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Performance validation of 5- item qualitative detection of hepatitis B based
on requirements of EP12-A2 CLSI file
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Abstract: Objective To perform the performance verification of 5-item qualitative detection of enzyme linked immunosorbent
assay(ELISA) in the immunology room of laboratory department of the First Affiliated Hospital of Kunming Medical University.
Methods The ELISA method was adopted. The strong positive samples of hepatitis B 5 items were diluted to the critical value con-
centration (C50) and its correction was verified; the repeated experiments with the C50 —20% — +20% concentration range for the
various items were adopted to verify whether the results including the C5—C95 interval; the detection limit was verified by using
the C50 +20% concentration; 10 positive and 10 negative specimens were detected by the conventional manual operating test and
TECAN fully automatic enzyme immunoassay detection, then the obtained results were performed the methodological comparison
and analysis. Results The 5-item C50 verification was correct;the C50 —20% — +20% concentration range included the C5—C95
interval; the verification of detection limit was passed;the Kappa coefficient of 5-item consistency test in the results detected by two
methods was 1. Conclusion The application method of hepatitis B 5-item qualitative detection and related performance of reagent
kit all are qualified by verification. The methodological comparison results of the routine manual operation test and TECAN fully
automatic enzyme immunoassay display good consistency.
enzyme linked immunosorbent assay

Key words: five qualitative detection of hepatitis B;  performance verification;

VLA R, 45 KBS e 9 90 250K 5 1SO15189 5 56 &8 Jifr & Al
RE T RIA T NN B T 5200 3 B & R R R . AR R R A A
B AR 7 R T T IR A M RE IR R AR B Rk R
WHEEMN — I, 7 2013 4 4 A FHE R 15015189 %k 78 3¢
CNAS-CL39 5256 3 J5i it A1 HE 7 A9 DA AT o T G 328 2 4 56 U3
4 1o Y P, Kot G R 2 R PG 6 1 1 B G UE P A R T LA
MR PRI E Pk R T A 5 T A M A (R BT v B
Bl A A S B MANE AN M E R ik
2 P AR CHLHE AR B A2 T 19 7 96 2 B3R 50 I PR 12 187 19
LB KT RS E AR SIS . b R R AT
e 3 B2 30 W A A O ) B AR M S 06 R O IR A RS B IR A
& B I PR 0 S 56 =5 A5 o 1k P & (CLSD Ml 4 1) EP12-A2 {4
CE I E AP REPE A )3 Y MR DN AU GE 3 ik
{EL A I A A% 5 BE C50 (i 22 45D L C5 (fIK F+ C50 W& B 20 %) 1

VEF B AT BRI A5 B0 32 AR R S WF 5T =

C5( T C50 ¥ 20%) . (1DC50 A4 TF 4 T A% i
Wi 1L 19 43 AT 90 W 52 22 K B A ) ok kB ) B — R A B L
AT 50 Y6 1 PR 45 SR A0 50 26 1 B 1k 45 2R 5 (2) C5 . K il ik 1
C5 [ 43 B 4 7 A 5 96 1 BH P 45 3L JFH Ik B << C5 [ A As 3t
A T 5 G T B O 4R 52 A 0 B P 45 AR 5 (3) C95 . A6 vk JE Sy
CO5 (4 BT BT 45 7= £ 95. 0% I BH M 45 51, I vk BF > C95 1y
FRAS SR AT A PR DU B B R S 1 U B VRS SR . RWTE R K
25— W BE B R I B e g2 % S I EP12-A2 SCAEXT 2 BT 4
CCHF) FLIHEAT 43 BT 42 300 s 5 A5 i i) T 52 M S 6 A O 0k 2
A5 T 3T DAY o [ BT 2560 S A6 0 B

1 ##R5FE

1.1 FRASEHE

L1 JRfES B CA B AR I3 5 4 5 HBsAg
I LB % 0. 2 TU/mL(201504002) , Z JIF % 1 $i Jit (HBsAg)

