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FemExam?®

pH and Amines TestCard™

For the assessment of elevated vaginal
pH and the presence of amines.

instructions For Use

s D

®
FemExam® smeen
pH and Amines TestCard™
TEST #1 TEAT #2

AMINES

pH
() A!PL;:::!:A::LUID O
IR

Apply Vaginal Flutd
1o TEST #1 Beiore TESY #2

GoperSurgical

Bnaion, CT 06484
00} 243-2074

M Seohred by
\'f‘m“'.t

PRODUCT NO.: 52-7464-5
52-7464-25
52-7464-50

DISPOSABLE: Discard after single use,

CAUTION: For professional use only,

PACKAGED: &; 25; and 50 individual devices per box,
STORE AT ROOM TEMPERATURE:

59°-77°F (15°-25°C).

USE WITH VAGINAL FLUID ONLY.
FOR IN VITRO DIAGNOSTIC USE

©GoperSurgical

Shelton, CT 003464
Phone: (203} 629-6321
Toll Free: (600) 2432974
Fax: (2031 926-0435

INDICATIONS FOR USE:

The FermBxam®™ Testcard™ containg two qualitative,
colorimetnc tests for use in the characterization of a
vaginal fluid sample:

1. A pH test that differentiates vaginal fluid pH ltess
than pH 4.7 from vagina! fluid pH equai to or greater
than pH 4.7,

2. Atest that detects alkall volatiized amines in vaginal
fluid.

For In Vitro Diagnostic Use Cnly. For Professional Use
Only.

SUMMARY AND EXPLANATION OF THE TEST:
Vaginal discharge and cdor are among the most frequent
gynecological complaints and two of the most common
reasons for an adult woman to visit a physician (1-3.
Because vulvovagina! infections can result in serious
clinical sequelae (4-G), vulvovaginal symptoms and signs
warrant careful evaluation and appropriate therapy. The
ciagnostic approach to a patient with vaginal discharge
should nclude a detailed sexual history and ascertanment
of the source of the discharge (i.e., cervical or vaginal)
(1,1C0.11). The clinicat evaluation of vaginal discharge
should include examination of the following parameters;
appearance (cotor, amount and consistency): pH; release
of a fishy 2mine odor upon the addition of 10% KOH

(the whiff test); the presence of clue celis; and wet mount
microscopy (1,10-12).

Elevated vaginal fluid pH (pH 4.7 or highen) and the
detection ¢f a fishy odor upon adding 10% KOH to
vaginal fluid represent two of the four Amsel criteria (13),
The other two Amsel criteria include examination of the
vaginal discharge for color, amount and consistency, and
microscopic evaluation of vaginal fluid for clue cells.

The FemBExam® TestCard™ is designed to provide
indications of elevated vaginal fiuid pH (pH 2 pH 4.7) and
the presence of volatile vaginal fuid amines. It is intended
o be used as part of the clinical evaluaticn of vaginal
discharge. The formation of a blue plus sign {+) within
each test circle indicates a positive test result; a blue
minus sign within each test circle indicates a negative test
result.

BIESEE 3-1



PRINCIPLES OF THE FEMEXAM® TESTCARD™:
Principle of the pH Test:

The FemExam? TestCard pH test system contains a
tradiitional colerimetric pH indicator, nitrazine yellow, which
produces a visual, geometric color change within

two minutes of specimen application. When contacted
with a vaginal fluid specimen at or above pH 4.7, the pH
test produces a blue plus sign against a

greenish-yellow background. Whnen contacted with a
vaginal fluid specimen below pH 4.7, the pH test
produces a blue minus sign against a greenish-yellow
background.

A narrow minus sign across the center of the pH test
serves as the positive procedural control and is produced
when the pH test is wetted with a vaginat fluid specimen.
The positive control contains nitrazine yellow specifically
formulated to change color (from greenish-yellow 1o blue)
regardiess of whether the pH of the vaginal fluid specimen
is normal or elevated. Although the area surrounding the
undeveloped plus sign within the pH test circle also
contains nitrazine yellow, it is specifically designed not to
change color, regardiess of whether the pH of the vaginal
fluid specimen is normal or elevated, and serves as the
negative background control.

