A better AIC test means better dabetes care
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PRLs:
CRPL: SX1JKZ, USA
EPRL: Queen Beatrix
Hospital,The Netherlands
APRL: ReCCS, Japan

Fresh Blood N  Fresh

SRLs:
SRL#9 & 11: X1 K2,
USA
SRL#10:Minnesota Univ.
ESRL#10 & 15: Queen
Beatrix Hospital, The
Netherlands
ESRL#11, 13 & 16: Isala,
The Netherlands
ASRL #1:ReCCS, Japan
ASRL #2:Shanghai
Fudan University, China
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Primary Reference Laboratories (PRLs)

Primary Reference Laboratories (PRLs)

CPRL APRL

Shawn Connolly Eri Shimizu

Dept. of Pathology & Anatomical Sciences Reference Material Institute for Clinical
Diabetes Diagnostic Laboratory, Rm M748 Chemistry Standards (ReCCS)

University of Missouri School of Medicine KSP R&D A205 3-2-1 Sakato Takatsu

é:{osp:)i!al E\)Arb —— Kawasaki, Kanagawa 213-0012 Japan
ho‘;”;_ '5?{’3_882_ e phone: 81-44-850-3140
pARTIe: FAX: 81-44-850-3141

FAX: 573-884-4748

: ; . email:eri-shimizu@reccs.net
email: Connolly S@health.missouri.edu e

Web site: http:/iwww.reccs.or.jp

EPRL

Cas W. Weykamp, Ph.D., Carla Siebelder,
BSc.

Department of Clinical Chemistry

Queen Beatrix Hospital

Beatrixpark 1

7101 BN Winterswijk

The Netherlands

phone: 31-54-3544444

FAX: 31-54-3524265

email: C.W.Weykamp@skbwinterswijk.nl,
C.Siebelder@skbwinterswijk.nl

@NGs?, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)



Secondary Reference Laboratories (SRLs)

Secondary Reference Laboratories (SRLs)

SRL#3, 9 and 11— boronate affinity HPLC

SRL#10- ion-exchange HPLC

& ion-exchange HPLC

Randie Little, PhD, Curt Rohlfing BS

Dept. of Pathology & Anatomical Sciences
Diabetes Diagnostic Laboratory, Rm M767
University of Missouri School of Medicine
1 Hospital Dr.

Columbia, MO 65212

phone: 573-882-1257/573-884-2385

FAX: 6573-884-4748

email: LittleR@health.missouri.edu,
RohlfingC@health.missouri.edu

Jennifer Peters, BS, MT ASCP / Maren
Nowicki, BS, MT ASCP

Advanced Research and Diagnostic
Laboratory University of Minnesota
1200 Washington Ave South Suite 175
Minneapolis, MN 55415

phone: 612-273-3305,612-625-4395
FAX: 612-273-3489

email: pete0438@umn.edu,
nowic025@umn.edu

E-SRL#10 and 15 — ion-exchange HPLC

E-SRL#11, 13 and 16 — boronate affinity

& capillary electrophoresis

Cas W. Weykamp, Ph.D., Carla Siebelder,
BSc.

Department of Clinical Chemistry

Queen Beatrix Hospital

Beatrixpark 1

7101 BN Winterswijk

The Netherlands

phone: 31-54-3544444

FAX: 31-54-3524265

email: C.W.Weykamp@skbwinterswijk.nl,
C.Siebelder@skbwinterswijk.nl

HPLC, immunoassay & enzymatic assay
Dr. Ir. Robbert Slingerland, Ph.D., Erna
Lenters Ph.D.

Isala

Department of Clinical Chemistry
Vliinder 1, kamer: V1.2.627

Dr. van Heesweg 2

8025 AB ZWOLLE

The Netherlands

phone: 31-38- 4242476

FAX: 31-38-4242676

email: r.j.slingerland@isala.nl,
w.b.lenters@isala.nl

ASRL#1 — ion-exchange HPLC
Hirohito Umemoto, Ph.,D., Violeta Raneva
Ph.D.

