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Japanese Committee for Clinica
Laboratory Standards (JCCLS)

e Whatis JCCLS?

JCCLS was founded in 1985 for the purpose of standardization
for clinical methodology, procedures, and test values

e Missions

1) Research study on standardization of clinical assays

2) Standardization for clinical methodology, procedures, and test
values

3) Give relevant administrative bodies full access to information
about standardization of clinical assays

4) Organize seminars for medical service workers

o International Activity

1) Active participation in ISO/TC 212
2) Collaborative framework with CLSI, IFCC, APFCB efc.
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JapangsE CoumrTTEE For CLINICAL LABURATORY STANDARDS
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Structure of JCCLS committee on Standardization in

Laboratory Medicine

JCCLS committee on standardization

in Laboratory medicine

Development of
Reference Material/
Recommended method
(Working Group 1)

e Development of
Primary reference
materials.

e Development of
working reference
materials.

e Development of
recommended
methods.

Harmonization of laboratory
Measurements nationwide
(Working Group 2)

e Maintenance of SOP
for clinical laboratory
(Internal-QC).

e Harmonization in
regional medical
institution group.

e Harmonization in
nationwide.

H30 JCCLSI o RIH L
(H30.11.14)

Database project
for diagnoses

(Working Group 3)

e Setup database for

diagnosis.

Standardization of a
guideline and a
diagnostic criteria.

Standardization of
Clinical-Pass and a
medical treatment
criteria.
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Multianalyte Conventional Reference Material (MacRM)

Clinical Chemistry 62(2), 392-406 (2016) by Shinohara, K., Hamasaki, N. et. al.
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Multianalyte Conventional Reference Material (MacRM)
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JCCLS MacRM-001, MacRM-002
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MacRM-002 O it (7 vaa— & mg/dL)
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MacRM-002 O i (Z7va—/v mmol/L)
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MacRM-002 O 4 (HDL-C., mg/dL)
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MacRM-002 D a4 (AST, U/L)
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MacRM-002 D et (ALP, U/L)

EIE RS (A

i)
2N

£

JSCC

JSCCEYE LA [D]

1000

800

600

400

200

1000

800

600

400

200

r =0.9997

y =0.976x + 1.0

200 400 600 800 1000
S BIE D T
r =0.9999
y =1.011x - 0.8
200 400 600 800 1000
b G0 Rl

Hefbxhiiik (B]

T
2N

£

JSCC

* [FCCIERMEALXTIG A

1000

800

600

400

200

1000

800

600

400

200

r =0.9999

y =0.997x - 0.8

200 400 600 800 1000
Xt Gt fufE

r =0.9983

y = 0.336x — 2.0

200 400 600 800 1000
it G i L fE

eIk [C]

¢l
e

£

JSCC

SAR— [A]

* K544

1000

800

600

400

200

1000

800

600

400

200

¢ : Patient sera (n=46)
A : JCCLS CRM-001c
M : MacRM-002

r =0.9997

y =0.999x + 3.3

200

400 600
PSE SFHL P

800

1000

r =0.9887
y =0.958x + 26.1
200 400 600 800

K GED T RAH

1000



| MacRM-002 D, FL |

« TNa—ADIITHIEXR R B L)E CTIEAE LS EA TWVWAIE B T,
J7iE AR E O ERZI1T/2<, BEMLTEE MacRM DI —FH L TuA,

« AFVEREMBOFFEICEDHDHIT—ILR2,
A E TR SAEMENHHHDL-aL AT a— L7 Y Tl
7k - RAIEBNCHIERRENELH DS, ERILIEE MacRM @)im IZUTELL TUWNA,
TR B BRINE Tld, IDICREZ2J71E - RIEEMBRZEDDHY | HLiIZITFH TE R0,

« AST 72 FEERTEH T, BEMILIEE MacRM D LT Pl TuA,
BRI L L TS JSCC AR IE LIS D
[FCC BEYEALXINECR TA 7 IARN) —Th AR TH B,
TR E B ME CTlI. RKIAIAN — B+ AH| EHE L7725,

+ MacRM-002 O SEIZEMLE Il TEY .,
EMIIFEOR A EL THRARBREZDOH|EE O EMEMEZFHMI 52 EIZ L T,

- BiRF R Tl [FCC AL ESCR T A7 I AR — 135l %t R &L TR A3
D FED SR H R TEA R REMENSH 5,

+ 1y h3ARDOFBHAIE T 30I8 B OFHli 23 T&, MEEDRIAEICH HTHD,



[ MacRM-002 NENSHEE DT D/NT =y bR ]