Principle of the Amine Test:

The FemExam® TestCard™ amine test system contains a
traditional colorimetric pH indicator, bromocresol green
{BCG), which produces a visual, geometric color change
within two minutes of specimen application. When
contacted with a vagina! fluid specimen that containg alkal
volatiizable amines, the amine test produces a blue plus
sign against a yellow background. When contacted with a
vaginal fluid spacimen that does not contain alkali
volatiizable amines, the amine test produces a blue minus
sign against a yellow background.

The TestCard™ amine test employs a very thin dried film of
BCG in the yellow test circle which is surcunded by a
thick black ring covered with a dried alkali, sodium
aluminate. The BCG on the yellow amine test circle
produces a visual color changs (blue plus sign) in
response to the pH elevation produced when the BCG s
contacted with a vaginal fiuid specimen containing amines
volatiized by contact with the sodium aluminate on the
thick black ring. The amine test detects volatile amines at
concentrations above 0.5mM.

Sodium aluminate is a strong alkalinization reagent
analogous to the potassium hydroxide (KOH) used to
perform the whiff test capable of volatilizing vaginal fluid
amines. The scdium aluminate on the thick black ring is
physically separated from the BCG in the yellow circle,
Additionally, the BCG Is specifically formulated 1o prevent
the pH indicator from turning color when contacted by an
alkalized vaginal fluid sample that does not contain volatile
amines. However, the BCG is permeable to akaling amine
vapor released by contact of a vaginal fluid sample
containing alkal volatiizable amines with the sodium
aluminate on the thick black ring and produces a blue
color change. A narrow blue minus sign across the center
of the amine test serves as the positive procedural control
and is produced when the amine test is wetted with a
vaginal fluid specimen. The positive control contains BCG
specifically formulated to change color (from yellow 10
blue) regardless of whether the vaginal fluid specimen
does or does not contain alkali volatilizable amines.
Although the area surounding the undeveloped plus sign
within the test circle also containg BCG, it is specifically
designed not to ¢change color upon the addition of the
vaginal fluid specimen, regardless of whether it contains
alkali volatilized amines, and serves as the negative
background control.

REAGENTS:
¢ pH Test - Nitrazine Yellow (1.3 ng/ test)
+ Amine Test - Bromocresol Green (1.8 pg/ test)
* Amine Test Alkali Ring - Scdium Aluminate
(equivalent 10 29.2 pg HCL / test)

WARNINGS AND PRECAUTIONS:

* For In Vitro Diagnostic Use Only.

¢ Do not use a FemBExam® TestCard™ after the
expiration date printed on the foll pouch or if the foil
pouch is not sealed.

» Do not remove the FembExam® TestCard™ from the foll
pouch until ready to use. Once the foil pouch has
been opened, the TestCard™ must be used within
30 minutes,

« Cards with a blue plus sign (+) or blue minus sign (-)
in either test circle prior to the application of a clinical
specimen should not be used and should be
discarded.

* This product is intended only for vaginal fluid use.

* Do not touch or collect vaginal fluid near the cervix.

+ Do neot use vagina! fluid specimens that contain
blood. The FemExam® TestCard™ should not be used
in women who are menstruating or otherwise have
vaginal blood.
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WARNINGS AND PRECAUTIONS CON'T:

* The thick black ring surrounding the yellow amine test
circle contains an alkall, sodium aluminate, and
should be handled with care. Do not expose
unprotected skin o the alkaling sodium aluminate
SNCE it May cause imitation.

* Used FemExam® TestCard™, sample swabs and
other associated materials should be considered
potentially infectious and discarded in appropriate
receptacles. Products should never be reused.

= Patient vaginal swabs are not appropriate for any
other purpose, including bacterial culture, after
performing the FemExam® TestCard™

STORAGE AND STABILITY:

Foil pouches should be stored at room termperature
55° - 77°F (18° - 25°C) to ensure that the

FemBExam® TestCard™ remains stable until the expiration
date printed on the foil pouch.

INDICATIONS OF INSTABILITY:

Indications of possible product deterioration are a tiue
plus sign {+) or blue minus sign (-} in either test circle prior
10 the application of & ¢linical specimen,

SPECIMEN COLLECTION:

Collect an undiuted vaginal fluid sample with a cotten
swab. The swab can be moistened with vaginal fluid by
gently stroking the walls of the vagina. Moisten the swab
thoroughly with the sample. The sample should be tested
immediately,

NOTE: De not use vaginal fluid specimens that cortain
blocd. Do nat touch or collect vaginal fiuid near
the cervix.

