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W EE K A ZEHG)=0.999,4F(b)=1.004(+=93.326,P=0.000) , A& &L EK; 8 EP06-AH.2 %
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EDKCE ,r=0.999,b=0.993(t =75. 82, P =0. 000) , 4 & &K M & K, &R BE M E o4 B @ K F3H<<10.4(log 1),
KR KBRS T RRABFAEH A 1100000, i HBV DNA £(8. 81 E+01)~(8.81 E+08)1U/mL
AW T HZ E M % A ,CRR 4 (8.81E+01)~ (8. 81E+13)IU/ml.,
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Abstract : Objective To explore the linearity evaluation and clinical reportable range (CRR) in HBV DNA
determination by fluorescence quantitative PCR. Methods A patient’ specimen with an analytic concentration
at (8. 81E+08)IU/mL which was near the expected upper linear range limit was diluted to a concentration at
the expected lower limit (8. 81E+01)IU/mL with a negative specimen. A series of samples with 8 equally
spaced concentrations were provided and each sample was tested 3 times at each level within one run. Average
slope method,the method recommended by CLSI EP 06-A and linear dilution recovery method were used for
the linearity evaluation. Three higher specimens were selected for CRR determination by the maximum valid
dilution method. Results The results analyzed by average slope method indicated that the correlation coeffi-
cient () was 0.999,the slope (b) was 1. 004 (¢ =93.326,P =0. 000) ,and which met the linear standard. The
results analyzed by EP 06-A indicated that second-order model had the best fit in the models by polynomial re-
gression analysis. None of the deviation from linearity at each concentration in second-order model exceeded
the allowable error (log 0. 4). The results analyzed by linear dilution recovery method indicated that » was
0.999,b was 0.993(t=75.82,P=0.000) ,and which met the linear standard. The amount of recovery at each
level was <<+tlog 0. 4. The results analyzed by the maximum valid dilution method indicated that the maxi-
mum dilution ration was 1 ¢ 100 000. Conclusion The HBV DNA concentration which ranges from (8. 81 E+
01)TU/mL to (8.81 E+08)IU/mL is a accepted linear range in clinic. CRR ranges from (8. 81E+01)IU/mL
to (8. 81E+13)IU/mL.
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HBV DNA 7E (8. 81E+01) ~ (8. 81E+08) TU/mL Jy
I IR T HE 2 R R
*x1 KIALEE PCRUE HBV DNA & &%
St R (1U/mL)

A AR 4 IR ERES B E

1 0 9. 69E-+01 9. 69E-+01
2 1 8. 35E+02 835.0  7.18E+02
3 10 6. 67E+03 667.3  7.18E+03
4 100 6. 65E+04 665.0  7.18E+04
5 1 000 5.59E-+05 559.0  7.18E+05
6 10 000 6. 45E+06 645.0  7.18E+06
7 100 000 7.75E+07 774.7  7.18E+07
8 1.000 000 8.81E-+08 881.0  7.18E+08
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1 b, 0.899 0.066 13.591 0.000 14 0.085

1 lo1 0.993 0.013 75.822 0.000

2 b, 1.129 0.038 29.853 0.000 13 0.027

2 bl 0.855 0.019 44.340 0.000

2 b, 0.015 0.002 7.336 0.001

3 lo0 1.104 0.073 15.102 0.000 12 0.030

3 b, 0.881 0.066 13.325 0.000
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3 b, 0.001 0.001 0.419 0.697
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1 1. 99 1. 89 2.00 0.11
2 2.92 2.89 2.90 0.02
3 3.82 3.88 3.83 —0.05
4 4.82 4. 87 4.79 —0.08
5 5.75 5.86 5.79 —0.08
6 6.81 6. 86 6.81 —0.05
7 7.89 7.85 7.87 0.02
8 8. 94 8. 84 8.95 0.11
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1 1.99 1.94 0.05
2 2.92 2,94 —0.02
3 3.82 3.94 —0.12
4 4.82 4,94 —0.12
5 5.75 5. 94 —0.21
6 6. 81 6.94 —0.13
7 7.89 7.94 —0.05
8 8. 94 8. 94 0. 00
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(log)fH (%) o) (%) (log)fH (%)

1 —0.02 2.08 —0.12  2.12 —0.12 1.67
2 —0.12  3.19 —0.10 1.50 —0.17  2.07
3 0.18 8.56 —0.04 1.65 —0.11 0.56

—0.20 1. 09 —0.14 1.01 —0.06 0.12 0.00 0.32
—0.10  0.57 —0.16  0.39 —0.16 0.76 0.00 0.65
—0.12 0.56 —0.07 0.14 —0.04 0.53 0.00 0.19




