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[Detail ed Regul ation for The Result Identifying Code]

The [Resul t | denti fyi ng Code]i s defi nedbyanunber of twofi guresnentioned
bel | ow. It shoul d be used as a suppl enent ary code for t hei ndi vi dual [Anal yte
Code] or others, in order to clarify a neaning in the result-conponent,
irrelevant to whether the result on a conmitted test is a single or the
plural. The [Result I denti fyi ng Code] shoul d be determ nedineach [Specific
Code] and [General Code]Jonanattributeintheresult, and shoul d be applied
as foll ows.

[Speci fi ¢ Code]

The [Result Identifying Code] should be applied primarily by use of the
[General Code] described in the next section. However, in the case that
several result-conponents were giveninaconittedtest and judged as the
sane attribution class, the [Specific Code] regarding to their peculiar
subcordi nati ons shoul d be set up in a range of “51” “99” opposing to a
single or several restricted [Analyte Code] or other associated
factor-cl assificationcode, if necessary. Partial or all of each [Specific
Code], i ndicatedin an annexed table, i s applicabl e accordingtothe actual
report style.

[General Code]

Inthecasethat several result-conponentsareincludedinthesanesection
of thetest result list, the [General Code] shoul d be applied as the [Result
I dentifying Code] in arange of “01” “49” independently with the [Anal yte
Code], excepting the special case nentioned inthe previous section. Title
of this result-conponent should be used as the designation defined in an
annexed tabl e. The content and the application of each [General Code] are
i ndi cated as foll ows.

1 [Analytical result](01 07)

(D[QuantitativeVal ue](01) shoul d be usedtoexhi bit ananal ytical result
of the sanpl e as a physical or physicochenical attribute, including
“absol ute nunber”, “weight”, “volume”, “activity”, “velocity”,
“mobi lity” and ot hers(osnoti c pressure, resi stance, specificgravity,
pH, etc.). The analytical result falling under this section should
be expressed by a unit as described in an annexed table.

[Appl i cation Case]
Every kind of test with quantification.

(2)[Conposi tion Rati 0](02) shoul d be used t o exhi bit an anal ytical result
of the sanpl e as a conpositionrateinthe whol e quantified conponents
or anong the conmponents, which were obtained by a sane nethod.
[Appl i cation Case]

Al Gratio, k/'l ratioof i mmunogl obulin, | ynphocyt e subset and ot hers.

(3)[Ti me](03) should be used to exhibit an analytical result of the
sanpl e(coagul ation factor, etc.) as tine.

[Appl i cation Case]
Every kind of coagul ation factors, others.

(4)[Absor bance](04) shoul d be used to exhibit an anal ytical result of
the sanple as its actual absorbance val ue, not convert to its weight
or activity unit, and includes “OD value”, “ElA val ue” and ot hers.
[Appl i cation Case]
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Anti -HCV anti body titer, anti-virus antibody titer in each globulin
cl ass, others.

(5)[Dilution titer](05) should be used to exhibit an anal ytical result
of the sanple as the fold for diluting the sanple, and includes the
aggl utinati on-based determination for the amount of antigen or the
determ nation of antibody titer.

[Appl i cation Case]
Pat hogen, virus antigen/antibody, autoantibody, subquantitative
test of biological substances, others.
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(6)[Pre-treatnment Val ue](06) should be used, in the test requiring a
conparative anal ysis between pre- and post-treatnent, to conpare an
analytical result of the sanple with the “pre-treatnent value”.
[Appl i cation Case]

2-ME, pathogen/anti-virus antibody titer using absorb Gor others,
ot hers.

(7)[Post -treat nent Val ue](07) should be used, in the test requiring a
conparative anal ysis between pre- and post-treatnent, to conpare an
analytical result of the sanple with the “post-treatnent val ue”.
[Appl i cation Case]

2-ME, pat hogen/ anti-virus antibody titer using absorb Gor others,
ot hers.
2 [Termfor Divisions](11 15)

(D)[Cat egori cal response](11) shoul d beusedtodivideanal ytical results
of thesanpl ei ntopositive, negativeor othersaccordi ngtoaprescribed
basis for judgnment, and includes each qualitative test.

[Appl i cation Case]

Pat hogenic and virus antigen/antibody titer, autoantibody,
allergy-related test, qualitative test of biological substances,
ot hers.

(2)[Score](12) should be used to classify an anal ytical result of the
sanpl e by t he range of prescri bed val ues, andi ncl udes “cl ass”, “Gaf f ky
scal e” or others.

[Appl i cation Case]
Allergy-related test, acid-fast bacteria test, others.

(3)[d assification](13) should be used only intest infollowing list,
all of which are satisfied in the definition described in previous
section and are obligated in a speci al physical check up established
by the [Labor Security Health Act].

[Appl i cation Case]

Bl ood |ead, erythrocyte protoporphyrin, d-am nolevulic acid,
hi ppuric acid, nethyl-hippuric acid, nmandelic acid, total
trichloride, trichloroacetic aci d, N-nmet hyl f or mam de,
2, 5-hexane-di one.

(M)[Type](14) shoul dbeusedtocl assifyananal ytical result of thesanple
by its feature, staining pattern, imrunol ogical antigen or others,
and i ncl udes bl ood groups. Serum groups deternmined in HLA test and
genetic type should be classified in the [An Attached Report].
[Appl i cation Case]

Anti nucl ear anti body, blood groups, others.