B {EE ,E-mail:asan_1123@163. com,



o 3444 -

Ze & 2016 45 12 A % 37 %% 24 #  Int ] Lab Med,December. 2016, Vol. 37,No. 24

0.5 TU/mL(201404002) , Z JiF Bt f& (HBsAb) 10 mIU/mL
(201411002) , Z,iF e 1 J& (HBeAg) 1 NCU/mL(201404002) ,
T e itk (HBeAb) 1 NCU/mL(20148001) , Z JiF # .0 Hi ik
(HBcAb)2 TU/mL(201409002) ¥ 7= [ B i 23 7]
1.1.2 S HrppEe i ih A s et i 3 8 1t S0 56
L1200 @ PRI R AR TE 3 A VR B E A9 I IR AR AR . B
C50 (Il 5 A5 .C5(C50—20 %) Fl C95(C50+20%)
11,22 far 4K 45 28 46 a3 70 9 11 Bt A5 (C50) - A I 3 79 8
G0 UL AT TT RE S W A BT A I LR B L A0 R SRR R
AU, TR B AR AR HEAT 86 BE R L AR S5 R M AT AT F R U LA
B 78 BEAS 3R AT 50 20 BHHE A1 50 20 BA Pk 45 S (9 S B A B L 1X —
X o, s B JBE 14 4 T 0 e B B SRy s Bt A (C50)
113 ks WO s AR AR A< 20 ], A B s A
7 ), 55 YRR A 3 )L B MEAR AR 10 61,
1.2 350 50 HBsAg I3 ) (41t %5 201503081) , HB-
sAb £ Il 320 ) (it 5 201506081) . HBeAg i ] i 71 (4t 5
201502021) \HBeAb #; i 5] (5 201412411) , HBcAb 5 il
R (HE 2 201506081 ¥ 7= A I g BHAE, X 38k B - Tecan
N HE P2 ) Tecan Freedom Evolyzer-2 4 H 3l fiff 9 — & #L .
Thermo Multiskan MK3 R4 ; BEITEHA 2 7] 22 72 1 PW-960
42 H 3B bR e AR L. A 4 24 % 1SO15189 Ji 4 K &R H R 2ok
iRl
1.3 Jik
13,1 #FHREE WERRRIETE 10 d A% . B R R B
i E AN 2 Wk, SRR AL 20 YR S ARG 45 S 5 4 R BRI iF
2 20 d, D) A — 1t U BT i R A HEAT R L 4R
B 20 KEE LR,
1.3.2 SWipEnm R anMEZELE Kag i mE S/
CO fHAE 3 224 W FHYEAR A JH 0. 9% By 2E B £ /K 0F 47 15 Lo
K &M B B AT 40 EE K (BRI C50 1k & OD fH
$3E CUT OFF i) , f & & W &3 H ) C50—20%,C50+
20 V0 Wk BEARAR 25 40 UK B 78 B — Vi B A AR 5 5L BH 1 0 BA M 1Y
A SO0 AR R A SR W A% e BRE B P T
1.3.3 WPUFRIGIE  FH C95 W B AARAS , BRI 40 K.
1.3.4 R %E T LHEEMKS W@ i o5,
TECAN 4 [ gl B Sk I 5 2 S 8 05 3 36 TE L A% 6 %L 43 5
P T THEAE R 56 7 2 F TECAN 4 A 3 i 56— 1A #L [5] m
Kl 20 BIFRA A3 T 10 d P93 % HI7 SRR .
1.4 HWrbr e
141 FREE ASHEIIGKRTE 10 d AR D 1R 20
d DA L 1 UK, U0 o A S S R4S Db A T A I 3 9 3k 7R
T T LA D R O SR O TE it
1.4.2 MBI 55 m i 2 HSC g ) I A o L
1,47 C50 % 9iF 45 #% , U 38 W3 C50 Ak 31 1E . #7 C50 — 20%,
C504-20 %4 5 TE & 4% W BE B (C50—20 %) ~ (C50+20 %) #k J&
8T C5~C95 [ X [A] ,

*x1 STWELERSARAESMELR FIHRAE

e JiE 40 Yk Z4it
€50 (14~26)/40(35% ~65%) EH
C50—20% 1 25 R ==36/40(90 %) B 3iF 38 13
C50+20% FRPESS R =>36/40(90 %) BV 5

1.4.3 U ERIGIE  CO5 vk BE (9 b5 A< B & A U 40 ¥R B PE 45
H==36/40 W) 3k i

1.4.4 Zit2Eab® 35 Kappa R EOFMN H— 2k, Kappa
RBORTHT 0,75, UL B WA 7 i — B8 4T . Kappa & 8078
0.40~0. 75 W PIRN 77k — Bt — it . Kappa ZEUNT 0. 40 P
Fh—B R 2. AR Kappa R = (Po—Pe) /(1 —
Pe), i Po J2 5L PR — 2, Pe B —EIL .

