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Certificate of Traceability

. Abetter A1C test means better diabetes care NEtWOI‘k Laboratory Certiﬁcation
Y N ~fm”ﬁ*ﬂﬂfﬂ}¥k‘$ﬁ£ It

This certifies that Reference Material Institute for Clinical Chemisty
Standards (ReCCS) , using KOS500 HPLC has participated in and

successfully completed NGSP Network Laboratory certification and is traceable to the
Diabetes Control and Complications Trial Reference method. The comparison was
performed with: University of Missouri CPRL

The system evaluated was:

Instrument: Calibrator Lot: Column Lot:

Tosoh HPLC 8020 JDS Lot 4 (JCCRM 411) Tosoh TSK gel HSi NPR Lot S0008

Reagent Lot: Calibrator Assigned Values: Program, Conversion Equation

In-house 4.64%, 5.25%, 6.97%, Gradient elution, NGSP=1.02(JDS)+0.25
9.27%, 11.73%

Date of Certification: October 1, 2011

SN S Gt S AR, S O

NGSP Steering Committee Chair -~ NGSP Network Coordinator CPRL director/ supervisor

{n
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20115-1 05’1 = : #ﬁﬁlz;*%&mg%ﬁmeccsw
IDS{EZZHBDKO500/EFZT. NGSPDCPRL (Central
Primary Reference Laboratory, MissouriX®¥) 7>
i X EAERITEREEE (ASRL : Asian Secondary Reference
Laboratory) DR ZEUS U,

- SEBETERE{ESN/ZEE. NGSPIETHDERIRT
=D, €EC T, ?ﬁHbAlcﬁlﬂﬁ#?eE{biMﬂ‘ﬁ’&HbA1c(EIB?1“
#E)FE/=(ZHDA1C(NGSP)E& AT B,

HbA1c(NGSP)=1.02xHbA1c(JDS)+0.25
(NGSPTCigsE=N/z=x) | |

- —75. NGSP=]JDS+ 0.4z (FIDS{ES5.0% ~
0.9 %DEIEI TREICKDIIE, B(CAERE2~3%ZE=E
IDELTORIEFEHETHRDIID, HEZETE LEEST
TCNFETODIDSEZMEIT D EDAEETH D,
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BAH : IDSTE & NGSPiED#a%H R (Ver.1.1)