MATERIALS:
Materials Provided:
* Individual foil pcuched FemBExam® pH and
Amines TestCard™
* nstructions for Use

Material Not Provided:
* Timer
* Cotton Swabs

DIRECTIONS FOR USE:

CAUTION: APPLY THE SWAB FIRST TQ THE pH TEST
AND THEN TO THE AMINE TEST. The alkali reagent in the
thick black ring surrounding the yellow amine test circle
may interfere with pH test results if the amine test is done
first.

DIRECTIONS FOR USE CON'T:

The FemBExam® TestCard™ contains two specimen
application areas one for the pH test (Test Number 1)
and one for the amine test (Test Number 2).

1. Remove a TestCard™ from the protective foil
pouch prior to use.
The TestCard™ should be used within 30 minutes
once the foil pouch has been opened.

2, Perform the pH test first.
Using & circular motion, gently rub the moistened
swab over the entire surface of the pH test several
times until the entire surface is completely wetted.
The same swab may then be used to perform the
aming test,

3. Apply the swab to the amine test,
Using a circular motion, gently rub the moistened
swab over the entire surface of the amine test
starting from the outside black ring and proceeding
towards the center of the yellow amine test circle,
The alkali is picked up on the swab which is then
rubbed over the surface of the yeliow amine test
circle. The entire surface of the amine test should be
comgletely wetted with the vaginal fluid specimen,

CAUTION:  The black ring surounding the yellow amine
test circie containg a dry alkali, sodium
aluminate, which may cause skin iitation.
Do not contact with exposed skin,

4. The results of the pH test and the amine test
are interpreted within 2 minutes after addition
of the vaginal fluid specimen to both tests.

NOTE: Vo'atilized amines are transient and the amine test
is correctly interpreted as positive even if the blue
plus sign forms and sutsequently fadas within
2 minutes.

RESULTS:

pH Test:

The formation of a tlue PLUS sign (+) within the pH test
circle indicates a positive pH test (pH = 4.7); a blue
MINUS sign (-} within the pH test circle indicates a
negative pH test (bH < 4.7). A positive pH test is
indicative of elevated vaginal fluid pH (pH = pH4.7). A
negative pH test is indicative of normal vaginal fluid pH
{cH < pH 4.7). Elevated vaginal fiuid pH is one of the four
Amsel criteria.
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RESULTS CON'T:

Amine Test:

The formation of a blue PLUS sign (+) within the amine
test circle indicates a positive amine test (presence of
amines volatiized by an alkali); a biue MINUS sign (-}
within the amine test circle indicates a negative amine test
{absence of amines volatilized by an alkali). A positive
amine test is indicative of the presence of alkali volatilized
amines. The aming test detects volatile amine
concentrations above 0.5mM. A negative amine test is
indicative of the absence of alkali volatiized amines. The
presence of volatike vaginal fluid amines is one of the four
Amsel criteria.

Test Resuit Combinations:

There are four possible FemExam® TestCard™ results:

(1) positive pH test and negative amine test; {2) positive
pH test and positive amine test; (3) negative pH test and
positive amine test; and {4) negative pH test and negative
amine test,

QUALITY CONTROL:

Each test on the Fem Exam® TastCard™ contains both a
built-in positive procedural control and a negative
background controt, The controls are performed
simultaneously with the tests by the addition of an
undiluted vaginal flid specimen to each test circle.

Positive Procedural Control:
Tre formation of a blue minus sign (=) in each test circle
within 2 minutes is the positive procedural control. If no
minus sign forms within 2 minutes, this indicates a
possible failure of that test due 1o either an inadequate
vaginal fluid specimen or test reagent detenoration.
Results for hat test should be disregarded and/or that
test repeated.

Negative Background Control:

The background of each test should not change color
although there may be some minor color variations or
darkening of the background color as a result of wetting
the test with the vaginal fluid specimen. A substantial
change in background color of a test indicates a potential
failure of that test due to the presence of an interferent.
Results for that test should be disregarded and/or that
test repeated.

