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D\ ANCE

PH and Amines TEST

For the Clinical Eval ] of Infecti Vaginitis

In Vitro Diagnostic(um)

CLIA Complexity: WAIVED

INTENDED USE:

The QuickVue Advance pH and Amines test contains two
qualitative, colorimetric tests for use in the characterization of a
vaginal fluid sample: (1) a pH test that differentiates vaginal fluid
PH < pH 4.7 from vaginal fluid pH = 4.7; and (2} a test that detects
atkali volatilizable amines in vaginal fluid. The test is intended for
use by healthcare professionals.

SUNMARY AND EXPLANATION OF THE TEST

Vaginal discharge and odor are among the most frequent
gynecologicatl complaints and two of the most comman reasons
for an adult woman to visit a physician (1-3). Because vulvovaginal
Infections can result in serious clinical sequelae (4-9), vulvovaginal
symptoms and signs warrant careful evaluation and appropriate
therapy. The diagnostic approach to a patient with vaginal discharge
should include a detailed sexual history and ascertainment of the
source of the discharge (i.e., cervical or vaginal} {1,10.11). The
clinical evaluation of vaginal discharge should include examination
of the following parameters: appearance {color, amount and
consistency); pH; release of a fishy amines odor upon the addition
of 10% KOH {the whiff test); the presence of clue cells; and wet
mount microscopy (1,10-12),

Elevatad vaginal.fluid pH {pH 4.7 or higher) and the detection of a
fishy odor upon adding 10% KOH ta vaginal fiuid reprassnt twa of
the four Amsel criteria (13). The other two Amsel criteria inciude
examination of the vaginal discharge for color. amount and
consistency, and microscopic evaluation of vaginal flusid for clue
cells. The QuickVue Advance pH and Amines test is designed to
provide indications of elevated vaginal fluid pH and the presence
of volatile vaginal fiuid amines. The formation of a blus plus sign
within each test circle indicates a positive test rasult; a blua minus
sign within each test circle indicates a negative test result.

PRINCIPLES OF THE TEST:
Principie of the pH Test .
The QuickVue Advance pH test contains a colorimetric pH
indicator, nitrazine yellow, which produces a visual, geometric
color change within two minutes of sample application. When
contacted with a vaginal fluid sample at or above pH 4.7, the
pH test produces a blue plus sign against a yellaw background.
When contacted with a vaginal fluid sample below pH 4.7, the
PH test produces a blue minus sign against a yellow background.
Pri iple of thho Amii Test:
The QuickVue Advance Amines test contains a colarimetric
pH indicator, bromocresoe! green (BCG). which produces a visual,
geometric color change within two minutes of sample application.
The tast employs a film of BCG ir the yellow test<circle that is
surrounded by a thick black ring covered with a dried alkali
analogous to the potassium hydroxide (KOH) used to perform the
whiff test. The BCG on the yellow amines test circle produces a
visual color change (blue plus sign against a yellow background)
when contacted with a vaginal fluid specimen containing amines
volatilized by contact with the dried alkali on the black ring.

he amines test detects volatile amines at concentrations above
0.5 mM. When contacted with a vaginal fluid specimen that does
not contain alkali volatilizable amines, the amines test produces
a blue minus sign against a yeliow background.

REAGENTS AND VIATERIALS SUPPLIED:
= |ndividually Foil Wrapped Tests (25)
‘» Contains nitrazine yveliow (pH test) and bramocresol green
(amines test)
m Sterile Amine Controlled Cotton Swabs (25):
= Package Insert {1)
= Procedure Card (1)

= Timer

WARNINGS AND PRECAUTIONS:
= Do not use kit contents after the expiration date printed on
the outside of the kit.

= Do not remove the test from foil pouch until ready to use.
Do not use if the foil pouch is not sealed.

m |f 2 blue plus sign {+) of blue minus sign (—} appears in aithar
test circle priar to use, the test should be discarded.

= This product is intended only for vaginal fluid use. Do not touch
or collect vaginal fluid near the cervix. Do not use vaginal fluid
specimens that contain blood. .

= Do not expose unpratected skin to the thick black ring
surrounding tha yellow amines- test circle. It contains an alkali
that may cause skin irritation.

= Dispose of patient samples, containers and used contents in
accordance with Federal, State and Local requirements (14).

= Patient vaginal swabs are not appropriate for any other
purpose, including bacterial culture, after performing the test.

= Use only the amine controlled cotton swabs provided to collect
the sample and perfornmn the test.

= Jo obtain accurate results, you must follow the Package Insert
instructions.

KIT STORAGE AND STABILITY: .
Store kit at 2—30°C, out of direct sunlight, to ensure that the test
ramains stable until -the_ expiration date printed on the auter, box.

SPECINIEN COLLECTION:

Collect an undiluted vaginal fiuid sample using the sterile amine
controiled cotton swab provided with the test. The swab can be
moistened with vaginal fluid by gently stroking the wails of the
vagina. Moisten the swab thoroughly with the sample. The sample
should be tested immediately.

TEST PROCEDURE:- .
NOTE: Apply the swab first to the pH test and then to the
amines test. The alkali in the thick black ring surrounding the
yeflow amines test circle may interfere with PH test resufts ir
the amines test is run first.