IDS(%) | NGSP(%)| NGSP(%)| 3= | JDS(%) | NGSP(%) | NGSP(%) | 3 | JDS(%) | NGSP(%) | NGSP(%) | 3
4.0 43 4330 | 0.3 '
4.1 4.4 4432 | 03 71 7.5 7.492 0.4 10.1 10.6 10.552 05
42 4.5 4534 | 03 7.2 7.6 7.594 0.4 10.2 10.7 10.654 0.5
43 4.6 4636 | 0.3 7.3 7.7 7.696 0.4 10.3 10.8 10.756 0.5
4.4 47 4738 | 0.3 7.4 7.8 7.798 04 10.4 10.9 10.858 0.5
45 4.8 4840 | 03 75 7.9 7.900 0.4 10.5 11.0 10.960 0.5
46 4.9 4942 | 03 7.6 8.0 8.002 0.4 10.6 11.1 11.062 0.5
47 5.0 5044 | 0.3 7.7 8.1 8.104 0.4 10.7 11.2 11.164 0.5
48 5.1 5146 | 0.3 7.8 8.2 8.206 0.4 10.8 11.3 11,266 0.5
4.9 5.2 5.248 0.3 7.9 8.3 8.308 0.4 10.9 11.4 11.368 0.5
5.0 54 5350 | 0.4 8 8.4 8.410 04 | 110 11.5 11.470 0.5
5.1 55 5452 | 0.4 8.1 85 8.512 0.4 11.1 11.6 11.572 0.5
52 5.6 5554 | 0.4 8.2 8.6 8.614 0.4 112 11.7 11.674 0.5
53 57 5656 | 0.4 8.3 8.7 8.716 0.4 113 11.8 11.776 0.5
54 58 5758 | 04 || 8.4 8.8 8.818 0.4 11.4 11.9 11.878 0.5
55 59 580 | 0.4 8.5 8.9 8.920 0.4 11.5 12.0 11.980 0.5
5.6 6.0 5962 | 0.4 8.6 9.0 9.022 0.4 11.6 12.1 12.082 0.5
57 6.1 6064 | 0.4 8.7 9.1 9.124 0.4 11.7 122 12.184 0.5
58 62 6166 | 0.4 8.8 92 9.226 0.4 11.8 12.3 12.286 0.5
5.9 6.3 6268 | 0.4 8.9 9.3 9.328 0.4 11.9 12.4 12.388 05
6.0 6.4 6370 | 0.4 || 9.0 9.4 9.430 0.4 12.0 12.5 12.490 0.5
6.1 6.5 6472 | 0.4 9.1 9.5 9532 0.4 12.1 12.6 12.592 0.5
62 6.6 6574 | 0.4 92 9.6 9 634 0.4 12.2 12.7 12.694 0.5
6.3 6.7 6676 | 0.4 93 9.7 9736 0.4 12.3 12.8 12.796 0.5
6.4 6.8 6778 | 0.4 9.4 98 9.838 0.4 12.4 12.9 12.898 0.5
6.5 6.9 68380 | 0.4 95 9.9 9.940 0.4 12.5 13.0 13.000 0.5
6.6 7.0 6982 | 0.4 9.6 10.0 10.042 0.4 12.6 13.1 13.102 0.5
67 7.1 7.084 | 0.4 9.7 10.1 10.144 0.4 12.7 13.2 13.204 0.5
6.8 7.2 7186 | 0.4 9.8 10.2 10.246 0.4 12.8 12.3 13.306 0.5
6.9 79 7288 | 0.4 9.9 10.3 10.348 0.4 12.9 13.4 13.408 0.5
7.0 7.4 7390 | 0.4 3 T0.450 05 | 13.0 13.5 13.510 0.5

NGSP1EL, NGSP(%)=1.02xJDS(%)+

0.25'C*fﬁ%k%ﬂﬂ:i‘é?rﬁbgd\ﬁ%z{i?&m?%Ei)\l,\ BB E T,
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EEE TR é‘hf:o@%zﬂll lié"CHbA’lC(NGSPﬂE)
"Ct AEINs,

ZERED=OHICIE., BIERMNSHbA1c (NGSP)#E
ﬁ%ﬂﬂ BREMEDIEHR AT L(LIS/HIS)IZT—42%
E2=R&IZ. sTE KX THbA1c (JDSIE)IZ %ELTI"HIE
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D | 5% 597
ERAa—F 302870 302880
15#a—F | 3D0450000019062 3D0450000019204
X1t I 3D045 3D045 _
Rikil 019 | 019 019
B 78 % 062 204
SWME | ANEJFAEVAIC ANESOEVALC - AIC
HEg | 2mGEmBAY) 21 GEMBAY) 2l GEMMAY)
BEE  SyTORBKLEE BREEIOVNIST— | BEAGIOTNTST—
LAL. LPIARZ ST

PIZIELUTDOESLGREMNAIEETH D, GRARE)

@D BHa—FIz&k2HIEE L. HbA1c(JDS) [EEZELE. THbAlcIFRETL. Eﬂ%la“
THbAlclZEALS,

@ #FHBZa—FIL. HbA1lc (NGSP) EICHET BEDEHREL. REEIXIALC]

HBLEHbALc(NGSP)ZHLVS, 14
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*1 BRHEZDEICHWNSHbALC (EBREAE{E) =HbA1c (NGSP) {E

