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FOR LABORATORY AND PROFESSIONAL USE ONLY

INTENDED USE

The OSOM?® Trichomonas Rapld Test Is Intended for the qualitative detection of Trichomonas vaginalis
("Trichomonas”) antlgens from vaginal swabs or from the sallne solution prepared when making wet
mounts from vaginal swabs. This test is Intended for use in patients with symptoms of vaginosis/vaginitis
or suspected exposure to the Trichomonas pathogen.

SUMMARY AND EXPLANATION OF TEST

Trichomonas Infection s responsible for the most common, non-viral sexually transmitted disease
(vaginitis or trichomoniasls) worldwide. Tichomonlasis Is a significant cause of morbldlty among all
Infected patlents,*? Effective diagnosis and treatment of Trichomonas Infections have been shown
to eliminate symptoms.® Conventional identlficatlon procedures for Trichomonas from vaginal swabs
or vaginal washes involve the isolatlon and subsequent Identification of viable pathogens by wet
mount microscopy or by culture,® a process that can take 24120 hours. Wet mount microscopy

has a reported sensltivity of 58% versus culture.”” The OSOM® Trichomonas Rapld Test Is an
immunochromatographic assay that detects pathogen antigens directly from vaginal swabs,

Results are rapld, occurring within approximately 10 minutes. .

PRINCIPLE OF TEST

The OSOM?® Trichomonas Rapld Test uses color immunochromatographic, caplilary flow, “dipstick”
fechnology. The test procedure requlres the solubllization of Trichomonas proteins from a vaginal swab
by mixing the swab in Sample Buffer. The OSOM® Trichomonas Rapld Test Stick [s then placed in the
sample mixture and the mixture migrates along the membrane surface. If Tichomonas is present In

the sample, it will form a complex with the primary anti-Trlchomonas antibody conjugated to colored
particles (blue). The complex will then be bound by a second anti-Trichomonas antlbody coated on the
nitroceliulose membrane. The appearance of a visible biue test line along with the red control line will
Indicate a positive resuilt.

REAGENTS AND MATERIALS PROVIDED

25 Test Sticks

25 Sterlle Swabs

25 Test Tubes

1 Sample Buffer vial, 25 m! (sallne buffer with 0.01% sodium azide)

1 Sample Buffer dropper top

1 Positive control swab (contalns sodium azide and a desiccant tablet)
1 Workstation

1 Dlrectional Insert

Note: Extra components (swabs, fubes) have been provided for your convenience
Warning: Contains Sodium Azide

MATERIAL REQUIRED BUT NOT PROVIDED
Atlmer or watch

WARNING AND PRECAUTIONS

» For In vitro diagnostlc use only.

* Follow your clinical and/or laboratory safety guldelines in the collecting, handling. storing. and
disposing of patlent specimens, and all ltems exposed to patlent specimens. Swabs, test fubes,
and Test Sticks are for single use only.

« The Sample Buffer contains saline solution with a preservative (sodium azide) and a detergent at low
concentrations. If solution comes in contact with the skin or eyes, flush with lots of water.

« Solutions that contaln sodium azide may react explosively with lead or copper plumbing. Use large
quantities of water to flush discarded solutions down @ sink.

« Do not use or mix components from different kit lots.

STORAGE CONDITIONS

« Store Test Sticks and reagents tightly capped at room temperature (15°-30° C).

* Do not freeze.

» Do not use Test Sticks and reagents after expiration date.

« Discard unused Test Sticks that have been removed from the canister after 1 hour,

SPECIMEN COLLECTION AND PREPARATION

« Collect specimens from the vaginal cavity with a sterlle rayon swab from the kit

« Use of the swabs supplied In the kit or BD BBL™ CuitureSwab™ (sterlle or with Liquld Stuarts Medla)
Is recommended. Swabs from other suppllers have not been validated. Swabs with cotton tips
or wooden shafts are not recommended.

T MHOLER I SWUIL U JULIT US RUSNIIE W gL COleCHNg INe specimen. dpecimens may be nela arroom
temperature for no longer than 24 hours, Swabs may also be stored at 4° C or -20° C for up to 36 hours.

« To transport patient samples place swab in a clean, dry container such as a plastic or glass tube.

« The solution remaining In the fest tube used for the wet mount may also be used as the sample for
the OSOM” test. To use this sample type, soak a new kit swab in this solution. Using this swab, perform
the complete test procedure detailed below. There must be enough solution left affer the wet mount
o soak the new swab completely. These saline specimens may be held at room temperature for no
longer than 24 hours. These specimens may also be stored at 4° C or -20° C for up to 36 hours.

« Torun a culture as well as the OSOM® Test, separate swabs must be collected because the Sample
Buffer will kill Tichomonas organisms.