1. Remove the test from the foil pauch just before use.

2. Perform the pH test first. Using a circular motion, gently rub
the moistened swah over the entire surface of the pH test.
Rut approximately 10 rimes until the entire surface is
completely wetted.

The same swab should be used to perform the amines
test -

3. Perform the amines test secand. Using a ciscular motion, gently
rub the same swab over the entire surface of the amines test.-
Rub approximately 10 times, starting from the outside black
ring and moving towards the center of the yeliow amines test
circle until the entire surface is completely wetted. The atkali
is picked up on the swab which is then rubbed over the surface
of the yellow amines test circle.

4.The results of the pH test and the amines test are read within
2 minutes after addition of the vaginal sample to both tests.

NOTE: Volatilized amines are transient and the amines test is
correctly interpreted as positive even if the blue plus sign forms
and subsequently fadas within Z minutes.

INTERPRETATION OF RESULTS:

PH Test

Positive Resuit-

The formation of a blue PLUS sign (+) within the pH test circle

indicates a positive pH test. A positive pH test is indicative of
etevated vaginal fluid pH (pH = pH 4.7).

Negative Result: .

A blue MINUS sign {—} within the pH test circte indicatss a negative
pH test. A negative pH test is indicative of normal vaginal fluid pH
{pH < pH 4.7).

Invalid Resuit:

If at 2 minutes the blue MINUS sign (—) does not appear, the test
result is considered invalid. If the test result is invalid, repeat the
test with a new patient sample and new pH and Amines test.

Arnines Test

Positive Result

The formation of a blue PLUS sign {(+) within

the amines test circle indicates a positive amines test. A positive
amines test is indicative of the presence of alkali volatilized
amines. The amines test detects volatile amines concentrations
above 0.50 mM.

Neagsative Rosult:

A blue MINUS sign (—) within the amines tast circle indicates a
negative amines test. A negative amines test is indicative of the
absence of alkali volatilized amines.

Invalld Result:

If &t 2 minutes the blue MINUS sign (—) does not appear. the test
result is considered invalid. If the test result is invalid, repeat the
test with a new patient sample and new pH_and Amines test.

QUALITY CONTROL:

Buili-in Q Control Fe

The QuickVue Advance pH and Amines test contains both buift-in
positive and negative control featurss with each test run. For
daily quality control, Quidel recommends documenting these
controls for the first sample tested each day.

The formation of a blue minus sign (—) in each test circie
within 2 minutes is the internal positive procedural control.
This indicates that the test was working properly. For the pH
test this internal positive contral cantains nitrazine yellow
specifically formulated to change color (from yellow ta blue)
regardless of whether the pH of the vaginal fluid.specimen is
normal or elevated. For the Amines test this internal positive
control contains BCG specifically formulated to change cblor
(from yellow to blue) regardless of whether the vaginal fluid
specimen contains alkali volatilizable amines.

A clear background is an internal background negative control.
if the test has been performed correctly and is working properly.
the background of each test should not change color although
there may be some minor color variations or darkening of the
background colar as a result of watting the test with the vaginal
fluid specimen. If a substantial change in background calar
occurs which interferes with the reading of the test, the result
is considered invalid. Test results should be disregarded and/or
that test repeated. 4

£ Qualtity Co Testing

External controls aiso may be used to demonstrate that the
reagents and assay are performing properly. For this purpose, we
recommend using the QuickVue Advance pH and Amines Control
Set (Catalog Number 20147).

Quidel recommends that positive and negative controls be run

every 25 tests, and as deemsd necessary by your internal quality
control procedures.

LIMITATIONS OF THE PROCEDURE:

= Test results may be affected by improper speciman collection
and/or handting.

m A negative pH and/or amines test result does not exclude the
possibility of bacterial vaginosis.

= Results should be evaluated in conjunction with other clinical
data available to the physician.

EXFPECTED VALUES:

The QuickVue Advance pH test can differentiate vaginal fluid pH
< 4.7 from vaginal fluid pH = 4.7. The QuickVue Advance Amines
test can dstect volatile vaginal fluid amines at a concentration
above 0.50 mM. Eievated vaginal fluid pH is one of the four
clinical {Amsel) criteria. The pressnce of volatile vaginal fluid
amines is one of the four clinical {Amsasal) criteria.

PERFORMANCE CHARACTERISTICS:

The QuickVue Advance pH and Amines test was evaluated

in @ mutti-center study conducted by 12 site personnel at 5
geographically separate clinical sites. While a total of 629 women
wara aenrolled and consecutively tested, individual tables and
analyses utlize fewer than 629 women when incompiste data was
available on individual women. The only protocol exclusion criteria
was the presence of blood in the vagina. Site personnel performed
the following: the QuickVue Advance pH and Amines test: the four
clinical or Amsel criteria - vaginal fluid homogeneity. pH tast, whiff
test and clue cells on microscopy: wet mount for candidiasis and
trichomoniasis; and preparation of a microscops slide for
subsegueant Gram stain analysis.

Among the women enrolled in the clinical study, 418 were
symptomatic (had vaginal complaints). 40 were pregnant; 98 had
candidiasis; 43 had trichomoniasis: and 94 had engaged in sexual
intercourse or used vaginal products within 24 hours of testing
(some women had more than one of these conditions). There
were no statistically significant differences in performance of
the OuickVue Advance test among the subpopulations of women
with these conditions.

195



