INSTRUCTIONS FOR USE

Gonorrhea Antigen
Detection in Swab
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Only for professional in vitro diagnostic use.
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BACKGROUND INFORMATION

Gonortheas.a sexually ransitted disease caused by the bacisrium Nelssoria gonarrhoeae. Gonortheais one of the most common infectious bacterial diseases and is most frequently
intercourse, i ginal, oral infect the throat, producing a severe sore throat. It can infect the anus and rectum,

producing a conditon called proctit. With females, it can ot vagina, causing nitalon withdrinage (vegnls). nfecion of the ureta may causs urefrils with burming, painful

urnation, and a dlscharge When women have symptoms, they often note vaginal discharge, increased urinary frequency, and . Spread of th p

However, symplnms may appear s late as 2 wecks. Apreliminary diagnoss of Gonorthea can be made at the (e of examination. In women, Gonorthea is a common cause of pevic
inflammatory disease (PID). PID can lead to int \d long-lasting, PID the fallopian tub h to cause infertility or increase the risk of
mear or swab of urethral or id Test Device.

INTENDED USE

The Gonorrhea Rapid Test Device (Swab) is a rapid ¢ ic i for the qualitative detection of Neisseriz in female cervi b
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antigen in the sample then sample moves to the test area “T" together with unbound (free) Gonorrhea antibody coated particles. Immobilized antibodies specific to Gonorhea antigen
cannot bind to mobilized Gonorrhea antibody coated particles, therefore no visible colored signal in test area “T" (no colored test line) can be obtained, indicating negative test resull
Regardless of Gonorrhea antigen content of the liquid sample, accumulation of Gonorrhea antibody coated particles produces a visible colored signal in the control area “C” (a c

control line), indicating a valid test result. Colored line should be visible in the control area “C in every case; if no visible colored line in control area “C", test result should be |ndma(ed as
invalid.

PRECAUTIONS AND LIMITATIONS
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10. All patient samples should be handled as taking capable of transmvlllng disease into consideration. Observe established precautions against microbiological hazards throughout all
proper
i illindi igen inthe sample, i is of Gonorrhea,
it in mif i 'tb result. DI
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Store at4-30°C (39-86°F). Donotfreeze.
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SAMPLE COLLEC

N AND PREPARA’

- The quality of specimens obtained are extremely important. Detection of Gonorrhea antigen requires a vigorous and thorough collection technique that provides adequate amount of

intigen.
-To collect Female Cervical Swab Spemmens

- Before specimen collection, remove excess mucus from the endocervical area with a cotton ball and discard. The swab should be inserted into the endocervical canal, past the
sauamcolumnarunction untl mast of the tps o longer visbe, This will permit acauison of colunar orcuboldalepihelal olis which re the main eservoi of the gonococais

organism,
iately, put
Tocalaciiate Urethral Swab Specnmens
~Insert 2- 360° i i ise), for 10 second: o
totreatswabs before collecting samples.
that d collection. Ifimmediate testing is not possible, the patient swab specimens should be placed in a dry transport

i storage orranspart. The swabs may be sored for 46 hours atfoom temperature (15-30°C) or 24 hoursrefgerated (2°C). Dot feeze. Al specimens shouid be allowedto

testtubes, droppers, i ,15M NaOH) Reagent B (0,2N HCI), steril i /abs, i i u
i 2 timer.

TEST PROCEDURE

1.Take the test device out of s pouch. Bring the tests and samples toroom temperature.

2.Extract y

-HoldIheReagentAboulevemcallyandadd5ful|dropsof gentA (300 L) to th ion tube. ReagentAis colorl jately insertthe swab, compress

5 times. Let stand for 2 minutes.
- Hold me Reagent B boﬁle vemcally and add 4 full drops of Reagent B (200 L) to the extraction tube. The solution will turn turbid. Compress the bottom of tube and

urns clear wil greenorblue tint. Ifmeswab is bloody, theoolorwdllumyelloworbrown Letstand for 1 minute.
-Presstheswabagaxnstlhesndeoﬂhetubeandws(hdrawlheswab K ich liquidin th
& Add 3 drops of th 100 uL) tothe sp well (S)of the test, then startthe timer.
Avoid trapping air bubbles inthe speclmen well(S),
4. Waitfor Itat 10 minutes. Do notinterpretthe result after 30 minutes.
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[e] in"C"area, at i texist.
Positive : TwocclcredIlnesarevlslbleln i

ti ng that Gonorrhea antigen exists.
L faintlinein“T"area. E faintline in “T" “positive”.
Invalid : No colored line is visible or only lineis visible in “T" area test should be repeated using a new test device.
©
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NEGATIVE POSITIVE INVALID INVALID

UALITY CONTROL

Tests have built in procedural quality control features. When the test is complete, the user will see a colored line in the “C” area of the test on negative samples and a

colored line in the “T" and “C" area on positive samples. The appearance of the control “C” line is considered as an internal procedural control. This line indicates that

sufficient volume of sample was added as well as valid test result. It is recommended that a negative control and a positive control be used to verify proper test
, state and local

PERFORMANCE EVALUATION
Clinical Study

The Gonorrhea Rapid Test Device has been evaluated with specimens obtained from patients of STD clinics. Culture is used as the reference method for the Gonorrhea
Rapid Test Device. Specimens were considered positive if Culture indicated a positive result. Specimens were considered negative if Culture indicated a negative result.

For Female Cervical Swab Specimens: For Male Urethral Swab Specimens:
Wethod Cutture 7 Wethod Cuttire
Results Positive Negative ) = ok Negathe Total Resuits
GonorrheaTest | positve 7 2 7 Gonorrhea Test | positve 7 2 7
Device Negative 5 83 88 Doy Negative 7 91 98
Total Resuts 7 8 162 Total Rosults o o 115
Sensitivity: 94 % Specificity: 98 % Sensitivity:  92% pecificity: 98 %
+Pedictive V:  97,3% -Pedictive V:  94,4% +Pedictive V:  97,4% sdicig v: 98 %

Intra and Inter Assay

Within-run and Befeen-1un precsion have been determined by using Gonorhes negalive; low, middle and high postive specimens. Ten replicatesof each evel were
tested each day for 5 y d>99% of the time.

Cross-Reactivity

Cross reactivity with other organisms has been studied using suspensions of 107 Colony Forming Units (CFU)/test. The following organisms were found negative when
tested with the Gonorrhea Test Device:

Prote bili

Acinetobacter spp Gardnerella vaginalis Chlamydia trachomatis

Enterococcus faecalis Salmonella choleraesius Group B/C Streptococcus

Enterococcus faecium Candida albi ilus i

Staphylococcus aureus Proteus vulgaris Klebsiella pneumoniae
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