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Development and clinical trial of fluorescence PCR diagnostic kit to detect Mycobacterium
tuberculosis
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Abstract: Objective Todevelopanewdiagnostickitfor Mycobacterium tuberculosis (TB) detection onthe basis of
fluorescence PCR (F-PCR) and conductclinical tria of this kit for assessing its performance in comparison with other
diagnosticmethods. Methods Wecollected546c¢lini cal sputumsampl esfrompatientswithphthisi sandnormal subjectsto
examine TBbywayofF-PCRinparallelwithexamination with modified R.culture, auramine smearwith fluorescence
stainingandL CxDNAdiagnostickitfromAbbottforcomparison. Results A clinicaldiagnostickitforTB detectionwas
developedwithF-PCR, andclinicaltrial showedthatitspositivityratewas49.1%, sensitivity89.2%, specificity98.8%and
efficiency93.6%. Conclusion F-PCRisobviouslysuperiortoculturemethodandsmearmethodandcomparablewithL Cxin
termsof sensitivity,andcanbeusedtomonitorTBDNAinthesecretionstofacilitateclinical diagnoseandtherapeuticeffects
monitoring.
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1.2.2 TBF-PCR A,
1S986 EMBL 133 A= A-A,
MTIS986 PCR 349bp A, N A, P1
PTB1 5-TCGCCCGTCTACTT A, P2 3 P2>P1>1.3*N
GGTGTT-3 PTB2 5-TGATGTGGTCGTAGTAGGT
C-3 FPTB 5-ACAACGCCGAATT
GCGAAGGGC-3' PE394 A, >1.3*N
PerkinElmer 14
Waters650HPL C Waters 141
Abbott LCx
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1.2.3.1 TB-PCR PTB1 1.4.2
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Img/ml 10 I 45 | alb+c/d 297
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