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[Detailed Regulation for The Result Identifying Code]

The [Result Identifying Code] is defined by a number of two figures mentioned
bellow. It should be used as a supplementary code for the individual [Analyte
Code] or others, in order to clarify a meaning in the result-component, irrelevant
to whether the result on a committed test is a single or the plural. The [Result

Identifying Code] should be determined in each [Specific Code] and [General Code]

oh an attribute in the result, and should be applied as follows.

[specifiec 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
-components were given in a committed test and judged as the same attribution
class, the [8pecific Code] regarding to their peculiar subcordinations should
be set up in a range of “01” ~"899" opposing to a single or several restricted
[Analyte Code] or other associated constituent-classification code, if

necessary. “01”~"49" 'becomes same as " General Cord", but does not foree it

to the overlap because it is limited when it is based on an inherent dependency.

Partial or all of each [Specific Code], indicated in an annexed table, 'is

applicable according to the actual report style.

[General code]

In the case that several result-compeonents are included in the same section
of the test result list, the [General Code] should be applied as the [Result
Identifying Code]lin a range of “017~"49" independently with the [Analyte
Code], excepting the special case mentioned in the previcus section. Title
of this result-component should be used as the designation defined in an

annexed table. The content and the application of each [General Code] are

indicated as follows.
1.[Aanalytical result]{(01~07)

(Quantitative value](0l) should be used to exhibit an analytical result
of the sample as a physical or physicochemical attribute, including
“absolute number”, “weight”, “wvolume”, “activity”, “velocity”, “mobility”
and cthers(osmotic pressure, resistance, specific gravity,pH, etc.). The
analytical result falling under this section should be expressed by a unit

as described in an annexed table.

[Fpplication Case]




Every kind of test with gquantification.
(2)composition Raticl{02) should be used to exhibit an analytical result of

the sample as a composition rate in the whole quantified components or

among the components, which were obtained by a same methoed.

[rpplication Case]
A/G ratio, k/lratio of immunoglobulin, lymphocyte subset and others

(3)Time](03) should be used to exhibit an analytical result of the sample

(coagulation factor, etc.}as time.

[Application case]
Every kind of coagulation factors, others.

(4)[Absorbance](04) should be used to exhibit an analytical result of the
sample as its actual absorbance wvalue, not convert to its weight or
and others.

ractivity unit, and includes “0OD walue”, “EIA value”

[Application Case]
Anti-HCV antibody titer, anti-virus antibody titer in each globulin

class, others.

(5)[pilution titer](05) should be used to exhibit an analytical result of the
sample as the fold for diluting the sample, and includes the i

agglutination-based determination for the amount of antigen or the
determination of antibody titer.

[Application Case]
Pathogen, virus antigen/antibedy, éutoantibody, subquantitative test

of biclogical substances, others.




(6) TALERI{E) (06) 1T, HEERIE ORIER R 2 FE O S BAERROFEIC L D EET HHEE Iz
T “WIERTME” EXHEBETTIHEICAVERS,
BEFER=IELN
2 —ME, absorb G HFMEUZ L BHEER - U VAR i
(7) TILEEAE] (0T) 13, #BRYEOREERZ 2 OSBLENZORBE L VAETHHEAIZEY
T, “BERBE EREERRTIBA&CHAVLRS,
DEATEA FI]
2 —ME, absorb G EAEZ L AHEEER - 7 N ABR
2. TRHFR| (1L~15) iz T
(1) THE] (1D 13, #BREORERRE TG OHEEEC LY BE/EEORNFICEST 56
BaobhaboThy, SEEMRELZET.
(3 A 78 B #1]
ARG - A VARE/FEE, BOb, 7UAX—EERE, AERDEERRE
@ TAa7 (1201, FERYEOREEREFORT S ORERIC L v HERFTHHEI
AnbhdboThy, Y2327, Gaffhy 587 %% 5,
[EMEE 7]
T LA —BIHRE, MMERE i
(3) T4345] (13) 4, BITEHOEBITHRY L, HolBBafai: i 5 R RESINCE N TH
B O TRERICRY Avbh s,
[ A 78 B 1]
mgs, RFRT e bRBALTZ 4V, -7 V7) VB, BRER, AFVERE <
FAR, MIEH, bY I oLERR, N-RAFARVLAT IR, 2. 5-~FPrody
(0 T8 (101, #RMEORNELREEORK, Redd 2\ W ITREemnEESIc X0 o8
ToHEGICAVvERA b THY, “MiRAE ZEie, 28, HA BREIZST D “LER b
DT “BEFET O ZoWTE, THHEEHRE) (49) 0TI L v 5F9 D,
GERE B #1]
FiEbR, MR i
(5) TEERE(RZIRER (18) 1, HBRVWEOHER 2 T LI h o BB R EERICE
BB EDREL LTERTAHRSCHVLRE O THY “FEE" , “A27” £%25
e,
D AR B 1]
EHEHIE & B < RATEH 2%
3. DREEEEE] 2D iZ2nT
(D Pz Fa—UEL QD i, R E ORIERROUEEEL 2 28 ERlIcFoRT 5B
WHLNSLDOTHY, MRFRHC BT B FRIEHRE CH D0, BFT5OERD L WIHERIZTH
WELEBOTHELEMDRY,  “cut off " %&,




(3% T R 1]
SRS - RERT, e Eist, HCV HiE it




(6)[Pre-treatment Value}(06) should be used, in the test requiring a comparative
analysis between pre-and post-treatment, to compare an analytical result of
the sample with the “pre-treatment value”.

[Application Case]
2ME, pathogen/anti-virus antibody titer using absorb G or others, others.