External Controls:

Solutions containing the following materiats may also be
used as separate controls, If the controls do not perform
as expecied repeat with another FemExam® TestCard™ or
call Customer Service at CooperSurgical
(1-B00-234-2974). Follow state, local and federal
reguiations for quality control.

pH Test Negative Control:

Citric Acid, Monohydrate 1.68 grams

Scdium Citrate, Dihydrate 1.18 grams

Bovine Serum Albumin 8.00 grams

Deionized Water Dissolve to final volume
of 40mil.

pH Test Positive Control:

Citric Acid, Monohydrate 0.12 grams

Sodium Citrate, Dinycrate  0.42 grams

Bovine Serum Albumin 8.00 grams

Deionized Water Dissclve to final volume
of 40m.

Amine Test Negative Control:

N-Propanol 0.10 grams

Methylcellulose 2.80 grams

Citric Acid, Monohydrate 3.93 grams

Sodium Citrate, Dihydrate  3.07 grams

Deionized Water Dissolve to final volume
of 100ml.

Amine Test Positive Control:

N-Propana! 4.00 grams

Methyicellulose 2.50 grams

Citric Acid, Monchydrate 0.C9 grams

Sodium Citrate, Dihydrate  0.32 grams

Trimethylamine, HCL 0.05 grams

Deionized Water Dissohve to finat volume
of 100ml.

LIMITATIONS OF THE PROCEDURE:

« Test results may be affected by improper specimen
collection and/or handling.

* Elevated vaginal fluid pH and/or the presence of
volatile vaginal fluid amines is not diagnostic for a
vaginal disorder,

* The FernExam® TestCard™ should not be used in
women who are menstruating or ctherwise have
vaginal bloog.

* Failure to follow instructions may adversely affect
performance of the FemExam® TestCard™ as
described in the package insert.
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EXPECTED VALUES:

The FemExam® TestCard” pH test can differentiate vaginal
fluid pH< 4.7 from vaginal fluid pH = 4.7. A positive
FerrExam™ TestCard™ pH test means that the pH of the
vaginal fluid is 2 4.7. A nagative pH test result means that
the pH of the vaginal fiuid is < pH 4.7.

The FembExam® TestCard ™ amine test can detect volatile
vaginal fluid amines at a concentration above 0.50mM. A
positive FernbExam* TestCard™amine test means that the
vaginal fluid contains volatile vaginal amines at a concen-
tration above C.50mM. A negative amine test result
means that the vaginal fluid containg volatile amines at a
concentration below 0.50mM.

Paired Subpopulations:

A total of 604 women were tesled, among these women,
416 had vaginal complaints; 40 wera 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 significant differences in
performance of the FemExam™ TestCard™ among the
subpopulations of women with these conditions.

PERFORMANCE CHARACTERISTICS:

Method Comparison:

The FemExam® TestCard™ pH and aming tests were
evaluated in a statistically designed study conducted by
12 site personnel at & geographically separate clinical
sites. While a total of 628 women were enrclled and
consecutively tested, individual tables and analysis utiize
fewer than 629 women. Incompiete data was available on
individual women, thereby reducing the number of
specimens used In a particular analysis. The only protocol
axclusion criteria was the presence of blood in the vagina.
Three different production lots of the FemExam®
TestCard™ were used in the clinical study,

FemExam® TestCard™ pH Test:

In the clinical study, independent investigators evaluated
the performance of the FermExam® TestCard™ pH test to
differentiate vaginal fluid cH less than pH 4.7 from vaginal
fluid pH equal to or greater than pH 4.7. The performance
of the FemExam™ TestCard™ pH test was established oy
comparison to a commercial pH test strip (ColompHast
pH test strip) in 607 women (TABLE 1. Any rasult equal to
or greater than pH 4.7 on the pH test strip was
considered a positive test; any result less than pH 4.7
was considered a negative test.

TABLE 1:
FEMEXAM® TESTCARD"™ pH TEST
COMPARED TO A pH TEST STRIP

COMPARATIVE ! pHTESTSTRIP |
METHOD | RESULT — 4

! POSITIVE | NEGATIVE
]

. o 1

FEMEXame POSITVE, 263 = 40 |

TESTCARD™ -~ : - boeor
PHTEST  NEGATIVE. 48 . 288

!

Positive agreement between the FemExam® TestCard” pH
test and the pH test strip was 85.1%; negative agreement
was 86.6%,; and overall agreement was 85.8%.

FemExam® TestCard™ Amine Test:

In the clinical study, independent investigators also
evaluated the performance of the FemExam® TestCard™
amine test to detect alkali volatifizable armines in vagina!
fluid. The peformance of the FemExarm® TestCard * amine
test was established by comparison to the whiff test in
617 women (TABLE 2}. The FermExam® TestCard™ aming
test detects volatile vaginal fluid amines at concentrations
above 0.50mM.