Reference Material Institute for Clinical
Chemistry Standards (ReCCS)

KSP R&D A205, 3-2-1 Sakato Takatsu
Kawasaki, Kanagawa 213-0012 Japan
phone: 81-44-850-3140

FAX. 81-44-850-3141
email:h-umemoto@reccs.net,
v-raneva@reccs.net

Web site: hitp://www.reccs.or.jp

ASRL#2 - ion-exchange HPLC

Dr. Pan Baishen, Shao Wengi
Department of Laboratory Medicine,
Zhongshan Hospital, Fudan University
180 FenglLin Rd

Shanghai 200032, P.R. China

Phone: 862164041990*2126

FAX: 862164041990*3545

e-mail: shao.wenqi@zs-hospital.sh.cn

@NGs?, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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Network methods:

 CPRL, EPRL, APRL: Primary Reference Method, HPLC using Bio-Rex 70 resin
SRL9: Tosoh HPLC G8 (ion-exchange) using in-house WB calibrators

SRL10: Tosoh HPLC G8 (ion-exchange) using in-house calibrator value assignment
SRL11: Trinity Premier Hb9210 HPLC (affinity) using in-house WB calibrators,
replaces SRL3.

ESRL10: Menarini HA8180V (ion-exchange) using in-house WB calibrators
ESRL11: Trinity Premier Hb9210 HPLC (affinity) using in-house WB calibrators
ESRL13: Roche Tina quant / Cobas ¢513 using in-house WB calibrators

ESRL15: Sebia Capillarys 3 Octa (replaces ESRL12)

ESRL16: Abbott Alinity Enzymatic using in-house WB calibrators (replaces ESRL 14)
ASRL1: KO 500 on Tosoh 8020 using in-house calibrators

ASRL2: Variant Il Turbo 2.0 using in-house calibrator value assignment

@NGS?, NGSP ASRIL#1
Reference Material Institute for Clinical Chemistry Standards 9
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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NGSP SRLs 12/2020
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@NG2, NGSP ASRIL#1
Reference Material Institute for Clinical Chemistry Standards

Reference Laboratory, ReCCS (ISO 15195, ISO 17025) 10
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LTQCs: All SRLs 2010-2018

Overall mean Mean=5.1%
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. *Randie Little: Minutes of the NGSP Steering Committee, July 29, 2018
@SSP, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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NGSP Web Site >About the NGSP>Protocol>Certification

C. Manufacturer Certification

1. Standardization of Methods Prior to Certification of Traceability:

The process by which a method is standardized to the Reference will depend on the
specific method and is determined by the manufacturer,

e.g. standardization may be accomplished by (Dre-assignment of calibrator values or by

@conversion equation since the method may or may not include calibration by the end
user.

SRR R EEEAEOREIFTOEEEE V) IL—2EDREDLLLL
QIEXTIToTLVS,

@NGS?, NGSP ASRIL#1
Reference Material Institute for Clinical Chemistry Standards 12
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)



NGSP &R 5L BRIl e
BRIEIZDOLNT -2 QINGSP,

NGSP Web Site >About the NGSP>Protocol>Certification

C. Manufacturer Certification
Manufacturers may request assistance from any network laboratory to

R ERXBELYSRLIZUTOXIEDEFEHTIEE:
1)help determine the best approach to standardization,
SRLIZZREBDKRIEFEDRET S;
2)recom[nend or to evaluate different calibratgr mater_ials, )
o )TL—AHBOHELLIIF ) IL—2EHH DT MEEET S ;
3)assign preliminary values to calibrators with the understanding that an
adjustment in the values may have to be made based on results of fresh
sample comparisons, and/ or
HEEBFXVYIIL D FREZRET S, EFH (£m) AIEERELEICLIE
DEREE. £ LI
4)perform analyses of fresh samples to provide the manufacturer with data
on the new method's values compared to reference values in order to
provide a basis for calibrator value assignments.
REEEXVYIIL—HEREDERICET S0, ZXH(£M) DS HEITL. L
T7LVRREEFHAVIREOBIEZLLE T 5,
@G, NGSP ASRI#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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betrer means better dusbetes care

F iR IEEABR

F B IE S ER (XINGSPERELE T R4 IE S ERELF JICTCM 430 (10 LRNJL)ZANT,
EHT D,

OMBABEILFIHERIEZNELET S,

OASRLHL &Y F R ERRERAHIAR, HEXBXHEZTITONENREL.
NGSP RIS ERZ 1T,

OASRLHLKY PR ERARIIHEXEEDOFETIH2ERAEL LLI2H2E
Bt 4E)AIETITOTLS,

P, AIEERETIR. 2BHE2E (SF4E) AIEZHET 5,

@NG2, NGSP ASRIL#1
Reference Material Institute for Clinical Chemistry Standards

Reference Laboratory, ReCCS (ISO 15195, ISO 17025) 14
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ASRLHI [Z KD F IR IEGER — 2

