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B, Ak SRAIMEE QIAGEN AF]H) Artus HBV DNA %562 8 PCR XHI (A F
EE PI£E = 3 F HBV DNA 3%%:52 & PCR X7 ( B.C.D) X} 203 4] HBV J&ju3# Ifn
FEARAHEAT AT, 2047 3 FhEFEH 5 Artus 1250048 0 45 5 10 2259 B HAH R
P SR 4 FriERARN 203 #IiEARA HBV DNA &R 052 A (5.78 =
1.78).B(5.70 +1.34).C(5.51 +1.96).D(5.60 £1.52),3 FiXH 5 Artus IAH]
B R B4 5% B:0.860.C:0.954.D:0.922. XiF HBV DNA HEHT 10° ¥
D/ml fARAS 3 F E = A AR S R PES Arus THBZR HAH B 5
Artus FI3CHEHH BARIAF] C FAHZH D; X¢F HBV DNA #REFE 10° ~ 10°%% J1/ml
HIpnA, 1850 B AR C HI3MEKFS Artus X FFAEH B 25, 5 CMD 5
ArtusiX A A ZE R TR B: TR F 30 ~10°#8 I/ ml fAnAc, 370 B AR
D Hy39MES Artus SRR EER B 3 M EFEN S Artus KM HARZE -
7E 26 #1130 ~ 10° #5 I /ml A, 3 Fir [ 7 370 435 Az 8 461 (30. 8% )~ 8
(30.8% )1 11 41(42.3% ), 7 # <30 ¥ I /ml BeArf 3 FhEF AR T — e -
i 3 FEFHRR W EURESB Artus IHH2, RHBRRZREMRT 10° #01/
ml fiR4s. 76 3 FEFEA S EA] C 5 Arus BRI KL AR REF -
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Assesement of three domestic commercial real-time polymerase chain reaction
kits for detection of hepatitis B virus DNA using Qiagen Artus HBV TM PCR kit
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[ Abstract] Objective To assess the specificity, sensitivity, accuracy of
three domestic commercial real-time polymerase chain reaction kits for detection of
hepatitis B virus DNA ( HBV DNA real-time PCR kit) in comparison to Qiagen Artus
HBV TM PCR kit as reference. Methods HBV DNA in 203 sera samples were
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detected by Artus HBV TM PCR kit of QIAGEN (A) and three domestic HBV DNA
real-time PCR kit ( B, C, D ) in parallel, the sensitivity, specificity and accuracy of
kits were determined by using the results of Qiagen Artus HBV TM PCR kit as refer-
ence. Results HBV DNA was detectable in 185 of 203 samplse by all four kits and
the HBV DNA level measured by A, B, C, D are (5.78 +1.78), (5.70 +1.34),
(5.51£1.96), (5.60 £1.52) copies/ml, respectively. The correlation coefficient
between HBV DNA level determined by Artus reagent ( A) and the HBV DNA level of
185 samples measured by domestic kits B, C, D are 0.860, 0.954, 0.922, respec-
tively. While the correlation coefficient remains high in samples with HBV DNA higher
than 10° copies/ml, it drops significantly in samples with HBV DNA level lower and
poor correlation was observed in samples with HBV DNA level lower than 10°
copies/ml. Out of 26 samples with HBV DNA 30-10° copies/mL, the number of unde-
tectable samples is 8 (30.8% ), 8 (30.8% ) and 11 (42.3% ) by B, C, D kit, re-
spectively. Among the 7 samples with lower level of than 30 copies/ml, all three
domestic kits showed negative results. Conclusions The sensitivity and accuracy of
three domestic kits is comparable with the Artus kit when samples with high HBV DNA
level. However, all three kits need to be improved, especially to detect the HBV DNA
lower than 10° copies/ml.