1EH HbAlc (EIFS4RHEE) =HbAlc (NGSP) HbAlc (JDS)
H HE §1 4.6 %~6.2 % 4.3 %~5.8%
A =6.5 % | =6.1 %
avko—)LEEE <6.9 % <6.5 %
HERBRVAEETEEL 6.0 %~6.4 % 5.6 %~6.0 %
FEROERBREDT)RVH 5.6 %~5.9 % 5.2 %~5.5 %
#x2 Mo rOo—)LOEmEZFDEH
=T 4 HbAlc (EIRSAZHE(#E) = HbAlc (NGSP) HbAlc (JDS)
&= 6.2 %EKiH 5.8 %FKiH
B 6.2 %~6.9 %Kik 5.8 %~6.5 %Kik
g LXTH 6.9 %~7.4 $KH 6.5 %~7.0 %Ki
B 7.4 %~8. 4 %k 7.0 %~8.0 %kiH
A~ a] 8.4 %L E 8.0 %Ll E
#3 BHEREZEEBOYIEE
THEA R EFEE 2R EIRFIEE
HbA1c(JDS) >5.2 % >6.1%
HbA1c (ERIZHE(E) >5.6 % >6.5 %

15



| N
I[FCC (mmol/mol) = 10.93 x NGSP (%) - 23.52
(Cas Weykamp et al. Clin Chem 54:240-248, 2p08)

s NGSPIE,E[&

BH % =t NGSPE(%)=1.019 x JDSTE (%) + 0.30 * (Ch ETHREHK=)
NGSP{&(%) =1.02 x JDS{E(%) + 0.25(NGSPTRiE)
B AT LTHONGSPENSIDSE~NDEHRITLLTIZELD

JDSIE(%) = 0.980 x NGSP(%) — 0.245 &75:2h%, JDS{E = NGSPIE - 0.4%
O3 815t 130 R BE 2 2~ 3% D BB P 12 3 Y BB ER RIS 1. PRI BE T %,

* J Diabetes Invest 1:212, 2010
16
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2 DPDSyndrome X

19734 Kemp HG Jr.: Am J Cardiol/ 32: 375, 19173
in an editorial, introduced the term ‘syndrome X’ to
indicatethe uncertain etiology of chest pain _in patients
who had a positive exercise ECG suggestive of myocardial
ischemia but on coronary arteriograms had normal coronary

arteries —  ‘cardiac’ syndrome X

19884 Reaven GM: D/abetes 37: 1595, 1988
in his Banting Lecture, used the same term ‘syndrome
X’ to describe a metabolic syndrome characterized by
glucose intolerance, insulin resistance, dyslipidemia,
hypertension and coronary artery disease.

—  ‘metabolic’ syndrome X

2 Cheng TO: Int J Cardiol 2006
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Multiple Risk Factor Syndrome® %

Sora—L X SEOWER AR EGE  NRIEDE RS
Syndrome X Deadly Quartet fiE =¥

Syndrome of ‘Insulin
Resistance

Reaven GM Kaplan NM DeFronzo RA WRER
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| ~2005FEET

1999 WHO (World Health Organization)
1999 EGIR
(European Group for the study of Insulin Resistance)

' 2001 NCEP-ATPIII

(National Cholesterol Education Program Adult Treatment Panel lil)

[2002 EGIR] |
2003 AACE (American Association of Clinical Endocrlnologlsts)

2004 NCEP-ATPUHI~NMDIZZE
| (2003££0)ADAO)2'EH§B#IH1¥J§1E0)£E€—%('H:#E%) |
2005 AHA/NHLBI |
(American Heart Association/National Heart, Lung, and Blood Instit-ute)
(RTEDNCEP-ATPIIl, WHO, AACED S EAED LM 5.
NCEP-ATPIIDHRZEICE D BE |
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M ETILISVR (2110 mg/dl; 20014)
(=100 mg/dl; 2004 4)
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HEIEE R (IDF, NHLBI. AHA, World Heart Federation. International

Atherosclerosis Society. International Association for the Study of Obesity)

Circulation. 2009;120:1640-1645
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