Chin J Pham Anal2011, 31( 1) — 79 —

PCR

W A B B AT, TR

(L R 130022 2 R 100050)
(HPV)L1 PCR
30 HPV s
: 30 HPV , A 23
7 , HPV 59 LHPV 53 54 61 66 72 81 B 29
, 1 , HPV 58 C 26 , 4 , HPV 43 66 81, CP 8304
D 29 , 1 , HPV 68 E 30
4 HPV , HPV
30 HPV- L1 4 HPV (
PCR ) DNA ( ) ;  HPV ( PCR )
; ; ; PCR;
: R917 : A : 0254- 1793(2011) 01— 0079- 05

Genotyping quality control evalation of fluorescent PCR
products of hum an papillamavirus DNA detection Kit

XU Ren"?, QU Shou- fangz, DU Juan, GAO Shang— xian’ , YU Yuan— hua"

(L Changchun Un wesity of Science and Technobgy Changchun 130022, Ch na
2 Department of In V itro D Bgnostic Reagents& M ed um, N atbnal Institute for the Controlof
Pham aceu tical and B iobgical Poducts Beijing 100050, Ch na)

Abstract Objective To evaluate the PCR — fliorescent human papillmavirus(HPV) kit by the HPV-L1 gene
genotyping contwo Imaterials M ethods Depariment of In V itro D iagnostic R eagents& M ed um, N atbnal Institute for
he Control of Pham aceutical and B iological Products setup w ih 30 different type HPV genotyping quality contwol
materialy whichwere detected as sanpks accodng to the kit mstructions Results 30 different types w ith HPV
genotyping plate as a temp late for con trolm aterils evaluaton kit A kit test results are 23 species of the correct type
and 7 typeswerew ong which HPV type 59 wasm issed and HPV types 53 54 61, 66 72, 81 were cross— reaction

B kit test resulis are 29 species of the correct type, and 1 typew asw wng which HPV type 58 was missed C kit test
resu lts are 26 species of the correct type and 4 typeswerew wng which HPV types 43 66 81, CP8304 were cross—

reacton D kit test results are 29 speces of the correct type and 1 typewasw wng whichHPV type 68 wasm issed

E testkits were the correctmodel test results are 30 species Four canpanies kits can correctly distinguish betw een
quality control products n the HPV genotypes but sane of the HPV genotypes have m issed the phenan enon, and
cross— reacton Control agent w ithout m iss cwssover phenanenon Conclusbre Contanng 30 kinds of HPV — L1
genolyping qualily contolmaterials can accurately evaliate the four canpaniesHPV DNA test kit( fiorescent PCR
method) and the CervistalM HPV HR test kil enzyme signal amp lification) perfomance The k it( fuorescence PCR
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method) development should be verified by lage scale clinical sanples after HPV genotyping contiolmaterials evat

uation, to further validate and assessment their products

Key words human papillmavirus(HPV ); genotypng controlmaterial fluorescence— PCR; enzyme sgnal anp lif¥

caton
(human papillm avirus HPV)
DNA .,
45~ 55mm 7800~ 7900
HPV 100 L
HPV ,HPV
(611, 42 43 44 ) (16 18 31,
33,35 )7
HPV . 99. %
Hpv' HPV
el HPV
HPV
, DNA HPV
el HPV
PCR
PCR , PCR
, PCR ,
, - 2 ( hybrid
capture 2 HC2) FDA
HPV t
PCR HPV
HPV-L1
Ll PCR HPV
1
HPV , 14
HPV (16 18 31 33 33 39 45 51, 52 56 58 59 68
73), 3 (26 53 66) 13

HPV (6 11 40 42 43 44 54 61 70 72 81
(CP8304), 83 CP8304),
(HPV) (PCR)
) 13 HPV (16 18 31
33,35,39 45 51,52 56 58 59 68), A

