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Abstract: Objective  To explore the verification process for the analytic performance of the quantitative project of molecular di-
agnosis. Methods Based on "Medical laboratory accreditation criteria for quality and competence in the field of molecular diagnos-
tics application note" (CL-36)(2014) and the relevant documents published by Clinical and Laboratory Standards Institute (CLSID),
The within-

run precision of DNA detection for the hepatitis b virus was 0. 109 and 0. 105;and the between-run precisionwas 0. 157 and 0. 137.

the performance verification methodology of PCR detection for hepatitis b virus nucleic acid was achieved. for. Results

Compared with the reference laboratory,the regression equation was Y=0. 94740, 343X ,and the linear correlation coefficient was
0. 990. The linear range was 5. 00— 1. 10 and thequantitative detection limit was 500 IU/mL. Hemolysis had no effect on the detec-
tion of samples. Conclusion The laboratory with molecular diagnostic program should conduct analytic performance verification,and

the appropriate method should be chosen to clear performance verification. Conclusion Clearing the performance indicators of de-

tection projects has a very positive role in the clinical use of detection projects. .
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1.3.3 LMEE B HBV-DN 3 & e B Ar 48 D020, fa il i
Sy 1.10X10° 1U/mL, B} HBV BH ¥ 1 35 5% 10 435456 25 75 B8, —
H#FEH 400 000 f5FE 2. 75X 10° IU/mL. B F HBV-DNA
E S I H BRI SE IR 0 4 AV B A AR oE ) ST AT 8 a4 AT
o o T D o S 30 O 4 SR A o i e 1 AH G 1 20,98,
Ty A At A DS 5 . LA YR DY A B v B ek EE R 4. 00 X
107 4. 00X 10° 4. 00 X 10° ,4. 00X 10" TU/mlL, if L4 BH #f 1) £&
FEFE N 4. 00X 10° ~4. 00X 10" TU/mL. i ]~ 5 % ti 19 2 Pk
R 5.00X10%~1. 00X 10° TU/mL, T8 IE4EPE 30 B 2 &
TR LAF] S 5. 00 X 10° TU/mL, & B J& 75 w) DL ik #] 1. 00X
10° TU/mL,
1.3.4 SHrARBERIE B 2014 4F LAEF HBV-DNA % (7]
FRIEREA 1411, 48845 K 2. 51X 10° TU/mL, #£4F 10 4%.100 £%.
200 f% .1 000 1% H BeAG I o [ Bof BR300 ) 5% s oA 490 2 s % )
500 TU/mL #] 20 YK, 95 % 45 A5 & 3R (2. 70£0. 4),
R 36 S B B A T TR MR AR AR R BRAE R A 5 R SR A A
T FRAE AR AT o
1.3.5 TH5EE  #EE 5 4 HBV-DNA FH M H JC % i . 40
IE 8 1 4 G R AR A, 28 4 I Al 22 9 I . 0 S 9 i
HiJ5 /) HBV-DNA & S H . B MR T Z WK 4 k. k56 m
% 1 (HGB) % HBV-DNA %% 5% 5 5 PCR #0019 5% 1,
1.3.6 ¥ BRI e ¥ RE S & EE N .
I AE 55 5 16 00 455 45 AL 76 52 30 25 o8 ik 389 3F A7 4 B0 3 0 SR A
URT £55. MEE4E R S0 8 A 68 R A & W 33
PEATRZIN o AR 52 58 2 A4 ) S 0 J5 42 o 24 Sy b o R A0 307 4E 28
HE,
1.4 SEit2Eab 3 e Gt 3R A I Wk B2 (6 (TU/mL) i
PR B AL J5 8, (i F SPSS13. 0 45 it % 1F # 17 48 i1 2%
ST
2 % ES
2.1 IEWERIELR  WREE X 3.4.5.6.7 B,
HAmfra o b8/ TF£7.5%, fEFEMFGZR. Wk 1.
=1 HBV-DNA EFERIEL R (%)

wE (L I5E fi HitE I £ SV i
2 2.77 2.90 +4.68 <+£7.5
3 3.68 3.76 +2.71 <+£7.5
4 4.73 4.46 —5.70 <*£7.5
5 5.80 6.04 +4.10 <+£7.5
6 6.75 6.92 +2.50 <+£7.5
7 7.65 7.59 —0.78 <+7.5
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2,21 HEWEHE HEIEWHZEWEMNK.SE S E5 5
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% 3.

