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Sigma—metric=(TEa—Bias)/CV. Of: ZAFA0IA ALTS] sigma 2t 7517|, 2™ Z1}t %CV7H1.70|2 Bias7t 3.3 1
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Total analytic error
TE or TAE = Bias + 2SD
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EEEE 29 XHRE: random error), AIE2XHSE: systematic error), HIO|OA U BZHEIE 0|28t &
2 M XHTAE: total analytical error)2] 7H4.
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larget values, (A/2)

target values, (4/4)

target values, (4/£)

Chemistry Totel Prokein TVi8% TV10% Folete, serum TVing/mL or +30% {greater) None
Routine Chemistry CLIA 2019 Trighycerides V5% TV425% Folicke simuaing hormone ‘ TVAAU/L or +18% [greater) None
Analyte or Test NEW Criteria for AP OLD AP Tioporin | TV:40.9ng/mL or 30% (greaten) [ one Free hyoxine TVE0.3ng/eL or +15% (oreater) TVE3SD
Anine aminotransleraselALT/SGPT) TV+5% TVE% Troporin T V0. 2ng/ML or 30% (greater) | None Human chorioric ganadotopin ‘ TV£18% or posive or regetive TVA3SD or positive or negaiive
Ak TVEES V0% Urea Nirogen TV:2mgfdL or+ % (grecier) Same Luteinizing hormone V0% None
Akane Prosphalase TR TVE3% Uric Acid TVI0% V4TS Parathyraid homnone ‘ TVE30% None
e [ Tveon = Fossiens s e
Asparte aminolznslerase(AST) TVIS% [ Tvea Immunology CLIA 2019 Prolacin R | Noe
Birubin, s TvEa TV£20% o g/l (greate) Analyte or Test NEW Criteria for AP OLD AP Tednserone TVEZng/L or 430% fgreske) | None
Blood gas pC02 TVESTIH or 6% (greaer Seme Alpra-! anirypsin TVA20% or posiiveof regalie | TVA3ED T3 wlake R TVe30
Blood ges pO2 TV:15mHg or +15% (greater TV3SD Alpha-eloprotein(Lmor marker) TVE20% or posiive or negalie | TVA35D Trigdalryronie TVE30% TVE3SD
Blood gas pH V004 Same Actinucear anfibody V3D or posiive or negative V2 dikiions or pos of neg Thyroid simulfing hormone ‘ TVE20% or +2mlUfL (reater) TVEISD
" B-nalivelc pepldeP) TVER% None Arfskeptolysin 0 TVA3SD or posiie or necaiive | TVA2 diuions ar pos of neg Thyoe TVA20% o #1.0mogldl fgreaer) | Sane
Pro B-nairiuetic pepide{proBNP) VX% None Arti-Human Immunodeficiency viusHV) | Reactivelpog) or norreactivelreq) [ same Viiamin B12 V2% TVE30%
Cacium, tota TV:H10ma/dL Same Complement C3 TV o posihe ornegabe. | TV30 Toxicology
Carbon diide [ Tveaon None Complement C4 TVE5ma/dL or+20% (gresler] V39D Toxicology CLIA 2018
Chiorie TV45% Same C-reactive proinHS) TV:ima/dL or 30% (greater) None Analyte or Test NEW Criteria for AP OLD AP
Cholesterol, lotal TV+10% Same HBeAg Reactive(pog) or norreactive(neg) Reaciive(pos) or nonreactivelneg) Acelaminophen TVHTS None
Cholesterol, high densty ipoprotein 7 Tv20% | V0% arfi-HBe Reactive(pos) or nonreaciive(neg) Reaciive(pos) or nonreactivelneg) Aloohal, bload ‘ V0% TVH25%
Cholesterol, low densty lipoprolein (direcl) | TV20% None HB3Ag Reactive{pos) or norreaciive{neg) Reactive{pos) or nonreaciivelneg) Blood lead TVA10% or 2meg/l (greater) TVA0% or +dmeg/aL (greater)
Crealie kinase{CK) | TvE20% | TvE0% Arti-HEs Reactive{pos) or norreactiveineal | Reactive(pos) or nonreaciiveneg) Carby ‘ TVE% TVE25%
CK-MB isoenzymes MB elevaled(presence or absence) | Same Anii-HCV Reactive(pog) or norreactive(neg) Reactive(pas] or nonveacivelneg) Digosin TV5% or £2ng/mL [greater] Nane
or TVE25Hgreater) or TVE3SD oA TV, TV435D Genlarich | Tvazm Sae
Crealrine TVE02mg/dL or +10% (oreater) TVA0.2mo/dL or:t15% (greater) kE TV420% V435D Lithium TV, TV£0.3mmalL or 20% (greater
Feritn [ Tvean [ one kG TVE20% V435D Phenobarbil \ V5% TVE20%
Gamma glutamyl translerase 7 TVEBU/L or£15% (greater) None IgM TV+20% - TV+38D Phenytain . TV15% or +2meg/dL (greaten - TVE25%
_ Glucoselexchuding FDA home use) [ TV8% | TVE6ma/dL or10% (grealer) Infecious mononuckosis Positive o negalive TV2 dilufions or pos or neg Salicylate ‘ TV [ None
Hemogiobin Alc TVHI0% None Rheumetcid faclor TVA38D or posiive or negalive TV42 diifions or pos o neg Theophyline TV20% TVE25%
Iron, tolal [ Tvan TVE0% Rubels TVE3SD or posiive or negative TV2 dions or pos or neg Tobrarmycin ‘ V0% V2%
Lactale dehydrogenase(LDH) | Tveis% | TvE20% Endocrinology Valproic acid TV +20% TVE25%
Magnesium TV+15% TVE25% Endocrinology CLIA 2019 Vanoomycin TVA15% or +2meg/dL (grealer) Nane
Phosphorus TVE03mg/aL or 10% (oreeter None Analyte or Test NEW Criteria for AP OLD AP Hematology
Potassium [ TV:£03mmol/L | TVE0,5mmal/L Cancer anfigen(CA) 125 TV20% None Hematology CLIA 2019
Prostate Speciic Antigen, total TV+02ng/dL or 20% (grealer) Nane Cardineembryoric arfigen(CEA) TV None Analvte or Test NEW Criteria for AP OLD AP
CED L S0 Corisol TVE20% V2% Celidentficaiion 80% or gresler consensus | 0% or greder conersis
Total lron Binding Capacity(direc!) TVE0% Nane Estradiol TVHI0% | Nane Whie Hood cel diferertil V435D