(5)[St andar d Devi ati oni ndex](15) shoul d be used t o exhi bit an anal yti cal
result of the sanpl e as the deviationonthe statistical distribution
conparingw t ht hestandardi zedcontrol val ue, andi ncl udi ng“devi ati on
val ue”, “score” and others.

[Appl i cation Case]
Whol e tests excluding qualitative judgnent.
3 [Basis for Judgnent](21)

(D[Control Val ue](21) shoul d be used to exhibit the value separately
to be the basis for judgnent of an analytical result of the sanple,
irrelevant tothebasi cval uei nthecontrol sanpl e, t hedefi nedconst ant
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or the artificially established value using sonme variables, and
i ncludes the “cut off value”.
[Appl i cation Case]
Every kind of blood coagulation factors/fibrinolytic factors,
activity of cellular inmmunity, anti-HCV antibody, others.
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4. [Cal cul ated Value/ Ratio] (26 35)

(D[Total Value Per Unit Interval ](26) should be used to exhibit an
anal ytical result of the sanple as a produced anpbunt or an excretion
anmount per time unit. However, an analytical result classifiedinto
the [Quantitative Val ue](1), such as “activity”, shoul d be excl uded.
[Appl i cation Case]

The quantitative test of specific substances in urine, others.

(2)[GFRConvert ed Val ue](27) shoul d be usedt o exhi bit ananal yti cal result
of the sanple as the value divided by the individual “glonerular
filtration rate (GFR)".

[Appl i cation Case]
Every kind of clearance test, others.

(3)[Creatini neCorrectedVal ue](28) shoul dbeusedt oexhi bit ananal yti cal
result of the sanpl e as the val ue di vi ded by t he i ndi vi dual “creatini ne
concentration”.

[Appl i cation Case]
Uri ne pol yam nes, urine albunmin, urine GH others.

(4)[Excretion rate](29) should be used to exhibit an anal ytical result
of the sanple as the reductionrate at the defined tinme point agai nst
the pre-test value, and includes the “vanishing rate”.

The “sanmple” in this section nmeans the endogenous and exogenous
subst ance.
[Appl i cation Case]
Every ki nd of aforeignbody excretiontest, cl earancetest, others.

(5)[Retention rate](30) should be used to exhibit an anal ytical result
of the sanple as the concentration ratio at the defined tine point
agai nst the pre-test val ue.

[Appl i cation Case]
Every ki nd of aforeignbody excretiontest, cl earancetest, others.

(6)[Control ratio](31l) should be used to exhibit an analytical result
of the sanple as the relative index on an analytical result of the
control sanple or on the corrected val ue, and i ncl udes “Stinmul ati on

I ndex(Sl)”. The“sanpl e” i nthi ssecti onmeanst heendogenous subst ances
inprinciple, and the test of a specific antibody or others foll ow ng
the infection by pathogens should be classified into the [Negative
Control Rati0](32) or the [Positive Control Rati 0](33)inthefollow ng
sections.
[Appl i cation Case]
Every kind of blood coagulation factors/fibrinolytic factors,
activity of cellular inmunity, others.

(7)[Negative Control ratio0](32) shoul d be used to exhibit an anal yti cal
result of the sanple as the relative index on an anal ytical result
of the control sanpl e(excl udi ng sanpl €) or on t he suppl erent al val ue,
and includes “cut off value”.

[Appl i cation Case]
Hepatitis virus antigens/antibodies titer, deternination of
m crobi al nucl eoti des, others.

(8)[Positive Control ratio](33) shoul d be used to exhibit an anal yti cal
result of the sanple as the relative index on an anal ytical result
of the control sanpl e(i ncl udi ng excessi ve amount of sanpl e) or on the
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corrected val ue, and includes “Inhibition rate(lnhibition %)”.
[Appl i cation Case]
Anti -hepatitis virus antibody titer, others.
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(9)[Bi nding ratio](34) should be used to exhibit an analytical result
of the sanple as the “binding ratio” or the “adsorbing ratio” in the
antigen-anti body reaction, theligand-bi ndingtothespecificreceptor
or the non-specific adsorption on affinity chronatography.

[Appl i cation Case]
Steroi d hornmone receptors, anti-acetylcholine receptor antibody,
ot hers.

(10)[Di ssoci ati on Const ant ]J(35) shoul d be used to exhibit an anal yti cal
result of the sanple as the equilibration constant for the
bi ndi ng/ di ssoci ati on state under | yi ng t he | i gand-accept or
rel ati on(such as biological active substance-specific receptor,
enzynme-substrate, and ot hers).

[Appl i cation Case]
Steroid hornone receptors, others.
5 [O hers](49)

(D) [Acconpanyi ng Report](49) shoul d be used i n the case that the sanple
name andits anal ytical result arenot abletobereportedonastandard
format (report) at thesanetine, duetothe non-typical result or other
reasons.

[Appl i cation Case]
HLA, unexpected antibody, others.

Suppl enent: For theresult identification, Identifying Code(00) shoul d be

set inthe casethat thesanplenaneisusedasthetitlenameinthe section
having nulti-results.
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