A E 5 06K 2019 4F 10 A% 16 %% 20

Lab Med Clin, October 2019, Vol. 16, No. 20 e 2955 -

3 i i

iz B8 1SO 15189 :2012 7E 43 12 Wi 45 38 1) 1o FH i5d
B, 2 G 0 7 6 I £k 1k 0 /B CRRYY i
H AT E N T/ e T F R A2 e &6 57 & 1)
ey R iR A 1 ok SO Dk 2 o i e O < e el = ) B
T E P PSR L E O SRR E 2 (R AR AT A
THE PR, TR A DL AR A SR T SE M R ) 75 58 i CRR
PR 56 ok 1 L b i 36 B CLIA 3 ML CRR 1
ARV, M6 NCCLS EP 06-A 451 45 !
LR PETE S48 A R e ] sz R L R A
I H 8 B CRRY I K PCR 5256 % 3 1F
TR figp £ M L RN /B CRR 195 X, 5 CAP 42
AT I E F CAMR) F1 CRR % L. AMR J2 §8
S PRAS R W B Wk 4 SF WAL B, P R R g
D2 A5 A T SR 5 SR CRR 248 9056 = ] 4t 7 o
IO IE S B8R T 2R 0 I A o A S TR DN A IR 56
S5 B EE O, G0 CRR 8 AMR, 7] % F# R
e 20 bl T Ak B A A 0 Wk BE AE AMR DL P S
i, MU EE SCRT LA L &PV Bl CRR il AMR
JE AN [R) A1 2% K ) 3R G0 A — 22 10 LN &5 H T & R U
SiRBE N R AR BN, & A, B, I
PR3 12 Wi i o 0 A% 0 59 UE R Mk Y LA CRR.

AHE S Sk A B AR JEP 06-A H5 M 5Tk
TR M A R [T ik X) %6 Ot 2 2 PCR il %2 HBV DNA
Rl R Gt AT £ PRI L IF LA AT ag 3 R ik
7 RO A B s SRR L3 Ry ik A ik
TTH 30 26 VM, 8 2 HBV DNA 7E (8. 81E +
01)~ (8. 81E+08)TU/mL M lifi K n] $ 52 £& 1tk % &,
K RERER BT 2 84—l BE 4t
Asf 3 OB DNA K I i B &5 SR 54 e mlg 6 B0 (8 08 17 40
LT 2 € 0 K el BN W FIRRE N S 1 L= R VAN
[F) 325 5 AN B 5 ] AE 2 3% 7 IR A T I L R R
T3 A0 2R T L Ao 1 SR P D 4 58l o R Oy A SR AR R
Af HBV DNA Sl A (4 A X 5 52 43 B BE L 91 ok E 47
Geit s O i TR E bR A S BIPE bR A, 31 8 R 2 it
HEHEE AR I AW E, EP 06-A R £
3%, S — Al 4 ok 5 00 R IR S BB AL, T L
FE BRI AR B S AT AR S P B B, O Ao A A E R
U/ ARG % BE A 52 W) E R HG SR P L4 [l U R e 2
I WU AE T DL, 5 5 T 804 Wi o 1) DL 38
K ARVFIRZEM G AR L4581 . A4 R
7R B MR A e VR R SR DL A (i) e B o P e 4
PN e PRSP I S o s CI N e S B B e R E R
TS B AT L Pk [l 05 43 B, b S 1 DA (Rl R, 2R
B S 3 HRE I e v i T 22 v e T 4 2 B LT

s % [ AT 2 7 AL 34 1 22 PN B AT 2 1k 58 T o Mk R
Bl Ay 8 1 S 1R o R ) i 7 3, HE e 2 Ak B AR L
2 T 9 o 1 R T T R 1 B 2 R BRI 3L BE T R b
TR 26l B AR . PRI, SE 56 % T AR 9 B BRI &R
S0 10 1 10 3 B — Fh ol 22 Bh O vk E AT A IE AN .

WHIEN T, RA S KA A2 PE 0 B E RS BE
SR PR SR A 47 CRR 8, H A, B X HBV
DNA A6 I 2 77 14 26 P 3 [l 56 i 38 55 22 3D i
CRRY™ X AT A& K M PR £ HBV DNA JLF-4R >
T GE+0DIU/mL, Huj) w4 00 £ v F 4 56
WEJ5 B B 2 I R R L i ELX T 43 712 W 1t 4G
¥ CRR #fi i AR B B s — ., AR
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