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tn the first analysis. the results of the QuickVue Advance pH and
Amines test were substituted in the clinical criteria for the results
of the pH test strip and whiff test. The study subjects were again
categorized as BV positive or BV negative. Discordant results
were reconciled with the Gram stain. Only those women with

a Gram stain score of 7 or above were considered BV positive.
Table 1 shows the agreement, unreconciled-and reconciled. of
this analysis.

TABLE 1

OuickVue Advance vs. pH Tast Strip and WHIFF Test Clinical
Criteria

COMPARATIVE T
METHOD

1 ED
CLINICAL CRITERIA RECONCILED
Positive 85.0% 95.8%

QuickVue Advance Negative 87.7% 99.5%

Clinical Criteria Overall 97.0% 88.5%

in the second analysis, the results of the QuickVue Advance

pH and Amines test were directly compared to the results of the
clinical criteria. The QuickVue Advance test result was considered
positive only when both tests (pH and -amines) were positive. The
QuickVue Advance test result was considered negative in all other
instances. Discordant results were reconciled with the Gram stain
to diagnose BV. Table 2 shows the agreament, unreconciled and
reconciled, of this analysis.

TABLE 2

Combhbined QuickVue Advance pH and Amines Test
Resulits vs. the Amsel Criteria, Discor R 1}
with Gram Stain i :

. . REFERENCE METHOD
COMPARATIVE RESULT | AMSEL CRITERIA N
METHOD Positive Negative
QuickVue Advance Pasitive 138 37 607
Combined pH and Amines Negative . 23 408

REFERENCE METHOD
COMPARATIVE RESULT | AMSEL CRITEHIA GRAM| N
METHOD BECONCILED
Positive | Negativa
QuickVue Advance Positive 163 1 13 607
Combined pH and Amines Negative 18 | 412
[T 'ue Adv Test L4
RBaconclied with Gram stain i)
itivi B83.6
86.9
949.7

Comparison to Clue Cells and the Clinical Criteria:
Vaginal fluid specimens from 363 of the 628 women wsare-
quantitatively analyzed for trimethylamines (TMA). TMA was
detectable in 132 specimens with a mean and median concentration
of 6.95 and 4 mM, respactively (range 0.07—29.6 mM). Of the
104 specimens positive for BV by Gram stain, 100 contained
TMA concentrations between 0.5 and 29.6 mM and 45%
contained 5 miM TMA or less. Ragressjon analyses of these
data showed excellent correlation between the results of the
QuickVue Advance Amines taest and the clinical criteria
{R2=0.998), and between the AuickVue Advance Amines test
and clue cells (R>=0.995).

QuickVue Ady pH Toest d to a pH Test Strip:
The performance of the QuickVue Advance pH test was
established by comparison to a commercial pH test strip
{ColorpHast® pH test strip). Any result equal to or greater than pH
4.7 on the pH test stsip was considered a positive test; any result
less than pH 4.7 was considered a negative test. Discordant
results between QuickVue Advance pH test and the pH test strip
were reconciled using both the clinical criteria and Gram stain.
Applying the Mann-Whitney Rank Sum Test, no statistically
significant differences wers.found between the results of the
QuickVue Advance pH test and the pH tést strip (Table 3).

TABLE 3
QuickVue Advance pH Test vs. pH Test Strip

COMPARATIVE | RESULT | UNRFCONCOED | AMSEL GRAM
METHOD pH Test Swip RECONCHLED | RECONCILED

QuickVue Positiva ! B5.1% 98.5% 96.2%
Advance Negative | B6.6% -] B8.8% 92.7%
pH test Overall 85.8% 893.1% | 84.4%

Comparison to Whiff Test:

The parformance of the QuickVue Advance Aminses test was
established by comparison to the whiff test. Applying the Mann-
Whitney Rank Surn Test, no statistically significant differences
were found between the results of the whiff test and the QuickVue
Advance Amines test. Discordant resuits between the QuickVus
Advance Amines test and the whiff test were reconcited using
both the clinical criteria and Gram stain (Tahle 4).

