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Development of Chlamydia Trachomatis Fluorescence PCR Diagnostic Kit and Its Clinical Trial CHENG
Gang, HE Yun-shao, ZHOU Xinyu, LI Hu. (DaAn Gene Diagnostic Centers Sun Yat-sen University, Guangzhou 510089,
China)

Abstract [Objective] Use anew F-PCR method to develop a chlamydia trachomatis (CT) diagnostic kit and test it through
clinical trial and compare it with other diagnostic methods. [ Method] A clinical diagnostic kit for CT was developed with F-PCR.
516 clinical secretion samples were tested with this kit, McCoy cell culture method and LCx DNA diagnostic kit from Abbott were
used as the contrast methods. [ Results] The positive rate is 21. 1%, sensitivity 98. 2% and specificity 99. 8%. [ Condusion] F-PCR
is obviously suprior to cell culture method and has the same sensitivity as LCx. F-PCR can be used to monitor DNA of CT in secre-
tion it is useful to dlinical diagnose and therapy effects monitoring.

Key words: polymerase chain reaction, fluorescence; chlamydia trachomatis; reagent kit diagnostic

(polymerase chain reaction,

kT

PCR) .
. e . 1.1
. PCR 398 18
. ; 516 . .
PCR (fluorescence PCR, F-PCR)!! 4h .
. . . 1.2
. , CT CT
PCR 2 . 1.3 CT PCR
(chlamy dia trachomatis, CT) PCR pCTTI1
. 516 . . PCR 228 bp. PCT1. 5
M cCoy Abbott LCx CGA TGA TTT GAG CGT GTG TAG CG 3';
. PCT2: 5 ATA CGA GCC AGC ACT CCA ATT
TC3'; FPCT: 5' TGA GCA ATT TCA
:2002— 05— 21
“863” ( [ 2000] 142 ). 2001 ( [ 2001] 1214 s
( S20010067), - S20010084

(1970—), . .



398

(Acad J SUMS), 2002, 23(5)

TTT TCC GCT CG 3. . PE39%4
( Perkin Elmer ) )
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Fig 1 Electrophoresis map of CI' PCR product
1. negative control; 2. CT F-PCR product; 3. CT normal PCR
product; 4. marker, 600, 500, 400, 300, 200, 100 bp up to down
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Table 1 The positive results of three methods in diagnosing PCR  LCx .1 PCR
cr [ 00 LCx . 4 LCx PCR
Cell culture F-PCR LCx , , s
High-risk population ~ 77(19.3)  108(26.4) 110(26.9) 1 , .
Healthy population 3(2.5) 325 325 , PCR PCR
, ,
2 3 s 1 PCR
Table 2 The comparison among the results of three ’ ° 3
me thods (n) 3 , , 3
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Table 3 The technique indexes of cell culture, F-PCR , PCR Taq 5/%3/
and LCx (%) ( )[ 3 , s
Cell cultute F-PCR LCx o
Sensitivity 72.1 98.2 96. 4 PCR , PCR .
Specificity 100 99. 8 9.0 PCR ., PCR
Accuracy 94. 0 99. 4 98. 4 . .
Positive rate 15.5 21. 1 20.7 . ,
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