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Summary of Safety and Effectiveness Information
Supporting a Substantially Equivalent Determination

The following information as presented in the 510(k) Premarket Notification for
IMx SELECT Chlamydia constitutes data supporting a substantially equivalent
determination:

Mx SELECT Chlamydia is a Micropaticle Enzyme Immunoassay (MEIA)
for the qualitative detection of chlamydial LPS antigen and is indicated for
use in testing female endocervical swab specimens, and male urethral swab
specimens from symptomatic individuals to identify Chlamyia trachomatis.

The IMx SELECT Chamydia Blocking Reagent may be used to verify the

chlamydial specificity of the antigen detected.

IMx SELECT Chlamydia is compared to isolation of C. trachomatis in
tissue culture.

IMx SELECT Chlamydia and isolation of C._trachomatis in cell culture
are substantially equivalent in that:

a, Both are intended for the detection of C. trachomatis infection.

b. Both are in vitro tests.

IMx SELECT Chlamydia and isolation of C_trachomatis in cell culture differ
in that:

a. IMx SELECT Chlamydia measures C. trachomatis antigen and
therefore detects chlamydia which fail to grow in cell culture.

b. IMx SELECT Chlamydia can be preformed in less than ninety
minutes whereas cell culture techniques require a minimum of

48 hours before results are obtamed.

c. IMx SELECT Chlamydia specimens do not require special
handling and storage procedures to retain viability.
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A total of 1647 specimens were obtained from patients attending 6 different clinics,
including sexually transmirted disease clinics, family planning clinics and OB/GYN
clinics. The overall results, presented by symptomology and by prevalence and
site, are shown in the tables below:
IMx SELECT Chlamydia Performance versus Culture with Discordant Resolution by DFA
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In conclusion, the IMx SELECT Chlamydia Assay is substantially equivalent
to the isolation of C. trachomatis in cell culture for the detection of
C. trachomatis antigens in endocervical and male urethral swab specimens.

Prepared and submitted May 7, 1996
Greg Murawski

847-937-0109

Abbott Laboratories

200 Abbott Park Road

Abbott Park_ Tll. 60064-3537

R

g
N

o
(A%

2.0