2 & ®

2.1 SirwEREER SWESHRIE X445 H C50,
C5.C95 We FE £ F 17 40 Wik, 5 A~ 30 H ¥ 56 1k 5@ o, Y0 5
AT H C50—20% ~C50+20% MM A& T C5~C95 M IX
H. W% 2,

x2 NRYKEEEERANESERIELER2/(%)]
C50 C50+-20% C50—20%

TiH

MY e BV e Y Sie
HBsAg 19/40(47.5) IERf  38/40(95.0) @ik 38/40(95.0) @it
HBsAb  24/40(60.0) 1FHfi  38/40(95.0) éil  38/40(95.0) st
HBeAg  22/40(55.0) 1F#fi  38/40(95.0) @it 39/40(97.5) it
HBeAb 19/40(47.5) IEWE  39/40(97.5) @ik 40/40€100.0) it
HBcAb  23/40(57.5) 1FHf5  38/40(95.0) @il 38/40(95.0) st

2.2 KUNRREAE 5 AT HEAE CO5 R E N RItE L. W

%3,

%3 1 i PR IGIE 25 R n/n(%0) ]

C95(C50+20%)
i H
B it

HBsAg 38/40(95. 0) B iF 3 13
HBsAb 38/40(95. 0) B4 8 3
HBeAg 38/40(95. 0) LiAT BB
HBeAb 39/40(97.5) B iF 3 13
HBcAb 38/40(95. 0) 6 iF 38 13

2.3 ik 5 ANIH 20 Hl bR A R T TEAER G
J5 i TECAN 4§ 2h i S — 1A LA M0 BH 4 25 & % R B 1 44
HEATHR 100.0% .5 NI H Kappa REAH N 1,388 5 4
T T T8RRI J7 ¥ A TECAN 4 [ 3 i % — (R HLAG:
45 5 — Sk e
3 it it

ISO15189:2007 i 1F g 48 T 5 40 5 £ 7 0 & 14 & 19 2%
UM SO A 5.5, 2 2K H SE 6 = N VP AN T 5 O 1k AN R
T 78 T 8 oA 36 2 i 7 0F 50 L T 4 o o R SR L ke
S T 5 I P 2 P — 1 S 2 g KO B R AR E B R
TR R o FH e T W AL 0 B A SR A A R L
S P B B s A B R BRAG IAR 22T . MRS EP12-A2 3¢
PECE I E P RE PPN ) B R, 20 I 25 R AT 4 B 1850
S S i R ST R 9 2 L A A T BB A, E At i mT A
A AN R TSR

TR AERAEA G IR, SR A AL T C50 He 4 [ X
F SR K 2 5 — I I e A 6 B S 88 X 3 B EP12-A2 S
BR L CHF RIS AT E Y C50 5@ 2 7 B 45 CF 3% 55 3448 T0)



+ 3448 -

[rAb b [E 22 2016 45 12 H % 37 %% 24 3 Int ] Lab Med,December. 2016, Vol. 37,No, 24

Hematol,2016,91(1) :76-89.

(5] AR ILR = 2 = 4 A LR 2% 35 4 4
ZAz LERHEERTESLEEHERTTHELTR
FEPL2015 4F RO [T A4 LAk 36, 2015, 53 (11) : 804~
809.

[6] ¥ . Baumann 1, BRi, 5. 130 6] F 88 45 28 5 5 405 A
CHE VA AL 200 9 20 ) AFBRAS e - 24 e 5 4 2 1 A6 L A i
PR B SRR 23 Bt LT 0. rb A8 00 2% 2% 35, 2014, 35(8)
713-718.

[7] Taran SJ, Taran R. Role of iron chelation in improving
survival: An integral part of current therapy for myelo-
dysplastic syndromes[ J]. South Asian J Cancer, 2015, 4

(4):186-188.

[8] SZZ .8 FI4E, B/ 2. ZR AN A 5C I W 2 48 AR 7E 22 1L 12
W gty 0 A (B LT 0. s 6 B 2 2 2R 3K, 2014, 35 (5)
552-554.,

[9] Chamseddine AN, Jabbour E, Kantarjian HM, et al. Un-
raveling Myelodysplastic Syndromes: Current Knowledge
and Future Directions[ J]. Curr Oncol Rep,2016,18(1):
4.

[10] Kawai N, Matsuda A, Jinnai I, et al. Proposal of criteria
for dyserythropoiesis in the diagnosis of myelodysplastic
syndromes[ J|. Int ] Hematol,2016,103(2) :227-233.

[11] Burgstaller S, Wiesinger P, Stauder R. Myelodysplastic
syndromes in the elderly: treatment options and personal-
ized management [ J]. Drugs Aging, 2015, 32 (11) . 891-
905.