QUALITY CONTROL (QC)
The OSOM?® Trichomonas Rapld Test provides two methods of control for the assay: internal controls to
aid in determining test validity, and external controls o demonstrate proper test function.

Internal Procedural Controls
Several controls are incorporated into each Test Stick for routine quallty checks.

1. The appearance of the control line in the results window Is an internal positive procedural control.

Test System: The appearance of the control line assures that adequate sample volume was present.
It also assures that adequate capiliary migration of the sample has occurred and verifies proper
assembly of the Test Stick.

Operator: The appearance of the control line Indicates that enough sample volume was present
for capliiary flow to occur, If the control line does not appear at the read time, the test Is invalid.

2.The clearing of the background in the results area may be documented as an Internal negative
procedural control, It also serves as an additional capiliary flow control. At the read time, the
background should appear white to light grey and not interfere with the reading of the test, The
test s invalid if the background fails to clear and hides the appearance of a distinct control line.
If the background color does not clear and interferes with the test result, the test may be invalid,
Call Sekisui Diagnostics Technical Asslstance at (800) 332-1042 if you experlence a problem.

External Quality Control Testing

OSOM® Test Kits include a Positive Control Swab for external quality control testing. KIt swabs may
be used as negatlve controls. Additional Positive Control Swabs may be purchased separately.

The Trichomonas Posltive Control Kit Is catalog number 182. Use the Controls to ensure that the Test
Sticks are functioning properly. Also, the Controls may be used o demonstrate proper patformance
by the test operator. Quality Control requirements should be established in accordance with local,
state and federal regulations or accreditation requirements. Minimally, Sekisui Diagnostics
recommends that positive and negative external controls be run with each new lot, and with

each new untrained operator.

QC Testing Procedures

The Positive Control Swab Is impregnated with sufficient Trichomonas antfigen fo produce a visible
posltive fest result. To perform a positive or negative control fest, complete the steps in the Test
Procedure section freating the control swab in the same manner as a speclimen swab.

EXPECTED RESULTS

Studles have shown that the incldence of Trichomonas infections by culture in women presenting to
STD clinics Is between 8~37%.9? In a clinical trial involving the OSOM® Trichomonas Rapid Test at seven
sites, Including STD clinics, hospltal emergency departments, and public health clinics, the prevalence
of Trichomonas Infectlons detected by culture or wet mount ranged from 13% to 29%. Up fo 50% of
women Infected with Trichomonas may not be aware of symptomology. The highest incidence of this
dlsease Is found in women with at-risk factors that predispose them to acqulring sexually fransmitted
diseases. Trichomoniasls also has o high likellhood of co-Infection with other STDs, including those that
also result In symptoms of vaginitls.

LIMITATIONS OF THE PROCEDURE

« The OSOM® Trichomonas Rapid Test Is only for the qualitative detection of T, vaginalis antigen from
vaginal swabs and the saline solution remaining from a wet mount of a vaginal swab.,

« The performance of the OSOM® Trichomonas Rapid Test with specimens other than vaginal fluld or

the saline solution remaining from a wet mount of a vaginal swab has not been established.

The results obtalned with this kit yield data that must be used only as an adjunct to other Information

available to the physician.

This fest does not differentiate between viable and non-viable organisms,

This test does not dlifferentiate between Individuals that are carriers and individuals that have an

acute infection.

Patlents with vaglinitis/vaginosis symptoms may have mixed Infections. Therefore a test indicating the

presence of 7. vaginalis does not rule out the presence of Candida vulvovaginitis or Bacterlal vaginosis.

Anegative result may be obtained if the specimen collection Is Inadequate or If antigen concentration

Is below the sensitivity of the test. A negative OSOM® Trichomonas Rapid Test result may warrant

addifional patient follow up.

Women with vaginal discharge should be evaluated for risk factors of cervicltis and pelvic Inflammatory

disease and for other organisms including Neisseria gonorroeae and Chiamydia trachomatis.

Samples contaminated with preparatlons containing iodine or by the immediate prior use of vaginal

lubricants are not recommended.

Staphylococcus aureus in specimens at concentrations higher than 1x10° organisms per mL may

interfere with the test results In negative samples. These concentrations of 8. qureus are higher than

would be expected to be present in normal patient samples.®

-



Vaginal samples were collected from a total of 449 consenting adult patlents presenting to one of seven
adult health centers, The specimens were tested for Tichomonas by wet mount microscopy, culture
(InPouch™ TV BioMed Dlagnostics, Inc.. San Jose, CA) and the OSOM® frichomonas Rapid Test,

Diagnostic Sensitivity and Specificity-—Versus Wet Mount Microscopy Standard Analysis

The performance of the OSOM® Trichomonas Rapld Test was determined using the accepted
caleulations for comparative sensitivity and speclficlty against the results from wet mount microscopy.®
The results from this analysis (with 95% confidence intervals in parenthesls) are summarized in Table 1.