J)va—A(mg/dL) . FiiE#EN)E : JCCRM 521-13 D4

B prag (BRBRAUTV EOT RAT AR YE AR | R D
MacRM-002 ﬁﬁ,ﬂ Z/%ﬁ\@\{ﬁ Z:ﬁﬁz))é *%5}_% ﬁfﬂ%él: t%:‘(ﬁ ﬁ‘ﬁ‘l‘i Z:%Z))é *Ellﬁa}_g %@@%@%
t (k=2) HERHE (%) @ | %)

MacRM-002(1)| 29 | 75.1 i =1.1 |0.17; 0.38 0.50: 0.33 0.73 1.28 | 1.47 i =2.2
MacRM—-002(2) | 29 | 125.3 ¢ =%=1.5 [0.15: 0.00 :0.50 0.33 0.62 1.28 | 1.42
MacRM-002(3)| 29 | 224.1 1 *=3.1 |0.17: 0.29 :0.50; 0.33 0.69 1.28 | 1.45
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[ MacRM-002 =B L OE R

IDFFAIRR (1) |

L ZRE = EEFMOFTFERA
BOH A AL I faoRM=002(1)] MacRM-002(2)] MacRM—-002(3)
CRP (mg/dL) 0.41 +0.05 | 1.42+0.14 | 3.85*+0.34
TIVT I (g/dL) 5.2 + 0.4 4.2 +0.3 3.1 0.2
IgG (mg/dL) | 1414 = 71 1129 =+ 57 836 + 42
IgA (mg/dL) 274 + 20 220 *+ 16 164 + 12
IgM (mg/dL) 107 =9 86 + 7 63+ 6
wEH (g/dL) 8.5+ 0.3 6.8 = 0.3 5.1 = 0.2
T 2T — L (mg/dL) 213 + 7 171 £ 6 127 £ 5
B R (mg/dL) 105 =5 86 + 4 63 + 3
HDL-=iL 27 u—/L  (mg/dL) 68 = 6 54 + 5 41 *+ 4
LDL-2L 2757 ua—/)L  (mg/dL) 127 £ 7 101 £5 75+ 4
AST (U/L) 71 =3 23 + 1 180 =8
ALT (U/L) 66 + 3 19+ 1 157 =7
TIVAVRATZ 7Z—F¥  (U/L) 328 + 17 193 £ 10 476 + 25
LD (U/L) 341 £ 12 190 = 7 494 + 17
77—+ (U/L) 176 = 9 73 + 4 328 + 16




[ MacRM-002 =B L OE R

IDFFAIRR (2) |

L ZRE = EEFMOFTFERA
BOH A (FAL) MacRM—002(1)| MacRM—002(2)| MacRM-002(3)
CK (U/L) 290 =+ 13 1336 471 £ 21
vy —-GT (U/L) 85 + 4 33+ 2 168 = 8
aY T ATFTF5—F (U/L) 388 + 13 308 + 11 231 =8
&k (ug/dL) 130 =8 192 + 12 78 + 5
TR L (mmol/L) | 152.3 £ 20 140.6 £1.9 | 128.2 1.8
HUTT I (mmol/L) | 5.92 +0.13 | 4.20=0.09 | 3.02 = 0.07
Jra— )L (mmol/L) | 114.8 2.9 | 102.9 = 2.5 91.4 = 2.3
FIVI T I (mg/dL) 9.9+ 0.4 8.1 +0.4 6.3 + 0.3
it YN (mg/dL) 70 = 0.3 5.0 = 0.2 3.1 0.2
A B (mg/dL) 2.5+ 0.2 1.6 £0.1 4.0 +0.3
T a— (mg/dL) 75+ 3 125 + 4 224 + 7
PR ER (mg/dL) 8.4+ 0.3 6.0 = 0.2 3.6 +0.2
RBER (mg/dL) 14.7 + 0.7 24.7 + 1.1 39.8 + 1.8
VT F = (mg/dL) 0.79 +0.05 | 2.03*£0.09 | 4.01 =0.18
MEULE (mg/dL) 1.0 = 0.1 2.0+ 0.2 3.4 + 0.3
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