C12] FIE 0 3 A 0y 2R 0 L 5 00 25 00 ML 7E o B 096 A 5 4
BAEZ W b 2 LT K36 B2 2 5 IR K, 2016, 13 (5) .
685-688.

[13] Remacha F. Arrizabalaga B, Villegas A, et al. Evolution of
iron overload in patients with low-risk myelodysplastic
syndrome:iron chelation therapy and organ complications
[I]. Ann Hematol,2015,94(5) . 779-787.

(147 Bt 002 . Bl A6 - 55 B BE AR S 455 i i 100 A9 A
BYACHPR B AT ). S IR R BE 4%, 2016, 17(1) : 1-4.

[15] Wood JC. Estimating tissue iron burden: current status
and future prospects[ J]. Br ] Haematol, 2015,170(1):
15-28.

L16] N - 28 T8 S2HO05 . 45 A0 MR 25 2 57 i 18 B B 0 A
S LR G AR B2 WO (B LT 1. 0 g R 4 R A A e (R 2
f7).2016.34(1) :12-15.

[17] Matsuda A, Jinnai I, Iwanaga M., et al. Correlation be-
tween dysplastic lineage and type of cytopenia in myelo-
dysplastic syndromes patients with refractory anemia ac-
cording to the FAB classification[ J]. Am J Clin Pathol,
2013,140(2) :253-257.

[18] Taran SJ, Taran R. Role of iron chelation in improving
survival: An integral part of current therapy for myelo-
dysplastic syndromes[ J]. South Asian J Cancer, 2015, 4
(4):186-168.

IS H . 2016-09-12 & [8] H 1 : 2016-10-30)

(355 3444 TD
AIE 1 R PR AR AR 4SSk, 5 AT B W C50 56 TE &5 R 7E
47.5%~60. 0% . &FIUE L6 . FEHE T C50 J5 . %t 5 A5
H C50+20 % 1y ¥ B 25 64T 40 YA L BH PR 3 #E 95. 0% K&
P b s % 5 AT E C50—20 %6 Rk B 45 HEAT 40 YR L B 4 %
HOAE 95. 0% M DL b, 56 UE G 3, U683 5 A3 B Y (C50 —
2026) ~(C50+20 YO WML & T C5~C95 Ay IX ], C5~C95
DX R] #4977 o PR R0 (R 2 B L TR Ry G B ik T i A M A
N 25 BB AN — SR e BE T Bl L C5 ~ C95 B X i) e %, A% 96 7 1 Mk
B, I, 5 AT E e CO5 Kok sm ad i i K o i B 5 A4~ T
A6 0 R, 36 E S A

Mgy W 2 L E AR IR g il In]— 3 H a
W ABTARTIE B A A I 45 TR — EOE DT AR 45 T E G 10 41 B
PEARAS T 10 41 B P A A FT 3 9 T L E 50 77 i f TECAN
4 B 2l e — AT ARG I SF B E YA T i — Bk A NI E 1
FHPEST & R AR & F 3 100. 0% 2l 33 155 Kappa % 31
AT H— B .5 AN T30 H W R 75 R — B AT

AR 52 B 2 LI A e P T i R 3R AR G AE DG Tk g
BIE G 4% 8 T LEAE IR 7 i fl TECAN 4 3 3l i f £

DN Rh 4 o LU AR R — BB
& ik

1] P EEGHTE E KA &G 2. B0 % i FRE )
TRV DU I DR e, 94 7 A B0 € 358 iy 1o T 5 B £S . e
[ A% T [ SN AT & B4, 2012,

[2] Clincal and Laboratory Standards Institute. EP12-A2 Us-
er protocol for evalution of qualitative test performance;
approved guideline[ S]. PA,USA:CLSI, 2009.

(3] b EE & M 1P 2 [ A AT 25 B 23, 1SO15189: 2007 B5 4% 92
56 = B FRE ) 9% FTZER OS] dbat: h H &5 45 77 E [
FINH] ZE 51 43,2008,

(4] JARE.IKE E AL 45, Bact/ Alert 3D &5 5 % Rk
J5 i B LT DL IR R Il 22 352009, 14(7) : 902-903.

(5] ¥l ®AET . JERE . 5. CLSI EP12-A2 U} 7E HBe-
Ab 5@ PRI G IT 0 b B L. K B B2 4%, 2012, 27
(11):900-903.

IS A H 3 :2016-09-04 & [B] H 1 :2016-10-23)

i 9575

AR AN A AR A

2 % 4T )






