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Development of National Reference Panel for Hepatitis B Virus RNA Detection
Reagents

Hao Xiaotian, Liu Yan, Li Kejian', Zhou Cheng" (National Institutes for Food and Drug Control, Beijing 100050,
China)

Abstract Objective: To develop the national reference panel for hepatitis B virus (HBV) RNA detection
reagents and establish its quality standard. Methods: HBV RNA positive and negative plasma samples were
collected and screened to develop HBV RNA candidate reference materials. Collaborative calibration was
carried out with the reagents from various manufacturers. According to the results of collaborative calibration,
the composition and quality standard of reference materials were determined. Meanwhile, the homogeneity and
stability of the national reference panel were well studied. Results: The national reference panel for HBV RNA
detection reagents consists of 10 positive samples, 10 negative samples, 1 precision sample and 1 sensitivity
sample. Its quality standard was as follows: the coincidence rate of positive samples was 10/10; the coincidence
rate of negative samples was 10/10; the precision sample needs to be diluted 10 times and then be tested 10 times,
and CV<5% is required; the minimum detection limit is not higher than 2.1x10° U-mL". The homogeneity of
the reference met the requirements, and the stability of the reference was not affected after being placed at room
temperature (25°C) for 3 d and repeated freezing and thawing three times. Conclusion: The first batch of national

reference panel for HBV RNA detection reagents has been developed, and the related quality standard has been
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established, which provides a basis for quality control and evaluation of related reagents.
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2 HBV RNA
%l FAPEAT S (+/+) FAIPERF G2 (/=) K (CV) FRfRAS I B

A 12/12 15/15 1% 21x10°U * mL™

B 12/12 15/15 2% 21x10°U * mL™

C 12/12 15/15 4% 2.1x10°U + mL™

D 12/12 15/15 1% 21x10°U * mL™

E 12/12 15/15 1% 2.1x10°U » mL™
3.3 (=/-) H10/10; @ELEM: KEHESH M)
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FEARIE S 5oy RS % B S5 SR R U 5%
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il A S S bR . OS5 WA
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U-mL".
3.4
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PE2ES, SR GEOR . 45 R IEKR3,

3 HBV RNA logl0 U- mL™
S5 13 B2 $3x cv PE i
P1 7.33 7.30 7.36 0% 1.00 0.00
P2 6.87 6.91 7.26 3% 0.99 0.03
P3 521 5.17 543 3% 0.99 0.03
P4 6.93 6.63 7.05 3% 1.00 0.00
P5 5.55 5.68 5.68 1% 0.89 0.15
P6 5.64 5.68 5.73 1% 0.91 0.13
P7 525 5.23 548 3% 1.00 0.00
P8 5.22 5.00 5.48 5% 0.98 0.02
P9 7.92 7.81 8.02 1% 0.96 -0.01
P10 6.34 6.07 6.29 2% 0.97 0.00
J/10 6.23 6.21 6.26 0% 0.84 0.23
/10 5.09 5.30 5.23 2% 0.96 -0.05
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3.5 =70 CIRAFIN S A RSATIVEL, &S5 il
3.5.1 A E AL SR L w22 47E = 0.5yl N, RUIEIR
SERMBES EHEZHZMBENEIRSTE  B0E3 JEASEWNSH GtEtE. 45— 1Lk4,
4 HBV RNA logl0 U- mL™
% -70 CIRAE =ik 3d 4 56 w2

Pl 7.4 73 -0.1

P2 73 7.2 -0.1

P3 5.4 55 0.1

P4 7.1 73 0.2

P5 5.7 6.0 0.3

P6 5.7 59 0.2

P7 55 5.7 0.2

P8 55 5.4 -0.1

P9 8.0 8.2 0.2

P10 6.3 6.5 0.2

110 6.3 6.3 0.0

L/10 5.2 5.4 0.2
3.5.2 URmlARE VAL ZEWTE + 059G RN, KR URRIB I 25 M A

ZURRB AL BRI 2% 60 5-70 CIRAFTINZ S5MIRENE. 4R ILERS.
AT O, 4557 G 2t R A 0 24 X D

5 HBV RNA log10 U- mL™
7% i ~70 CHRAT TRhl 3 I 2 %51 i 2
P1 74 74 0.0
P2 7.3 6.9 -0.4
P3 5.4 5.3 -0.1
P4 7.1 6.9 -0.2
P5 5.7 5.6 -0.1
P6 5.7 5.7 0.0
P7 55 55 0.0
P8 55 5.1 -0.4
P9 8.0 7.7 -0.3
P10 6.3 6.2 -0.1
J/10 6.3 6.2 -0.1
L/10 52 5.1 -0.1
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