[FimREGABRODER ]

HEZEDXTY)IL—2(202% L EDNATALRBHBIEE . SRR
ERICERITHEITEHLWNE, hybATRAUM6.5%ZBEXZEHOT
BRETELEWCELGEDERM L, FIEBIEFERT0.2%HbALcD /\ A
TFANRONT-5E. BEETVYIIL—3DMIEEZERHTH_LE
HoTLV%S, (ASRL#1)

[P R ERBRERICKAREIZEELT]
COFIHRBRERREZITT, KELGNATARERON-HZE. EED
BRENSKHELLS, ZDIEE. A —F—IZRIEL-EZ&EMT S,

@NGS?, NGSP ASRIL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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NGSP Home Page http://www.ngsp.org/news.asp

Updated 11/11/2019

ReCCS Home Page http://www.reccs.or.jp/ngsp/

% ) 20144 - 20184F
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NGSPEERAEF &

EFETS TR

_ $3,500%*
40 i ASRL#1(Z&k5PT SIS 3504k
SRSk — .0 . NETCOREIZ & H4E 4[El* $5.000%k
bl ASRL#1[=&BPT 3B 0$1,000%kx
SRSk — - $3,500%
LT 40 i ASRL#1[ZK&5PT SEAI$350k%k
* EZRYTEEFREMHEICEEND,
* * NGSPERSEHHE. USKILTROLNTULVET,

ASRLHIDIZE . BRELH DAL —MI@EE6r A FDTTSET S,
* % ok JB/N D one application/method 21U

@NGs?, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO"17025) 18
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SAEEERBREAAH(40 R {K)--- 1 vk 40 12EH B1K

Q40 BIADRAERFA K EZ VL EEL5BRBIZA T T, 1BIT DBIET S,
Bl Z (X1 B8 Kk, 5515 HB T40RAEZAIET B,

ONGSP NETCORE & ASRL#1 [CHIERBREZIEHT B,

—aRHZZAVVEAREERHEOAERRIX. RFRHZERAIET S,

QNGS?, NGSP ASRL#1

Reference Material Institute for Clinical Chemistry Standards

Reference Laboratory, ReCCS (ISO 15195, ISO 17025) 19



ASRL#11Z L ANGSPEREF A ER

VM DIELR

A DIELR

A 347 (0.1 mL)

mEkREmS (MB+EEBIREK, #EHbEE10~15g/dl)

B #4147 (0.05 mL)*

mEkESEFEME (BHbEE #330g/dl)

C 247 (0.1 mL)*

EMEFEM (MEBk+Mm3E., #8Hb;ERE 10~15g/dl)

xB. CEHIATEANIL, HFED L. ASRLHLD TR EZGON-IBEDHAEHYET,

@NE®, NGSP ASRI#1

Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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ASRL#1|Z L ANGSPEREEER
LA E ZLAHbAIGEIESR E D EREE)

(1) EBA—N— REA—D—OVTIHRRITEDRTD, 112, ELLA

Z (AN DNTIEEDHLLY,

(2) RA—HAEXETARRENELGDES
AREEREHF(BHRETLHIE Eébﬂ'lm"éﬂﬂ%l-ﬂ@ﬁ’d’% =)

[CDOWTCRIREAICZ 1558
0.1ml($15) X 40 AZEEH JI~§AI"¢'—EFI CERAR

(3) [B]l— lﬂ.ﬁﬁ %T/ﬂ'lmlﬁﬂb\ﬁﬁéiz‘“ ,EEE; &l
0.1ml($15) X 40 AZEE AT 5,

(4) 5t vk (0.1mIx40 X)L EFXDIFEIZ, 5 By EIZ20%51E
ERYET,

(5) R—aEMZRAN-RIEER. FRZE—BICHRET S,

QNGS?, NGSP ASRL#1

Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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NGSPERIEEHERER D EEFIE - 1

[ EEHRMDFEDIESIE]

SRLZ 3@ U TNGSPEERESRERZ 1T ORI E DA TR AT L/ FED LT D E

Ham-LTWWSh RIS L,

o AEICHERAVTFUOANERINTILVND &, (have had all required
preventive maintenance procedures performed.)

