and level of risk

Applied rules 7 rules and examples Lists

Rules and lists

and public health

7 rules and examples Rules and lists 9 rules and examples

*Japan has a separate system for classifying reagents and medical devices for IVDD, and all IVD medical devices are classified into Class I.
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Table 2. Proposal for the Korean IVDD categorization and coding system

Category 1 Category 2 Category 1 Category 2
Code Name Code Name Code Name Code Name
D10 Laboratory equipment and 100 Spectrophotometer 540 Reagents for immunochemistry tests:
instruments congenital disease and hereditary
metabolic disease
110 Safety cabinets 550 Reagents for immunochemistry tests:
autoimmunity and allergy
120 Thermostats for medical use 560 Reagents for immunochemistry tests: HLA
typing/Ab detection
130 Microscopes 570 Reagents for immunochemistry tests: other
140 Equipment for sample preparation D48 Tests for flow cytometry 100 Flow cytometry
150 Sterilizers for medical use 500 Reagents for flow cytometry
160 Centrifuges for medical use D50 Tests for clinical microbiology 100 Analyzer for identification/susceptibility
tests of microorganisms
D20 Tests for hematological 100 Analyzer for blood cell counting 110  Analyzer for blood culture
examination and staining
110  Analyzer for coagulation 120 Analyzer for TB culture
120 Analyzer for ESR 130 Autostainer for microorganisms
130 Analyzer for platelet function tests 500 Reagents for clinical microbiology
500 Reagents for blood cell counting D60 Tests for transfusion medicine 100 Analyzer for immunohematology
and staining
510 Reagents for bleeding and 500 Reagents for immunohematology tests:
coagulation tests tests for transfusion medicine
D30 Tests for urine examination 100 Analyzer for urinalysis 510 Reagents for immunohematology tests:
other tests (PNH, etc))
110  Analyzer for urine sediments D70 Tests for molecular genetics 100 Analyzer for hybrid capture
500 Reagents for urinalysis 110  Analyzer for nucleic acid amplification
510 Reagents for urine sediment tests 120 Analyzer for probe amplification
D35 Tests for stool examination 100 Analyzer for occult blood in stool 130 Microarray fluorescence scanner
500 Reagents for occult blood in stool 140 Analyzer for real-time PCR
D40 Tests for immunochemistry 100 Analyzer for immunochemistry 150 Sequencer
200 Analyzer for immunoassay 160 Analyzer for karyotyping
300 Analyzer for clinical chemistry 500 Reagents for molecular genetics: genetics,
oncogenes, pharmacogenetics, etc.
310 Analyzer for ABGA 510 Reagents for molecular genetics: individual
identification, HLA, and genetic typing
320 Analyzer for electrophoresis 520 Reagents for molecular genetics: other tests
330 Chromatography D80 Tests for infectious disease 500 Reagents for infectious disease tests
(reagents used in analyzers for
immunoassay, molecular genetics, and
clinical microbiology)
340 Mass spectrometry D90 Tests for anatomic pathology 100 Analyzer for anatomic pathology tests
350 Osmometry 500 Reagents for anatomic pathology tests
360 Instruments for self-monitoring of D95 Tests for 100 Analyzer for immunochromatographic
glucose immunochromatography assay
500 Reagents for routine chemistry and 500 Reagents for immunochromatographic
electrolyte tests assay
510 Reagents for self-monitoring of D99 Other tests 100 Analyzer for other tests
glucose
520 Reagents for immunochemistry 500 Reagents for other tests

tests: cardiac marker, drug
monitoring, and toxicology, etc.
530 Reagents forimmunochemistry tests:
tumor marker and endocrine system

Abbreviations: ESR, erythrocyte sedimentation rate; ABGA, arterial blood gas analysis; HLA, human leukocyte antigen; PNH, paroxysmal nocturnal hemoglobinuria; PCR, poly-

merase chain reaction.
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Table 3. Proposal for the definition of individual and public health risks

Table 4. Proposal for the Korean IVDD classification principles

Risk Grade Definition*

Individual Low No or few
Moderate Afew
High Severe

Public health Low No or few
Moderate A few
High Severe

*Impact of false-positive or false-negative test results.
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Risk - -
Class —— Classification principles
R PR

1 L L Reagents or other articles, which have specific characteristics,
as intended by the manufacturer, to make them suitable for
in vitro diagnostic procedures

1) Specimen receptacles or instruments to be used for VDD
2) Staining reagents for cells, tissues, and microorganisms

3) Microbiological media, kits for culture and identification of
microorganisms

4) Assay specific reagents
2 M L IVDD not covered in classes 1, 3, and 4

1) Tests for routine hematology and some tests for bleeding
and thrombosis

2) Routine urinalysis and stool analysis

3) Some tests for routine chemistry or immunochemistry

4) Tests for lipid panel and nutrition

5) Tests for toxicology, drug abuse, and heavy metal poisoning
6) Tests for endocrine system and hormones

7) Tests for autoimmunity and allergy

8) Column agglutination tests apart from transfusion medicine
9) Tests for infectious diseases with a low risk to public health
10) Self-testing kits as an auxiliary tests

1) Tests for blood groups other than ABO and Rh systems

2) Tests which are critical for diagnosis, management, staging,
and treatment

Some tests for bleeding and thrombosis
Self-testing for glucose monitoring

Tests for cardiac markers, therapeutic drug monitoring and
pharmacogenetics, congenital disease, inherited metabolic
disease and genetic disorders, tumor markers, and oncogenes

3) Tests for the following conditions

- Follow up and management of infectious diseases that have
life-threatening potential and a high risk of propagation
(HBV, HCV, HIV, and HTLV)

- Diseases that can cause fatality or severe disability in fetuses

- Donor screening tests for detection of infectious agents
other than HBV, HCV, HIV, and HTLV

- Detection of sexually transmitted disease
- Detection of antimicrobial resistant microorganisms
- Detection of infectious agents in cerebrospinal fluid or blood

- Legally designated infectious diseases other than those
caused by high-risk microorganisms

- Infectious disease with a moderate risk to public health
1) Typing reagents for ABO and Rh blood systems

2) Tests for screening, diagnosis, and confirmation of
infectious diseases (HBV, HCV, HIV, and HTLV) that have
life-threatening potential and a high risk of propagation in
the affected patients or donors of blood, tissues, or organs

3) Detection of legally designated high-risk microorganisms

Abbreviations: IR, individual risk; PR, public health risk; L, low; M, moderate; H, high.
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