TABLE 2:
FEMEXAM® TESTCARD"” AMINE TEST
COMPARED TO THE WHIFF TEST

[REFERENCE METHGD:

COMPARATIVE ! . iFF TEST ;

- ResyLr - WHIFRTEST o0y

METHOD | POSITIVE | NEGATIV

‘ S
FEMEXAM®  POSITME:  1eg 36
TESTCARD™ © - -wroc— - 617
AMINE TEST !NEGATIVEE 30 385

i : .
{ 1

Positive agreement between the FemExam® TestCard™
aming test and the whiff test was 84.7%,; negative
agreement was 91.4%,; and overall agreement was
£9.3%,

CUTOFF PRECISION:
FEMEXAM®* TESTCARD™ pH TEST:

Analytical Samples:

The FemBExam* TestCard™ pH test produces a positive
resutt when the pH of the vaginal fluid is = pH 4.7, This
performance was defined in laboratory studies employing
binded, coded butfer soiutions at eight different pH values
(PH4.0,43, 44 45 46, 4.7, 48, and 50)

{TABLE 3). A total of 104 observations were made.

9
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TABLE 3:
FEMEXAM?® TESTCARD™ pH TEST
CUTOFF PRECISION

] CODED BUFFER
COMPARATIVE : Y

i
.. _SOLUTIONS |
METHOD RESULT " pogimve | NEGatve | N
{pH = 4.7} {pH < 4.7)
FEMEXAM* | POSITIVE 35 i 0
TESTCARD™ ——T — 104
pHTEST  INEGATIVE 4 i 65

TABLE 4:
FEMEXAM® TESTCARD™ AMINE TEST
CUTOFF PRECISION

COMPARATIVE Al STNAE SOLUTION
|_AMINE SOLUTION * |
METHOD RESULT |“posiTive | NEGATIVE N
{> 0.50mM} | {< 0.50mM)
FEMEXAM® POSITIVE 105 0
TESTCARD" 165
AMINE TEST | NEGATIVE 0 60

100% of the cbservations correctly interpreted the
FemExam® TestCard™ pH test as negative using coded
buffer solutions with a pH < 4.7, 90% of the observations
comrectly interpreted the FemBExam® TestCard™ pH test as
positive using coded buffer solutions with a pH 2 4.7,
When compared to the coded buffer sclutions, the
FemBExam® TestCard™ pH test produced an overall
agreement of 96%.

Clinical Samples:

The performance of the FemExam® TeslCard™ pH test
was also verified in the clinical study using vaginal fluid
spacimens from 607 women (TABLE 1), Clinical study
participants determined the pH of the vaginal fluid
specimens using the ColorpHast® pH test strip and
recorded the numerical pH vatue on the Case Report
Form. These gH test strips have 14 individuat pH color
keys covering the pH range of 4.0-7.0 which are defined
by a color chart provided by the manufacturer, Applying
the Mann-Whitney Rank Sum Test, no statistically
significant differences (positive, negative or overall) were
found between the results of the pH test strip and the
FemExam® TestCard™ pH test.

FEMEXAM® TESTCARD™ AMINE TEST:

Analytical Samples:

The FemExam® TestCard™ amine test produces a positive
result for volatile vaginal fiuid amines at concentrations
above 0.50mM. This sensitivity was defined in laboratory
studies employing serially diluted calibrated test sclutions
of individual amines and control selutions containing no
amines (TABLE 4). Amines were tested at 11
concentrations: G, 0.05mM, 0.10mM, 0.25mM, 0.5mM,
1.0mM, 2.0mM 3.0mM, 4.0mM, 5.0mM and 13.0mM.
Coded solutions were tested in triplicate by investigators
blinded to the contents of the test solutions. A total of 185
observations were made.

10

(a) Solutions of five armines (timethylamine, methylamine,
isobutylaming, amylamine and phenylethylaming) were
fested.

The minimum concentration of each volatile amine which
produced a positive FemBExam® TestCard™ amine test
result in 100% of the tests was 0.50mb. All
concentrations of each amine at a concentration of
0.50mM or higher produced a positive FernExam®
TestCard™ amine test resutt, When compared to the
standardized amine solutions, the Fem&xam® TestCard™
amine 1est produced an overall agreement of 100%.