Table 4

QuickVue Advance Amines Test ve. WHIFF Test

L g of C bined pH Test Strip and WhHiff Test:
COMPARATIVE | RESULT | UNRECO AMSEL GRAwvI
METHOD VVHIFF Test RECONCILED | RECONCR ED|
QuickVue - | Positive | 84.7% 91.2% 87.2%
Advance Nagative| 91.4% 91.7% 84.0%
Amines test Overal! | 89.3% 91.6% 91.7%

The performance of the QuickVue Advance pH and Amines tast
was established by comparison to the results of the combined
pH test strip and whiff test. The QuickVue Advance test resuit
was considered positive only when both tests (pH and amines)}
ware positive. The QuickVue Advance test result was negative in
all other instances. Likewise, the reference tests were considered
positive only when both reference tests (pH test strip and whiff
test) were positive. in all other instances, the reference tests
were considersd negative. Discordant results were reconciled
using both the clinical criteria and Gram stain (Table 5).

Table S

Cambinad QuickVue Advance pH and Amines Test vs. the
Combined Reference Tests

COMPARATIVE | RESULT | UNRECONCILED | AMSEL GRAM
METHOD pH emd WHIFF | RECONCILED | RECONCILED
CurickVue Positive | 65.3% “|'Sb3% 668.0%
Advance Negative| 86.7% 96.3% 98.5%
Combinad tasts [ Ovarall | 92.5% 94.5% 95.2%

CUTOFF PRECISION:

QuickVue Advance pH Test:

The QuickVue Advance pH tast produces a positive result when
-the pH of the vaginal fiuid is = pH 4.7. This performance was
defined in laboratory studies employing coded buffer solutions at
eight different pH values: pH 4.0. 4.3, 4.4, 4.5, 46, 4.7 4.8 and
5.0. Overall agreement of the QuickVue Advance pH tést to caded
buffer solutions wads 96%.

DuickVue Advance Amines Test:

The QuickVue Advance Amines test produces a positive result for
volatile vaginal fluid amines at concentrations abave 0.50 mM.
This sensitivity was defined in laboratary studies emplioying
serially diluted test solutions of individual amines and control
solutions containing no amines. Amines were tested at eleven
differaent concentrations: §,'0.05 mM, 0.10 mM, 0.25 mM, 0.5
mM, 1.0 mM. 2.0 mM, 3.0 mM, 4.0 mM, 5.0 mM and 10.0 mM.
When compared to standardized amines solutions, the QuickVue
Advance Amines test produced an overall agreement of 100%.
Clinical - a itative Asnzi A ysis:

The performance of the QuickVue Advance Amines test was
verified by quantitating TMA in vaginal fluid specimens. 109 of
the 363 specimens tested contained TMA at concentrations above
0.50 mM. The results of the QuickVue Advance Amines test ware
compared to the results of the whiff tast in thess 109 vaginal fluid
specimens with quantitatively determined volatile amines
concentrations above D.50 mM to verify the cutoff precision of the
test in clinical samples. Positive agreement between the QuickVue
Advance Amines test and the whiff test was 98%: negative
agreement was 100%:; and overall total agreement was 98%.

REPRODUCIBILITY STUDY:

Analytical Samples:

The reproducibility of the QuickVue Advance pH and Amines test
was evaluated in three separate studies performed at three
different sites by differant 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) EPS-T2 (Vol. 12 No. 4). The samples tested contained
different levels of volatile amines and pH buffers correspondi ng
to a negative and positive test result. The results of this study
confirms that first time users, trained clinicians and trained
in-house users are able to perform and interpret QuickVue
Advance.pH and Amines tests accurately.

TABLE 6

Reproducibility Study .
EXPECTED AMINES RESULTS
RESULT. H | CONCENTRATION | OBSERVATIONS| CORRECT Yo

[Positive 4.7 1 1 100
Positive 55 1 ] 100

| Negative ] 4.0 1 - i 100
Negative 0.0 1 103 88.2
Positiva 1.0 11 110 99.1
Positive 5.0 ik] il 10D
Clinicel Samples:

The reproducibility of the QuickVue Advance pH and Amines test
was also 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 QuickVue Advance pH and Amines
test. Excellent agreement >94% was obtained bhetween the two
QuickVue Advance test results using duplicate vaginal fluid
specimens.

ASSISTANCE

If you have any questions regarding the use of this product,
please call Quidel's Technical Support number, 800-874-151
{toll-free in the U.S.) or 858-552-1100, Monday through Friday,
between 7:00 am and 5:00 pm, Pacific Standard Time. Outside
the United States, contact your local distributor.
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