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FEMLAB® VAGINITISTEST KIT
The FemLabVaginitistest kit isascreening devicefor usein the detection of the major formsof vaginitis
invaginal fluid specimensfrom women concerned about their vaginal health.

SUMMARY AND EXPLANATION OF THE FEMLAB VAGINITISTEST KIT
Vaginitisisdefined asirritation of the vagina, atroublesome condition that affects millions of women of
al agesin all parts of theworld. The most common types of vaginitis are Bacterial vaginitis, Candida
yeast infections, Trichomoniasis, and Chlamydia trachomatis. These common forms of vaginitis can
usually be treated effectively with prescription or over-the-counter medication if correctly diagnosed.
However, if | eft untreated, misdiagnosed or incorrectly treated, vaginitis can produce serious conseguences
such as sterility or miscarriage, and it can be aprecursor to cancer.

Thevarioustypes of vaginitiswill bediscussed in detail in alater section of this packageinsert.

The FemLab® test kit isan easy to use product that can accurately diagnose common types of vaginitis
within afew minutes. Thetest kit isintended to be used by or under the direction of atrained medical
professional. The test kit is very easy to use and only minimal training is necessary for staff level
techniciansto become proficient in the accurate diagnosi s of vaginitisin any particular case. Such trained
professionalscan also easily instruct or assist patientswith the use of the kit on their own. To usethekit,
samples of vaginal fluids are taken on sterile swabs, and are either applied to test zones on the test kit
platform, or diluted in a specially designed buffer delivery system for application to the remaining test
zones. Thetest resultsare evaluated by comparing the color change resultsfor each of the six test zones
to the colors on the test cassette, and then consulting the diagnosis protocol described later in this
document. Each major form of Vaginitis may be accurately diagnosed by following this methodol ogy.
Treatment or recommended treatment regimensrequire the consultation of amedical professiond. FemLab
isnot to be used for self-diagnosis and self-treatment.
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INTENDED USE

The FemLab test kit will beused only on sitein physician's offices, clinics, and hospital or professional
laboratories - point of care sites- wherewomen will visit in person to have thetest performed. Thetest
kit procedures may be performed only by trained medical professionalswho have carefully read, and
understand, the Instructions for Use. Samples must be tested on site, and may not be transported for
testing in remotelocations. The FemL ab test kit may not be used at apharmacy, unlessthe pharmacy is
also aprofessional laboratory or other point of care site, where women visit in person to have the test
performed by amedical professional who hasbeen trained in the use of thetest kit. Samples may not be
transported for testing in remote locations. Asthe FemLab test kit isto be used as a screening tool, the
diagnosisof any vaginitiscondition will depend on the careful analysisof the FemL ab resultsasdescribed
inthisdocument. All final diagnostic conclusions, including medical decisionsregarding patient trestments,
aretheresponsibility of thetreating medical professional. TheFemLabtest kitisprimarily ascreeningtoal,
and any positiveresultsshould alwaysbereferred to aclinician for further eval uation and for treatment.

PRINCIPLES OF THE TEST

TheFemLabtest kit hasatotal of seven sample application zoneson the small plastic test platform. Each
test zone and the color changes for each positive and negative result are described in detail in this
document. The seven test zones are individual chemical and biological tests that screen for specific
chemical or biological aspectsof thevaginal fluid samples. Thesetest zones can accurately differentiate
between the various disease states (see I nterpretation of Results|ater in this document). Vaginal fluid
samplesare collected in athree-step collection procedure; two samplesare used directly on test zones, and
the third is diluted in a custom designed buffer dilution and delivery system. The test results are
determined by observing color changes on each test zone following sample application. Thecolorsare
compared to a color chart on the test cassette to draw conclusions as to the results of each test. A
diagnostic protocol to accurately determinethe condition causing the vaginitiswill be described inthis
document. Thediagnostic protocol detailed bel ow, and the sampl e collection and application instructions
must befollowed closely to achieve an accurate diagnosis. Descriptions of each test zone, drawingsof the
test cassette and recommended methods of use are shown below.

ZONE 1: PH ZONE
Thenormal pH of vaginal fluidisintherange 3.8 - 4.2. After application of thetest fluid sample, if the
pH test zone (zone 1) turnsfrom pink to light blue-green within 3 minutes, the pH is above 4.7, which
indicatesapositiveresult. If thevaginal fluidisbelow pH 4.7, the color remains pink, indicating normal
vaginal pH. The pH zone change to alight blue-green color - an abnormally high pH - is a positive
finding, consistent with bacteria vaginitisand/or trichomoniasis, microorganismsthat impair the growth
of thenormal vaginal lactobacilli, which keep pH low.