Clinical Samples - Quantitative Amine Analysis:
The performance of the FemBExam® TestCard™ amine test
was verified by guantitating volatile amines in vaginat fluid
specimens. Vagina! fluid specimens from 123 of the 829
waornen who parlicipated in the clinical study were
quantitatively analyzed for volatile amines. Of these 123
vaginal fluid specimens. 1089 contained amines at
concentrations above 0.50mM. The results of the
FemExam® TestCard™ amine test werg compared to the
results of the whiff test in these 109 vaginal fluid
specimens with quantitatively determined volatile amine
concentrations above 0.50mM to verify the cutoff
precision of the FermExam® TestCard™ amine tast in clinical
samples.

11
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TABLE 5:

FEMEXAM?* TESTCARD™ AMINE TEST CUTOFF
PRECISION COMPARED TO THE WHIFF TEST IN
VAGINAL FLUID SPECIMENS QUANTITATED FOR
AMINE CONTENT

REFERENCE METHOD:
COMPARATIVE RESULT WHIFF TEST N
METHOD POSITIVE | NEGATIVE
FEMEXAM* | POSITIVE 89 0
TESTCARD"™ 109
AMINE TEST NEGATIVE 2 18

Positive agreement between the FemExam® TestCard™
amine test and the whiff test was 98%; negative
agreement was 100%; and overall agreement was 98% in
109 vaginal fiuid specimens with volatile amine
concentrations above 0.50mM.

Clinical Samples:

The performance of the FemExam® TestCard™ amine test
was also verified in the clinical study using vaginal fluig
specimens from 617 women [TABLE 2), Clinical study
participants determined the presence of detectable volatile
vaginal fiuid amines using the whiff test and recorded the
results on the Case Report Form. Applying the
Mann-Whitney Rank Sum Test, no statistically significant
differences (positive, negative or overall) were found
between the results of the whiff test and the FernExarm®
TestCard™ amine test,

REPRODUCIBILITY STUDY:

Analytical Samples:

The total reproducibility of the FermExam® TestCard™ was
evaluated in three separate studies performed at three
different sites by different types of users: (1) at 3 physician
offices by 4 first time users; (2} at 2 clinical sites by 2
experienced, trained health care providers; and (3)
in-house by 3 trained users. The study was conducted
following the general guidelines outlined in the National
Committee for Laboratory Standards (NCCLS) EP5-T2
(Vol. 12 No. 4). The samples tested contained different
lavels of volatile amines and pH buffers corresponding to
a negative test result and a positive test result.

12

TABLE 6:
REPRODUCIBILITY OF THE FEMEXAM®
TESTCARD™ pH AND AMINE TESTS USING

ANALYTICAL SAMPLES
T

E:gSES,}ESD - oonG. (oBSERvATIONS| _ RESULTS

| FE 7 |coRRECT| %
POSITIVE | 4.7 TR 100

POSITIVE | 5.6 | 11 100
NEGATIVE | 4.0 111 111 100
NEGATIVE 0.0 114 109 |82

_I;DSITIVE . 1.0 111 110 99.1 7
POSITIVE 5.0 11 M 100

The resuits of this reprocucibility study confirms the firgt
time users, trained clinicians and trained in-house users
are able to perform and interpret FemExam?® TestCard™

pH and amine tests acourately.

Clinical Samples:

The reproducibility of the FemExame® TestCard™ was aiso
tested using duplicate vaginal fiuid specimens obtained
from 94 women at two separate clinical sites, Each of the
two swabs was used to perform a FemBxam® TestCard™
pH and amine test. The results from each FemExam®
TestCard™ were compared (TABLE 7).

TABLE 7:

REPRODUCIBILITY OF THE FEMEXAM®
TESTCARD™ pH AND AMINE TESTS USING
VAGINAL FLUID SAMPLES

FEMEXAM® i RESULTS
.| CBSERVATIONS
TESTCARD P:GREEMENT %
pH TEST 196 . 188 96
AMINE TEST; 198 j 186 | 94

The two FemExam?® TestCard™ pH tests produced an
overall agreement of 96% using duplicate vaginal fiuid
specimens. The two FemBExam® TestCard™ amine tests
produced an overal agreement of 94% using duplicate
vaginal fluid specimens.

13
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