L |

Same

target values, (F/<)

7 girHEtm
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B 7-1, 0|2 CLIA 20199 2 AMEXMO| 618745 Al (Acceptable Performance, AP) 9|, TV:lIE 7-1, 02 CUIA 20199 (2 AMIE ZAlS| 8{27}5 Al (Acceptable Performance, AP) 52|, Tv: I E 7-1. 0|2 CLIA 20190] (G2 AMIEEALS] 5{87Hs 45(Acceplable Performance, AP) 9], Tv: [l & 7-1. OIS CUIA 20199 WE YT EMS] 31875 5 (Acceptable Performance, AF) 9, TV:

Erythrocyle count TV+4% TV6%
Hemalocrit TVE4% TV+6%
Hemoglobin V4% TVET%
Leukocyte count TVi5% TVL15%
Platelet count TVE25% Same
Fibrinogen TV+20% Same
Partial thromboplastin time TV+15% Same
Prothrombin fime TVL15% Same
(&4 Proficiency Testing(PT) Criteria, CLIA 2019 (New) & CLIA 88i01d).)
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6AI20H M| ERAHTER) 712k Hl0[0{A(bias), B0[A+(Cv) J2|T Zdhdelects) HYl =4,
Sigma—melric=(TEa—Bias)/CV. 0f: ZIAF|M ALT®] sigma & 7517, Z&Z0} %CV7| 170|2 Bias?t 3.3 1
2|1 Z 71014 ALTO| TEak 15%0ICt Sigma—metric=(15-3.3)/1.7=6.882 AXLEICE
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The Korean Society of Nuclear Medicine |

CDC CLINICAL STANDARDIZATION PROGRAMS
CDC VITAMIN D STANDARDIZATION-CERTIFICATION PROGRAM (CDC VDSCP)

Certificate of Analytical Quality

Participant: GC Laboratories
Analyte: Total 25-hydroxyvitamin D (250HD)
Matrix: Serum
Date of Certification: Quarter 2, 2023

oc

Among-Run €V Total Error

ANALYTICAL SYSTEM EVALUATED
Assay Identifier: LC-MS/MS
Methadology: LC-MS/NMS

Instrument

Triple Quad 4500

Hubert W. Vesper, Ph.0.
Director, COC Clnical Standardization Programs

COLLEGE of AMERICAN
PATHOLOGISTS

Green Cross Laboratories
Yongin-si, Gye, South Korea
Sang Gon Lee, MD

JUNGWON UNIVERSITY

N ENTERNATIC

2|27 BTN



2 33w 2 235(QA)