o BREIUTALaVERRBIZEZTHLI L, (be in peak operating condition )

o TRTODAEMNR—/NTA—E—HIZIFEE. REQOVL FrUTL—4
Ovk, F¥)JL—42{E) TEfINS_L, (be operated with the same
parameters in all runs of the comparison and precision studies (e.g.
instrument, reagent lot, calibrator lot, calibrator assigned values)

o AEMNI—F—LRKRICERINSZE: FrUTL—20vk REQOVES
LWV IR T INGA—=E— Fr)TL—2EIZDWLWTHHIGITH TS
NZxEERAT S L, (are operated in the same manner as they would by a
customer. This includes the use of calibrator and reagent lots that are
available to end-users, as well as the use of software parameters and

calibrator value assignments that are provided to end-users.)
@SS, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards

Reference Laboratory, ReCCS (ISO 15195, ISO 17025) 22
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[BEEHFTOBDFEEE]

- FRALHEAMIZ1ERITHY. L CRAEZMIF T HICIIFRHARIC
BEhHhtEEFRMIGET IVENH S, (Methods are required to be

re-certified annually to remain listed on the NGSP web site. )

o REIERRBRLEEITBELNHLS7—AELT. HIZIEFDAIZHTT=IC
510(k)Z B3 Tél\%b\%é&') SEENHDIHE . F-ITDERE
FHDHLETNGSPRRIEZIGELGE T CEAHIToNS, (A new
certification is also required in the event of significant changes, such
as those that would require a new 510(k) form to be filed with FDA. )

QNGS?, NGSP ASRL#1

Reference Material Institute for Clinical Chemistry Standards 23
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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DR EEEZIIORFITIEAE
[ZOEF1AYrDH, (BI—AET
FEHOVrDBREIXITHELY)

QHERFBIIMFIT HHEMN,
BEOBROEOHIZEDA T
7 E(MFITH TSR H,
EHESNTUWEWVRETHSMZE
HERICHET2RELNHD.

@NGs?, NGSP ASRL#1
Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025)
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MANUFACTURER CERTIFICATION

Data Sheet #A:

Manufacturer Name:

Method Name:

Contact person:
Address:

Phone:
FANX:
E-Mail:

fill in all that apply to vour method as used during the certification process:

Instrument

Method availability (check one)

2 |5 Method IS currently on the market
0 Method IS NOT currently on the market

Program, Application, or Conversion Equarion (if applicable)

Calibrator Lot £ Assigned Value

Reagent ID (e Lot # Sample collection Dievice  |Lot#
buffers. i Description (if other than

Texgents. Teagent the nsual method described
carmdzes. etc) in the package insert)

Column Lot # *= FOR RE-CERTIFICATION ONLY =*

W prefer certificate b be lsusd when completed

b

(7 prefier cactificate bo be Esoed when previous certificets expkes

24



NGSPI:HL.\ IEET»%%%HE@?::%L::;IE -4

IEE an.\nIEn_t%ﬁ' TA%&QOT’%AI
n.unftl REREGH G HEFRBAFTORKREZHFEL. TR EEZXE
£ £ D& D EBFEFIC 2:*:.L\’C;I'A“1f§&7‘<+lo7:u,\7‘—25?’)Ls EDLSGTRHEEITT=D
b‘%&%?éﬁ\%?ﬁ\%é (In the event that a method fails certification, the
manufacturer must investigate the root cause(s) of the failure, document the
reason(s) for the failure and describe the corrective measures implemented to
prevent a failure in the future prior to a subsequent attempt to obtain certification.)

« MAT.INEDORKICKBIEBRIZONT, TVFA—F—[CEDKSITEMEN,
IR E-RELGEEZFERATHICHIEYVEDSIIITTDEREEHESE
EMEHRBATEIHENH S, (In addition, a description must be provided how these
changes will be communicated to and applied to the methods in use by end-users.)

* POCTTAERLLGHEIGEE . BRABRTIEAFERELGS-POCTIZDOWLWTELZSH3AYE
FOT—EDREHIY \E&tﬂk IDELEREEZF - IEEK LTS, (If the
method is intended for use at the point of care, resubmission following a failure
must include data for 3 different reagent lots. The passing criteria must be fulfilled
separately for data from each reagent lot to be certified on a resubmission.)

« 2B B DA THRERELGSHE . FEKBEMMA N S1EM TR DR
BT —2NIREIFITELL, If asecond attempt to certify is not successful, the
manufacturer cannot resubmit for another attempt at certification until one year from

the date of the notification of failure.
@NGs?, NGSP ASRL#1

Reference Material Institute for Clinical Chemistry Standards
Reference Laboratory, ReCCS (ISO 15195, ISO 17025) 25
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*Randie Little: Minutes of the NGSP/IFCC Manufacturer Forum,
August 5, 2019
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