[ Key words] HBV DNA; Real-time quantitative PCR; Sensitivity

kPOt E & PCR # I B 3 iHn4< i) HBV DNA RIiE R 2K Gy 8
W Z BRI R W R EERNRE - 8% R4 HBV DNA # N $UR M T
WM E RO BAWRE L BUGRERBIURERIT N EESEHER . R
M HBV DNA #yE & PCR KFH, Hbs LEASHMEWRT RAFR A K
Roche COBAS Tagqman HBV DNA B & &, HiZi& 747K F Roche AT &K
PCR X' s 55— ELA MR & B A 3857 3R 7% B QIAGEN /A A] A= Artus A5
( Qiagen Artus HBV TM PCR kit, Artus GmbH, Hamburg, Germany), j5 & 7] AZE
AT FIR ABL AR 472K PCR {HEAT ' ST Bi& HOPMRARAR B 5,
A RETET S FH. GNTETSHTE, BREAZSRKERAAFE™
BRAA], KRR R R LA YRR AT LIERHMEAEYRARA
FIFIT MR B A BN . BTY8 B8R BROARREEAREERR, A
AR BRI R ER RS A E—EER . AW EE AR ILEE
BRSO Arus KA 7EBURHE R AR RO E R ZSR B0 3 f
AR E 7= A0 5 Artus XS X 203 4] HBV JBRYLE ) i 45r4< HBV DNA 474 1
LRI SRR, X R H R 3 200 8 i BEEAT He B A, B 45 Rk a0
T
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— .HBV DNA B4

HBV DNA Z5tE R PCR 5057 B FEE QIAGEN A FIHY Artus IXF|(A)D
( Qiagen Artus HBV TM PCR kit, Artus GmbH, Hamburg, Germany) F1EH 3 ZHA
AIAIEH B C.D, FrA A A ERXMIC SRR BOHAME M- PCR R
FI32E Applied Biosystem /A4 ] ABI 7500 Z:E 7 HE{L . W] —13tn4R A 4
XA AT AT, RARIEMZERACS AR G RA BH#T. SRAE
D/ ml B BAERT -

= Qi

KA o B ARSI R

5 =R

— 4 71ik30 HBV DNA SR 457

KA 4 FrifFIxt 203 FIARAEATARM  For 185 Fil2H 4 MR A BUER
o Haw 18 BIMZEDA 1 Al EBUES Rt - B, BATTE# 185 FIHEUIE
SR GRER 4 FARIRRIEE R YL+ FHEE  log, ¥ D/mD) 53
FJ: Artus (5.78 £1.78).B(5.70 +1.34).C(5.51 £1.96).D(5.60 £1.52), Ii,

 m=mn

A ]

B 1 4 FRGHRIM 185 Htnd 4R

PN )
K¢ B.C.D 3 HERMHS Artus ARG RAFTHIMEIHT, 3 FHEH 5 Artus
R HIHE % B B4 7% B:0.860.C:0.954.D:0.922.
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= /N[F HBV & XHA0 R 25 R 3= e

PE Artus 57 BRI T BR 30 #5 01 /ml, DA Artus 500 R 0 45 52 S bn v K B
BHErAA R 4 4, 4332 >10° #01/ml 21.10° ~ 10°#% 1 /ml £H.30 ~ 10° ¥/
ml ZHF1 <30 ¥ D1/ml H. HEAR HBV ZHEXHAR KM L RWZ W, SR BR
EE HBV SRR REA, ARG R 200/, W7E/& HBV DNA # 04, AR
FIRM SRR RCE 2) . 3 FEFENENA R HRAE RN E RS Arus 3157