@ = eACHEt

Tt

=2’ JUNGWON UNIVERSITY
HQA D228 Ljoj|A] 23, Tyt o mAsHo} 8 10712] ES(CLIAY A Elo]
X %(q uallty assurance, QA) ol L2 E)
- o 7‘1|E QL HAAL AQOIZA| A 23, AN, Aok 3o dat A% BUEY 9 B
- %I’c\,”_“, 22 80t EF_}E K1|-<T)'—'6'rl| OISt |- w=wel 2aph wotgoid 4 ¢ie o Agsie AN 85 W7t
*HAIS QZ[dl1 MASI= HiAl cRAEHY A} HEAYA L o S YEL 714
*HE| AR c Q) o 2t F WL 5U BARS T 7Y 2 BAY|2 BAstel T Az} ko] Ay
*K-Igl-ﬂ Elﬁ . ;Lz:j]j:: i] i: l:-oll ’ ﬂ.cg; 9] T2 QAHA ZAnjo} AA|eHA] e ZAANE 8o
*Adt 2 FA[N(TAT) eguratiob e
*plEofd FEOHH ENE %Esfé . QA BH3} Aol W 2840 AN BF BUHS
- MN(2E) A NARDEZ A S T . aye 9 aenste Asuses 43 sugy

CBUAE ZARHE A% A
L BA glo] ol QA B U AE
+ QA A3 B4 %7}

- QA 7159 A2}

HZ(QA)Q Bt b [ T e R As A A
O T L= =S & 9ojof 3t a2]a E 3 71K HAGoF E F8 A}

- ENEA) M, 3, 3o 2

=HgEE TR Fidte

||=| e
+
OE 30
rir

=1

ujn
>

QJrha o] B2 AL ut

o
=
=

. MEDa =zl
E Lll(QQ I_:&Eo & 7120l el S Ao
- X 8 H3 g IS o) 712 0] WA giohehel 1 9l FRuR] ghe Ao Mojof e,




Al '|:|0:|(Q )1* Al
= OO M)L A
o EAT|T|9] & HZ(QA)
S A HZ YR EY)L AR
Ast HAA C1Tlo] QE 4G A
- YEMIE XN HZ9| sj9| HEO|N
SAIHAIY] BMA ZADS M2|St= N
. HAIAS BMHEO BASI HEO]
NS (bias)Y FUE(HO[H4. CV)E
'II-/\l
[ |

o {7 HAY ER

- A Ho|k9| mE BR
*Waived test(PH]): MNZ DA Orgt
*Moderate complexity test(AtEEM)
*High complexity test(Mwg HAM)
(IHO|E 27 ex: EAHAA

@ T edrNEto

JUNGWON UNIVERSITY

<4 AI17101 H L3l HIE]
mi,‘_.l‘-'- 71\ /i(,/! A1 CC r[ /.l[_t_.;t
(L 117 1™ O—~} § YN

O Al=U=17] OI=1 A =LO
—_— MONT ‘] (YA © .
= = ()!" \]r/l Tl‘l" ‘</\ (_)I' Y'»

+ Calibration AA| 2 4%
S} AT

A 2% 44
I BF

+ 7159 {4

» JRAETE] Zf

BAE B AFES BE3P] A3t 71ES Adete A2 A

EA| ZA3E0] glojok Stof E3F 2ARoF S, ojrf HAHL: YRFEUZ S Fs}olof 3

D2 7182 YT =M stoiAle ¢ H,




2 §samd & HE3(QA) ST Lomm

JUNGWON UNIVERSITY

o M &HAR| &35 EA

E =
- CR¥St 4 2N

Moo AL o8 ZW A 9A &(Mean, SD, CV)
— 2% batch®l <A HM(within run), &2 & °= batch(within day),
M=z OE Y (between day)

=4 UhEer 24 S0k MAA Mg — A a5(ELATES Y 2B 38 &)

oln

*ZHEA(REN s H9l, Analytical Measurement Range, AMR): gAMoL}t =
MA2 SA°l A5 HNE 2499 Y3 7+ AUs 7208 Hijel HY

*HAT5E2I(Clinical Reportable Range, CRR): 3lMo|4 5% ¥ AMAY HT

FEAA 2T AT 2F(EEY MY ex: HEAT &)

*H2M(calibration) AHY
*CHRA[F2] ArEOfl ot ALY



) 75 $4CHE o

JUNGWON UNIVERSITY

=0
*Control& HiE EAM
*A| 249l ot HHOE =0l 5“4

‘HE| BAte| RASD UEN ol
“O|M control #& OIS HMEC| IS REAS EMpi
‘= EATO| control® EAB] Elg 2olpitt

*ZEoh 380 R AN MO SR =< gt

*‘I-IEI:A-|° I:I-A ]ﬂ[l-

*HI AR =gt

- LR EME (external quality assurance, proficiency testing)

_ §|-7(|- 'I:I_II-OI KI-I'HE

WS AEHY & U= BA(EAA|, panic value)Tt Y2 8¢ A & Hi
*E|-OF6} K-IEJ_}E| E I\[.CQ).

I
O<
>
=

g



++DON TLET
YESTERDAY

- TAKE UP+
+T MUCH




	11주



