OraSure Technologies

Components And Test Preparation

The donor must avoid placing anything in their
mouth for at least 10 minutes prior to the collection.
This includes, food, drink, gum and tobacco products.
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Specimen Collection I I

Have the donor sweep inside of mouth (cheek, gums,
and tongue) and then hold the swab in mouth until the
color fills the indicator window of the strip. It is important
not to bite, suck, or chew on the sponge. If after 7
minutes the saturation indicator has not turned color,
discard the device and repeat the test.
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Remove swab from

Indicator Window

mouth when color fills

the indicator window of

the strip.

Test Activation 2 I

With the test device positioned upright on a

FLAT SURFACE (test device remains in this position
until results are interpreted), the donor removes the
collection swab from their mouth and hands it to the
administrator. The administrator inserts the collection
swab into the device sponge first, pushing and twisting
down until the threaded handle locks in place.

ORALTOX"®
PROCEDURE GUIDE

Negative results can be
read as soon as the
test and control lines me 10m|n

appear on any test strip
(often within 2 minutes).

Presumptive Positive results are to be read at 10
minutes. Interpret test as negative, presumptive positive,
or invalid. Do not read test results after 20 minutes.
Follow your organizations established protocol for
presumptive positive results. After the results have been
interpreted, the OralTox device may be thrown in a
regular trash receptacle.

Invalid Negative Presumptive

Positive

The control line is the uppermost line appearing in
each test area. Before reading the test result lines,
verify that all control lines have formed. Results from
any test without a top control line is INVALID and the
test must be discarded.

Negative

A NEGATIVE result is indicated by two colored bands
appearing on the membrane. One band appears in the
control region (C), and another band appears in the
test region (T). The intensity of the test lines may vary.
Any line, without regard to intensity, color or size, is a
line and indicates a negative result for that drug.

Presumptive Positive

A PRESUMPTIVE POSITIVE result is indicated when
only one colored band appears in the control region
(C), and no apparent colored band appearing in the
test region (T).
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Now FDA 510(k) Cleared For AMP, COC, MET, MTD, OPI, OXY, PCP, THC

Test Interpretation 3 I

AMP

*Amphetamine
50ng/mL

BAR
Barbiturates
50ng/mL

BZO

Benzodiazepines
10ng/mL

CcoC

*Cocaine
20ng/mL

MET

*Methamphetamine
50ng/mL

MTD
*Methadone
30ng/mL

OPI
*QOpiates
40ng/mL

OoXY
*Oxycodone
20ng/mL

PCP
*Phencyclidine
10ng/mL

THC
*Marijuana
40ng/mL

*FDA 510(k) Cleared

. For More Information, Contact: 1-800-672-7873
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