), 10

45 52 53 56 58),
(HPV ) DNA

(PCR -

HPV (16 18 31 33 33

- PCR ), 13

HPV (16 18 31 33 35 39 45 51 52 54

58 59 68), C
, 14

Abbott HPV
HV (16 18 31 33

35 39 453 51 52 56 58 59 66 68), D

), 14

DNA (

HPV (16 18 31

33 35 39 45 51 52 56 58 59 66 68), E

2
2.1 HPV
HPV s Gen-
B ank L1 \
PCR L1
) 30 )
BLAST HPV-L1
30 HPV ,
DNA 10°~ 100 ¢ mL™'
2.2 PCR
30 H
( 10° ~ 10’ s mL '), 10
, « mL ™'
3 ng* mL ™'
\ ABI 7500
Real- Tme PCR
2.3 PCR
3
A
30 HPV 23
, 7 , HPV59 , HPV
53 54, 61, 66 72, 81 1 2

1



Chin J Pham Anal2011, 31(1) — 81 —

1 HPV
Tab 1 Thedetection of HPV plm ids
HPV A B C D E
(HPV wype) (reagentA) (reagent B) (reagent C) (reagent D) (em ol reagent E)

6 - (right) - (right) - (right) - (right) - ( right)

8 - (right) - (right) - (right) - (right) - ( right)

16 +, (right) +, (right) +, ( right) +, ( right) +, ( right)

18 +, (right) +, (right) +, (right) +, ( right) +, ( right)

2 - (right) - (right) - (right) - (right) - ( right)

31 +, (right) +, (right) +, (right) +, ( right) +, ( right)
33 +, (right) +, (right) +, (right) +, ( right) +, ( right)
35 +, (right) +, (right) +, (right) +, (right) +, ( right)
39 +, (right) +, (right) -, ( right) +, ( right) +, ( right)
40 - (right) - (right) - (right) - (right) - ( right)
2 - (right) - (right) - (right) - (right) - ( right)
43 - (right) - (right) +. (cross) - (right) - ( right)
4 - (right) - (right) - (right) - (right) - ( right)
45 +, (right) +, (right) +, ( right) +, ( right) +, ( right)
51 +, (right) +, (right) -, (right) +, ( right) +, ( right)
52 +, (right) +, (right) +, (right) +, ( right) +, ( right)

53 +, ( cross) -, (right) +, (right) —, ( right) -, ( right)
54 +, ( cross) ER (right) -, (right) -, ( right) -, ( right)
56 +, (right) +, (right) -, (right) +, (right) +, ( right)
58 +, (right) -, (m bsal) +, (right) +, ( right) +, ( right)
59 -, (m Bsed) +, (right) -, (right) +, ( right) +, ( right)

61 +, (cross) - (right) - (right) - (right) - ( right)
66 +, ( cross) -, (right) +, ( cross) +, ( right) +, ( right)
68 +, (right) +, (right) -, (right) -, (m issed) +, ( right)
70 - (right) - (right) - (right) - (right) - ( right)
72 +, (cross) - (right) - (right) - (right) - ( right)
73 - (right) - (right) - (right) - (right) - ( right)

81 +, ( cross) -, (right) +, ( cross) —, ( right) -, ( right)

83 - (right) - (right) - (right) - (right) - ( right)
CP8304 -, (right) -, (right) +, ( cross) -, (right) -, ( tight)
(motes): “ +” (detected); “ =7 (mot detected); (right) , (m bsed) s

( cross) ["+ " hdicates the detection( detected); "— " thatwere not detected( not detected); cons slentw ith( right) sad that with the

expec led resulls do notmeet(m ssed) thatdoes not match w ih the expectal results havem ised the phenan enon do notm eet( cross) that does notmaitch the expected resu

have a crossover phenanenon]

25 B : B HPV
Tab 2 Five reagents for the test results tables 30 HPV 29
( 1 N 5 c o y 1 , 1 , HPV 58
contro) £ ( contro
materi) (reagentA) ( reagent B) (reagentC) ( reagentD) reagent E) s 1 2
C : C HPV
23 29 26 29 30 30 HPV 26
(right)
, 4 , HPV 43 66
(m ssed/ 7 1 4 1 0 8]’ CP8304 ’ 1 2
cross) D : D HPV
(notes): (right) s (m ssed /coss) 30 HPV 29
[ Consstentw ith( right) said thatw ith the expected results do not N 1 , HPV 68

meet the(m ksed/ cross) represents the expected resu lis do notmaich] 1
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