Table 1 '
COMPARISON OF OSOM® TRICHOMONAS RAPID TEST TO WET MOUNT MICROSCOPY

Wet Mount
Microscopy
+ - Total Sensltivity: 69/72 = 96% (95% Cl, 91-100%)
Speciiclty:  345/365 = 95% (95% Cl, 92-97%)
B mmo_se . 40 20 80 Agreement: 414/437 = 95% (95% Cl, 93-97%)
Rapld Test
(vaginal swab) - 3 345 348

Totai 72 365 437
*Of the 20 samples negative by wet mount 16 were positive by culture - 4 were negative,

Diagnostic Sensitivity and Specificity—Composite Reference Standard Analysls

The relative insensliivity of wet mount microscopy versus culture has been reported in the literature, @
Therefore, the performance of the OSOM® Trichomonas Rapld Test was analyzed using a composite
reference standard (CRS) caleulation, which Includes the results from wet mount microscopy and
culture (InPouch™ TV, BloMed Diagnostics, Inc., San Jose, CA). In thls analysls, any sample with a
positive resulf from either wet mount or cuiture was defined as posltive. Accordingly, samples that were
negative In both wet mount and culture tests were defined as negative. The results of the comparlson
of the OSOM® Trichomonas Rapld Test using a standard vaginal swab sample to the CRS are shown in
Table 2; 95% confidence Intervals In parenthesis,

The results of the compatrison of the OSOM® Trichomonas Rapld Test using the sallne remalning from
o:iﬂ :wo%:* sample are shown In Table 3. The comparative sensltivity of each method to the CRS Is
shown In Table 4.

Table 2
COMPARISON OF OSOM® TRICHOMONAS RAPID TEST TO COMPOSITE REFERENCE STANDARD
Composite
Reference
i Standard
+ - Total Sensitlvity: 85/102 = 83% (95% Cl, 76~91%)
Specificity:  331/335 = 99% (95% Cl, 98-100%)
OSOM® R 85 4 80 Agreement: 416/437 = 95% (95% Cl, 93-97%)
Trichomonas
Rapld Test
(vaginal swab) - 17 331 348

Total 102 335 437
*Of the M.o samples negative by wet mount 16 were positive by culture - 4 were negative.

lable 3
COMPARISON OF OSOM® TRICHOMONAS RAPID TEST SALINE FROM WET MOUNT SAMPLE .
0 COMPOSITE REFERENCE STANDARD

Composlte
Reference
Standarg
N . Total Sensitivity: 791105 = 75% (95% Cl, 67-84%)
Specificlty:  337/342 = 99% (95% Cl, 97-100%)
OSOM® 7 Agreement: 416/447 = 93% (95% CI, 91-95%)
Trichomonas * 9 5 84
Amo_muE wwu.
saline from -
wet mount) % 837 363
Total 105 342 447
‘able 4
ENSITIVITY OF EACH METHOD VERSUS COMPOSITE REFERENCE STANDARD
Method Sensitivity
OSOM®Trichomonas Rapld Test (vaginal swab) 83%
0SOM®Trichomonas Rapid Test (saline from wet mount) 75%
Wet Mount Microscopy 71%
Culture (InPouch™ TV) 99%

UL DU

An evaluation of the OSOM?® Trichomonas Rapld Test was conducted at four physiclan offices. Each site
tested a randomly coded panel of negative (6), low positive (3), and high posltive samples (3). Three
operators at each site ran alf 12 samples, which produced the following resulfs:

Sample Agreement

Negative  100% (95% Ct, 95-100%)
Low 97% (95% Cl, 85-100%)
High 100% (95% CI. 90~100%)
Assay Reproducibility

Intra-assay and Infer-assay reproductbility studies demonstrated 100% agreement with expected results.
Testing was performed by two operators, on three fots of OSOM®Trichomonas Rapid Test kits, using
laboratory preparations of high positive, low positive and negative T. vaginalis samples. For Infra-assay
reproduclbillty each sample was tested twenty times within one run. For inter-assay reproducibllity
samples were tested In duplicate, two runs per day, over five consecutive days,

Analytical Sensitivity

The OSOM®Trichomonas Rapld Test detected antigen derived from as few as 2500 organisms per mi.,

a concentration lower than that expected in the vaginai discharge of most positive patlents.® For these
studies the analytical sensltivity of three representative lots of the OSOM® Trichomonas Rapid Test was
determined using antigen prepared from cultured 7. vaginails organisms.

TEST PROCEDURE

Absorbent End Result Window Handle End

Testline  Control Line

When openlng kit for the first time, unscrew the cap from
the Sample Buffer bottle and replace [f with the dropper top
included In the kit. Discard the original Sample Buffer cap.

