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LCx® Neisseria gonorrhocae Assay

SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION
SUPPORTING A SUBSTANTIAL EQUIVALENCE DETERMINATION

The following information as presented in the Premarkzt Notification (510(k) for LCx
Neisseria gonorrhoeae Assay) constitutes data supporting a substantially equivalent
determination.

The LCx Neisseria gonorrhoeae Assay uses LCR™ (Ligase Chain Reaction) amplification
technology in the LCx Probe System for the direct, qualitative detection of a specific target
nucleic acid sequence in the Opa gene of Neisseria gonorrhoeae in female endocervical and
male urethral swab specimens or in male and female ur. ne specimens from symptomatic
and asymptomatic males and females.

The LCx Neisseria gonorrhoeae Assay is substantially >quivalent to the culture method.

The two methods are similar in that:
-Both assays detect the presence of N. gonorrheeae.
-Both assays are in vitro tests.
The two methods differ in that:
-The LCx Neisseria gonorrhoeae Assay detects the DNA of N. gonorrhoeae
organisms, while the culture method detects the whole organism.
-The LCx Neisseria gonorrhoeae Assay detects the DNA of N. gonorrhoeae in male
and femnale urine.

In four U.S. sites, the performance characteristics of the LCx Neisseria gonorrhoeae Assay
were determined by comparing assay results to results cf culture for Neisseria
gonorrhoeae. The overall results presented by specimen type and storage condition are
shown in the table below.

Performance Summary Compared to Cultire: Frozen Specimens
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Performance Summary Compared to Culture: Fresh Specimens

L

LCx Pas ocs t'eg Heg Sensitivily Sprec i iaon

Sampie Type Sywrptemaiclogy  Total Culture Pos Neg o8 Neg 198y ¢ (9sy o1
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The analytical sensitivity of this assay (limit of detection) is 10 Colony Forming Units
(CFU) of any of the 6 auxotrophs of Neisseria gonorrhoeae. The analytical sensitivity of
this assay was determined by a serial dilution study on all 6 auxotrophs (auxotype 1, 5, 9,
12, 16, and 23) of Neisseria gonorrhoeae. Each auxotroph was diluted to less than 10 CFU
per reaction and tested in the LCx Neisseria gonorrhoeae Assay. In all cases, each replicate
of a dilution giving 10 CFU per test (100 ul specimen volume) was positive by the LCx
Neisseria gonorrhoeae Assay.

91 bacteria, parasites, viruses, yeast and fungi, including organisms that are commonly
found in the urogenital tract and 12 non-gonococcal Neisseria species were tested by the
LCx Neisseria gonorrhoeae Assay. All gave negative results indicating the specificity of
the test.

In conclusion the LCx Neisseria gonorrhoeae Assay 1s substantially equivalent to culture
for detection of Neisseria gonorrhoeae in endocervica:, male urethral, female and male
urine specimens.

Prepared and submitted April 1, 1996
Mary Spiewak
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