K55 R B LR 1
R1 EHHA 3 FEEEFS Arus K025 R KA ST
251 Fi% B c D
>108 9 0.437 0.725 0.731
10° ~108 80 0.615 0.864 0.726
30 ~10° 15 0.385* 0.467* 0.168*
it 185 0.860 0.954 0.922

i * 5 Artus IRFIRMZE R AHMEEM: P >0.05, H4 P<0.01
- - | - " ——
f _l_. N | — *-

B2 ARGHRA 3 FEP A S Artus S5ESRH LEB

PO 3 7 B =30 A Tk s 0 A er etk

it 26 B Artus IRFKM Sy 30 ~10° # W /ml R4, K57 B.C #1 D fIRK:1HE
DL 2. TFE 7 B Artus R BUETRMAET 30 #8 W /ml BIBRAS, 3 Pk LI BAH:, %
B 3 AR O BUR S Artus 3850 — 2K

FR2  Artus ST H # HBY DNA K45 W AR 3 7 B 7550 M 25 R

B C D

W W% W WRR% W WRR%
30 ~10° 26 8* 30.8 8* 30.8 11* 42.3

A5 Fil%

<30 7 7 100 7 100 7 100
ot 5 A BXE R, P <0.05: %5 A BiXFE 5, P <0.01.

Wi
HBV DNA g8 E ) Z M TR, 918t 2 BT & B E 2 W 1677
PR BUEHE RG-S BRI 54E5 1 HBV MFHREY E, HBV
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DNA 52 & F] B2 i S B HBYV ZHDIRSL, %o i R E 8 A Qe e R 38 236 77
HABESEMME . HWEREFRNZRFRKE DNA E& PCR ZH AR
7P, {EX ST FEAG I R U IV BB A IR A A RS RS T 2
ZARFF - XTI HE R FE—F REER, RNTE R EEER UL
FUERRRASER ZXRER . RITRARAERS &R EK QIAGEN /A 7] i ArtusiX
FAE S 3o RS A 3 b B =00 AT R 20 A I, 5@ b8 3 A B IA R 5 Artus
FEA R E K _E RS R H R B R B — R A LK
R

BATHIGER AR » AR FRA SR L5 RFAT HLBE 3 Pk 5 Artus 3K
FIKEER LB BE 2R X WARER L (r>0.85) , P ARANBAH
BERZERN . HRNEKLEFEEARF HBV DNA # IUKE#17 0400 RIAR
7350 % o e 2 R B AR A ORI 25 R 00 B 220, TR R B BRI A AR B
E20, R E KN HBV DNA L4V B8 %MK I HBV DNA #)E2
BERTEERZE. AEdX 7 #) <30 # I /ml A 3 FE PR A T —RH -
FH 3 A E =R TR AR A AR B R I A R (H R HH B P 1 45
=3

HBV DNA 5 B4R N —T0 Z BT 52 592 W 16 7 o 0 0 40 W B i 22
fatn AT 1A ERIEN B A B REUEFARERE . WATEBUN 4 F50F,
Artus AT T FRAZ 30 #5 D/ml, T 3 F B 73 50 A F BRI 500 5 01/
ml, (HBRATHISE R UER , 2838 DU A o, B A0 5 Artus 3050] BRI 45 R AH
KR, HHBB RHRAER. XU E- AR REES Artus RFFEAR /D
IZEEE, BB/ HE— B . TIERE NARAC >10° # 0 /mb o, B 3 #ikH 5
Artus IHEA LR, HE Artus B BFHIMHE KM, HPiLH C.D 5 Artus i
FARA: I B4 T3] B.

L2 EFTR, B A1 HBV DNA 5 N R IR A, 5 Artus RBIRA B3
25 (HAMESE I EAAS, T B e REUE SRR R ZERE . 76 3 AP E ™
WA REEE A KB ESHER R, RATAIIEN C & 1 L8
BN BEREABY N REEAREE BRI IS R ErERAE. —Bol
PREZS 2 AN K AT BESR A DA #5417 HBV DNA #3721 R 25 M3 57 BT 280H)
REBRE VA AR A L IF] — SE o 2 Rl — 350 52 I 5 R AR - XIS DUAR
0 97 25 6 ML T AR RS AG I A B A A 45 SR DA % M R IR 2365 1 BT A HE B 1B B
PR BE -
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