*®3 HBV-DNA fr a5 2% ERIEER

Ay 4151 * v HdRR
AU/mL)  (AU/mL) 0 B
2014452 A IfEARA 4,34 0.15 3.46 35
EE R A 6.50 0.12 1.85 35
201443 4 ARMEEEA 4,39 0.16 3. 64 36
[ E N 6.59 0.15 2.28 36
2014 4E 4 7 I{EAEA 4.35 0.16 3.68 37
M EEEA 6.56 0.14 2.13 37

2.3 EMIIELE  1.10X10° 1U/mL ¥R EE bR A — BL#% B
B 2.75X10° TU/m, M5 45 WL 2% 456 Fr A 1 8 A s [l )5
L IT R Y= —3. 286X +44. 229, AH CPE = 0. 998,
DU 1L B R 3 % 2 4 3 ) I 3l 3 D098 SCRRHE)

x4 HBV-DNA £ 4 I81IE 45 R

ETRE T A A PR ZE B (IU/mL) K45 5 (1U/mL)
X1 1 1.10X 108 1.10X 108
X2 10 1.10X 107 2.94 %107
X3 100 1.10X10° 1.10x10°
X4 1 000 1.10X10° 1.16X10°
X5 10 000 1.10X 10¢ 1. 48X 10t
X6 100 000 1.10X 103 9.82x102
X7 200 000 5.50X10% 5.04X102
X8 400 000 2.75X10% 1. 98X 10?

2.4 SpHTRBEERIEGEA 5 )5 PEAR A RS A I 45 R
ARAT LRI E] 2. 51X 10° R BE, AR LK 5.

x5 HBV-DNA ST R EWIELE R
45 MREE ERSSRAU/mL) BINZERAU/mL) 225U/ ml)

1 1:10 2.51X10" 1.30X 10! 0.29
2 1:100 2.51X10° 1.55X10° 0.21
3 1: 200 1.26X10° 6.96X10° 0. 26
4 1:1000 2.51X10° 1.07X10?% 0.27

BRI R bR MY FR B 3 500 TU/mL & 20 ¥, 19 fi)
FRAGE AR (2. 70£0. HTU/mL PLIN .
2.5 VIR IR EE R sg om0 AR AR B LR 09T 1
HBV-DNA /K B 5 R 83 7. 5% , 85 I 21 8 (1 7K F /7
F 41 g/L i X%} HBV-DNA 26w B &5 L L m. I
#6,
x6 A LR

% 1L AT HBV-DNA

W5 HBV-DNA  HGB K- i faf

F0.24(3/5 Tea) ], SHEEANEHEEHEARIIRL/NTF 0.24(3/5 e KEHMHAU/mL)  KEHEAU/mL) (g/L) (%)
Tea) JEL#,95 % A B (5 X 7] 2SD<C0. 24 R nl 52 . W3 2, 1 7.00 6. 86 28 2

®2 HBV-DNAEEMHEFEERIELER (IU/mL) 2 8. 21 7.99 16 2.7
21 5 T s TG A % RS b 3 5.48 5.21 11 4.9
LB R A 4. 395 0. 109 <20.24(3/5 Tea) 4 7.92 7.65 39 3.4
R 6.439 0.105 <0.24(3/5 Tea) 5 5.97 5. 94 41 0.5
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F 0. 24 FFECAE L P ERE % BE /N T 0. 32 X BOME L (53X A H o
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X F A5y F I Wi B J7 1 GR IR TE 1Y O TR S Y 4R
R B AR (B 2 52 30 &5 5 Sk A0 A TA ] i U ) (ISO15189 =
2012) 344 ANQ R 2 5206 5 R A 68 7 A AT o U 7E 43 12 I 4
W N A BER AT . 2% T A E R =Rk BA
AR SR 52 F S (A S i A 7E — BB B (D FE R I

HF®A 1.00X 10° TU/mL B A5 fE 90 5 . BCR FH I R A5 A% Sk
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TR A A A6 0 3¢ LA B A5 0T 55 R MR B bl T AR AR 1 B AN
o 0 R AT REAE A 1% 22, BT L 1. 10 X 10° TU/mL S W] 4 572 ) f6r
&35 SR AR B S e B L RBIE B £ M Bl B BRBE IR BN &K
iR 1.00X10° TU/mLHIF & A S 2] HAR K AL E LR
FIME . (2)7E T4 52 30 B i A AN 58 i1 ¥ I 552 36 o JH At 1) Jo%
Y PR 2 PR AR AR A RE 52 i .

g LR o 2 Wi I B Y 7 35 2% 1 B 36 T J& 1SO15189
I ESRE MM AN A RS EIFRAS T HEN LEH
P 2 L S G = I A 9T T JRAG I I E A R AR O L DA SE AT 1 IR 55
I PR A o LA B 8 F 1 2L A4 P 25 00 BH 1 B » B & T R
(B 2 92 5 25 5 o A1 AE 7 DA AT o U] ) (ISO15189 = 2012) LA Fil
B 2 S 56 25 5 R RE DA AT i U E 43 1 12 T 408 A B P 35
YR & 000 TAEH IR T BRI RN B8R %
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