(7)[Post-treatment Value]{(07) should be used, in the test requiring a comparative
analysis between pre-and post-treatment, to compare an analytical result of
the sample with the “post-treatment value”.

[rpplication Case]
2-ME, pathogen/anti-virus antibody titer using absorb G or others, others.

2 . [Term for Divisions]{1l~15)

(1)[categorical responsel{11} should be used to divide analytical results of
the sample into positive, negative or others according to a prescribed
basis for judgment, and includes each gqualitative test.

[Replication Case]
Pathogenic and virus antigen/antibodytiter, autcantibody, allergy-related
test, qualitative test of biological substances,others.

(2)[score](12) should be used te classify an analytical result of the saimple
by the randge of prescribed values, and includes “class”, “Gaffky scale”
or others. '

[Application Case]
Allergy-related test, acid-fast bacteria test, others.

(3)[classification]{13) should be used only intest in following list, all of which

are satisfied in the definition described in previous section and are
obligated in a special physical check up established by the [Laber Security
Health Act].
[rpplication Case]
Blood lead, erythrocyte protoporphyrin, daminelevulic acid, hippuric acid,
methylhippuric acid, mandelic acid, total trichloride, trichloroacetic
acid, N-methylformamide, 2, 5-hexane-dione.

(4)[Type](14) should be used to classify an analytical result of the sample
by its feature, staining pattern, immunoclogical antigen or others,and
includes blood groups. Serum groups determined in HLA test and genetic
type should be classified in the [An Attached Report].

[ABpplication Case]
Antinuclear antibody, blood groups, others.




(5)[Standard Deviation index](15) should be used te exhibit an analytical

result of the sémple as the deviation on the statistical distribution
comparing with the standardized control value, and including “deviation
value”, “score” and others.
[fpplication Case]
Whole tests excluding qualitative judgment.
3 . [Basis for Judgment](21)

(L)[centrol value](21) should be used to exhibit the value separately to be
the basis for judgment of an analytical result of the sample,irrelevant
to the kasic wvalue in the contrel sample, the défined constant or the
artificially established wvalue using some variables, and includes the
“cut off wvalue”.

[Application Case]
Every kind of blood coagulaticen factors/fibrinolytic factors, activity

of cellular immunity, anti-HCV antibody, others.
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4. [calculated Value/ Ratio] {26 ~35)

(1)[Total Value Per Unit Interval](26) should be used to exhibit an analytical
result of the sample as a produced amount or an excretion amount per
time unit. However, an analytical result classified intec the
[ouantitative value](l), such as “actiwvity”, should be excluded.
[Application Case]

The quantitative test of specific substances in urine, others.

(2)[FR Converted Value](27) should be used to exhibit an analytical result
of the sample as the wvalue divided by the individual “glomerular
filtration rate (GFR)”.

[Application Case]
Every kind of clearance test, others.

(3)[Creatinine Corrected Value](28) should be used to exhibit an analytical
result of the sample as the value divided by the individual “creatinine
concentration®.

[Application Case]

Urine polyamines, urine albumin, urine GH, others.
(4)[Excretion rate](29) should be used to exhibit an analytical result of the
sample as the reduction rate at the defined time point against the

pre-test value, and includes the “vanishing rate”.

The “sample” in this section means the endogencus and exogenous
substance.
[rpplication Case]

Every kind of a foreign body excretion test, clearance test, others.

{5)[Retention rate](30) should be used to exhibit an analytical result of the
sample as the concentration ratic at the defined time point against the
pre-test value.

[Application Case]
Every kind of a foreign body excretion test, clearance test, others.

(6)[control ratic](31) should be used to exhibit an analytical result of the
sample as the relative index onan analytical resultof the control sample
or on the corrected value, and includes “Stimulation Index(SI)”. The
“sample” in this section means the endogenous substances in principle,

and the test of a specific antibedy or others following the infection

by pathogens should be classified into the [Negative Control Ratio](32)




or the [Positive Control Ratiol(33)in the following sections.
[Application Casel

Every kind of blood coagulation factors/fibrinolytic factors,activity

of cellular immunity, others.

(7)Negative Control ratio](32) should be used to exhibit an analytical result
of the sample as the relative index on an analytical result of the control
sample({exciuding sample) or on the supplemental value, and includes “cut off
value”.

[Application Caseg]
Hepatitis virus antigens/antibodies titer, determination of microbial
nucleotides, others.

(8)[Positive Control ratic](33) should be used to exhibit an analytical result
of the sample as the relative index on an analyvtical result of the control
sample(including excessive amount of sample)or on the corrected value,
and includes “Inhibition rate(Inhibition %)”.

[Application Case]

Anti-hepatitis wvirus antibedy titer, others.
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(9)[Binding ratio](34) should be used to exhibit an analytical result of the
samplas the “binding ratio” or the “adsorking ratio” in the antigen-antikody
reaction, the ligandbinding to the specific receptor or the non-specific
adsorption on affinity chromatography.

[Application case]
Steroid hormene receptors, ahti—acetylcholine receptor antibedy, others.

(L0)Dissociation Constant]{35) should be used to exhibit an analytical result

of the sample as the equilibration constant for the binding/dissociation
state underlying the ligand-acceptor relation(such as bioclogical active
substance-specific receptor,enzyme-substrate, and others).
[Application Case]

Steroid hormone receptors, others.

5 . [others](49)

{1)[Accompanying Report]{(49) should be used in the case that the sample name

and its analytical result are not able to be reported on a standard

format{report) at the same time, due to the non-typical result or other

reasoens.

[Application Case]
HLZA, unexpected antibody, others.

Supplement: For the result identification, Identifying Code(00) should be set

in the case that the sample name is used as the title name in the section

having multi-results.




