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Comparison of two kinds of HLA-B27 detection method in diagnosis of ankylosing spondilitis
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Abstract: Objective
HLA-B27 detection by comparing 2 kinds of HLA-B27 IVD reagent kit approved by CFDA. Methods

samples were collected and detected for HLLA-B27 by the approved reagent kits based on the fluorescence PCR technique and the

To investigate the clinical application value of fluorescence PCR in vitro diagnosis(IVD)reagent kits in the

A total of 573 clinical blood

flow cytometry. The samples with inconsistent testing results by the two kits were further confirmed by the PCR sequencing. At the
same time,about 5% samples of the positive results detected by the fluorescence PCR method were extracted for conducting the re-
testing. Results Among 573 samples,191 samples were HLLA-B27 positive and 382 cases were HLLA-B27 negative by flow cytome-
try;the same samples had 194 cases of HLLA-B27 positive and 379 cases of HLLA-B27 negative by real-time PCR. With flow cytome-
try as reference of the final results,the positive coincidence rate of the two kinds of kit was 96. 33 % (184/191) , the negative coinci-
dence rate was 94. 76 % (362/382) ,27 samples had inconsistent results from the two kinds of assay(accounting for 4. 71% of the to-
tal number of samples) ,the total coincidence rate was 95.29% [ (184+362)/573],the Kappa value was 0. 896(P=0. 02) ; the chi-
square test P=0. 021, the two kinds of testing method had the high consistency,but the differences existed in the testing results.
The re-testing results by PCR sequencing(including 27 samples with inconsistent results by two kinds of kit) were entirely consist-
ent with the fluorescence PCR testing results. Conclusion Compared with the authority method flow cytometry for HLA-B27 tes-
ting in clinic, the fluorescence PCR kit may present more accurate judging ability for the HLLA-B27 testing on the basis of ensuring
the higher consistency of the testing results,is easier compared with the sample preparation and operating procedures,and has the

stronger clinical application value and prospects s.
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