STEP 1: ADD SAMPLE BUFFER

Using the supplled dropper top. add 0.5 mL of Sample Buffer to
each test fube. Fill the dropper to the line Indlcated on the barrel
of the dropper top and expel entlre contents Info tube. Note: Add
Samptle Bufter to the tube before putting in the specimen swab o
prevent contaminating the Sample Buffer vial.

STEP 2: MIX SWAB IN BUFFER
Put the specimen swab Into the tube.

Vigorously mix the solution by rotating the swab forcefully

agalnst the side of the tube af teast ten flmes (while submerged).

Best results are obtained when the specimen Is vigorously mixed

In the solution.

Aliow to

soak for
1 min

Allow the swab to soak in the Sampie Buffer for one minute
prlor to Step 3.

STEP 3: SQUEEZE LIQUID FROM SWAB

Squeeze out as much liquid as posslble from the swab by
pinching the side of the flexible test tube asthe swab is
removed, At least %" of Sample Buffer solutlon must remain
In the tube for adequate caplilary migration to occur,

Discard the swab In a sultable biohazardous waste contalner.

STEP 4: ADD TEST STICK AND INCUBATE
Remove the OSOM® Test Stick from the canister package.
Recap the canister immediately.

Place the absorbent end (indicated with arrows, see picture)
of the Test Stick info the Sample Butfer solution In the tube. Unused
sticks removed from the canister should be discarded after 1 hour.

STEP 5: READ RESULTS

Read results at 10 minutes (some posltive results may be seen Incubate
earller), See Interpretation of results section. Test is Invalid beyond - for 10 min
the stated read time.

Note: To see the Result Window clearly, remove the Test Stick from i
the test tube while reading results.

Discard used test tubes and Test Sticks in suitable
bichazardous waste container.



Analytical Specificity
The OSOM?® Trichomonas Rapid Test has been shown to be non-reactive with normal vaginal flora and
Infectious agents (including Gardnerella vaginalis and Candida species).

Positive and negative control samples were tested against the following potential Interferents with no
affect on the performance of the OSOM® Trichomonas Rapld test:

Organisms
Bacteriodes merdae Gardnerelia vaginalls ~ Mobuluncus curfsli Shigelia flexnerl
Candida alblcans Trittchomonas foetus  Monella choleragsuls Staphylococcus aureus

Chlamydia frachomatls  Nelsserla gonorthoeae  Salmonella typhimurium  Streptococcus agalactiae
Escherichia coll

T. foetus. C. frachomatis, and C. albicans samples tested af approximately 0.5x 10%. All other samples
tested at approximately 1x10® organisms/mL. Staphylococcus aureus in specimens at concenirations
higher than 1x10°® organisms per mL may Interfere with the test results In negative samples, These
concentrations of S. Aureus are higher than would be expected fo be present In normal patient samples.®

Other Substances
Condoms, with spermicide Hela cells Human biood Vaginal yeast treatment
Douche (vinegan HVEC cells TYM Culture Medium (Monistat® brand)

samples contaminated with preparations containing douche medicated with iodine may Interfere
with negative samples (please refer fo Limitatlons sectlon).

INTERPRETATION OF TEST RESULTS

The appearance of a red Control Line, with or without a blue Test Line, Indicates a vaiid resuit. A biue
or red line that appears uneven In color shading is stlil considered a valid line. In cases of moderate or
high positive specimens, some color behind the Test Line may be seen. As long as the Test Line and the
Control Line are visible, the results are valid.

Positive

FICT
Trichomonas

A blue Test Line and a red Control Line Is a positive result for the detectlon of Trichomonas antigen.
Note that the red and blue lines can be any shade of that color and can be lighter or darker than the
line in the picture.

Negative

C ik
Trichomonas

A red Control Line but no blue Test Line is a presumptive negative result. A negative result means that
no Trichomonas antigen was detected, or that the level of the antigen In the sample was below the
detection limit of the assay.

Invalid

If no red Conitro! Line appears or background color makes reading the red Control Line impossible,
the result Is Invalid. If this occurs, repeat the test on a new Test Stick or contact Sekisui Diagnostics
Technlcal Assistance.
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ASSISTANCE
For technlcal assistance, call Sekisul Dliagnostics Technical Assistance at (800) 332-1042,

RE-ORDER
No. 181 OSOM® Trichomonas Rapid Test (25 tests)
No. 182 OSOM® Trichomonas Posltive Controf

OSOMPIs a reglstered U.S. trademark of Sekisul Dlagnostics, LLC
InPouch™ s a trademark of BioMed Diagnostics, Inc.
Monlstat® Is a registered trademark of McNell-PPC, Inc

MANUFACTURED BY
Sekisul Dlagnostics, LLC 6659 Top Gun Street, San Dlego, CA 92121 USA
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