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FRONTLINE® COCAINE

Immunochromatographic test for cocaine
and cocaine metabolite

Cocaine and cocainc metabolite test system
(per 21 CFR §862.3250)

TDx® Cocaine Metabolite

FRONTLINE® COCAINE isah eous
immunochroma hic assay for use in the qualitive
analysis of cocaine metabolite lecgonine) in human
urine. The assay is based on Gold -Optical-read

Rapid Immuno Assay ( technol Each test
mp conmns GLO%“ racnogm a

benzoylecgonine derivative labeled with colloidal
(conjugate) and benzoylecgonine pol bd.gd
agents, stabilizers and preservatives en
mmedmmﬁnmtuipabcabsﬁovdmofﬂmd
necessary for the ¢ reaction to occur. By

cap:llaryacﬂon,theumcpmthouzha
containing soluble conjugass which y binds to ﬂxe

benzoylecgc:nme analyte. Bxcess conjugate is retained by
the solid phasc in & soparate compertment. Only that
conjugate wnh bound- hc‘onine malyne passes to the
detection pad where a analyte complex
is viewed The color developed on the padis
visually with a scale on the tost strip vial.
tensity of the color dev: correlates with the
concemradon of the analyte in the samplc and the user may
classify the analyte sample as: negative or posinve
(2300 ng/mL).

For use in the qualitative analysis of cocaine metabolite
g%?zoylecgomne) in human urine at a cutoff concentration of
n

g/mL. _
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Rapid Immuno Assay (GLORIA) tec . test stri;
contains monoclonal antdbodies reactive to a lecgomnl:
derivative labeled with colloidal (ca\ingntc)n'ngl
benzoylecgonine agents, subilizersand
pmavauve:é plmc).Whenhmundmmthemtsmp
:m:tkmthe umndﬂu mf:cme througx
10 occur, urine passes a
t y% which speci

binds 10 the benzoy : m,my

b e et Gy

daectfo.:padwhaeand ' W&wmmplais
on the i

viewed. The color pad is compared
visually with a scale on the test strip vial,

FRO is & non-instrumented assay and
requires no user calibration.

TDx® Cocaine Metabolite is a fluorescence polarization
immunoassay (FPIA) in which the change in fluorescence
polarization due 1o antibody binding correlates with the
concentration of analyte in the sample. Results are mcasured
with a suitable instrument and cornpared to those generated by
defined calibrators.

Comparisan 1o FPIA. A total of 513 metabolized urine les
were evaluated at two sites, m&« were FRO @
positive and 450 were FRO ® negative when
compared to FPIA and the confirmation method. Five samples
were classified as false positive.

FRONTLINE® COCAINE is substantially equivalent to
other commercially available cocaine metabolite test systems.