ZONE 2A - 2B: GARDNERELLA ZONE
Anenzymeactivity test specifically designed to detect the presence of Gardnerellavaginaisbacteriaand
afew other infectious bacteriain vaginal fluid specimensisusedin Zone 2. Thedevelopment of avisible
peach-to-pink-to-red color onthetest swab after application of thevaginal fluid sample onto thetest zone
isapositivetest result, indicating the presence of GardnerellaBacteria vaginitis. No color changeonthe
test swab indicatesthereisno Gardnerellainfection.

ZONE 3. NITRITE ZONE
Thistest zone depends upon the chemical conversion of nitrateto nitrite by the action of gram-negative
bacteriainthevaginal fluid. If thetest procedure using the buffer diluted vaginal fluid sampleturnsthe
test zonefrom colorlessto apink color, thisisapositive reaction consistent with the presence of ayeast
infection. If no color changeisobserved, thisindicatesalack of yeast.
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ZONE 4: BLOOD ZONE
A vaginal infection may result in bleeding in the vaginal cavity. After application of the buffer diluted
vaginal fluid sample onto the Blood Zone, a color change from yellow to dark green or blue is an
indication of blood inthe vaginal fluid. The presence of blood indicates the possibility of a Chlamydia
infection or severe Bacterial vaginitis. A confounding factor can bethe presence of menstrual bloodinthe
sample, which may result in afalse positivetest. If menstrual blood may be present, thiszone should be
given lessweight in the diagnostic scheme.

ZONE 5: PROTEIN ZONE
Application of the buffer diluted vaginal fluid sample onto the Protein Zonewill result in abluecolor if
the protein concentration in the vaginal fluid exceedsnormal levels. A blue color, apositivereaction, is
consistent with the presence of Chlamydiaor Bacterial vaginitis, but al so may occur with other forms of
vaginitis. The infectious organisms produce pus, which will result in abnormal protein levelsin the
vagina fluid.

ZONE 6: LEUKOCYTE ZONE
Application of the buffer diluted vaginal fluid sample onto theleukocyte zonewill resultin acolor change
topink or light purpleif white blood cellsare present. Light purpleindicatesapositiveresult, indicating
aTrichomonas or Chlamydiainfection, depending on the status of other test zones. If thereisno color
change, thisindicatesno Trichomonal or Chlamydiainfections.

PACKAGE CONTENTSAND INSTRUCTIONS FOR USE
WARNINGS AND PRECAUTIONS

- Check theexpiration date printed on foil pouch and cartonbox. Do not usethetest kit after theexpiration date.
- Do not usethetest kit if thefoil pouchisnot sedled, or if the pouch is broken.
- Do not removethetest fromfoil pouch until ready to use. Oncethefoil pouch has been opened, thetest
must be used within 60 minutes.
- To obtain accurate results, the Package Insert | nstructionsfor Use must be read before using thetest kit,
and followed closely.
- Do not usethe vaginal fluid collection container if it isbroken or the buffer isleaking out.
- Thisproduct isintended only for vagina fluid use. Do not touch or collect vaginal fluid near the cervix.
Do not use vaginal fluid specimensthat contain blood.
-Only usethe steriletri-pack swabsincluded with thetest kit. Do not use sterile swabsif the packageis
not sealed or if the seal has been broken.
- Patient vagina swabs are not appropriate for any other purpose, including bacterial culture, after
performing thetest.
Dispose of patient samplesin biological sampledisposal containers.

TEST TRAY AND SUPPLIES
Thispackage containsthefollowing items:
-Vaginal fluid specimen container with buffer solution
- Tri-pack Sterile Swab
- Instructions for Use (Package I nsert)
- Test Tray

INSTRUCIONS FOR USE
Thistest kit isintended for use by atrained medical technician, nurse, nurse practitioner, physician's
assistant, or physician, or by apatient under the guidance of one of these trained medical practitioners.
Theinstructionsfor use shown bel ow should be studied carefully and followed exactly to ensure accurate
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sampl e collection and application, and therefore reliable and accurate results.
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Drawing 1 - Contents of Package

a) Vaginal Fluid Specimen Container with Buffer Solution

b) Sterile Swab with Sterilized Handlein Sterile Packet

c) Test Tray

d) Opuscolo.

The package al so containsthis packageinsert and instructionsfor use. Patient recordsarerecorded onthe
FemL ab cassette by circling each positive or negative finding on the cassette label .

COLLECTION OF VAGINAL FLUID SAMPLE
Open the package and identify the vaginal fluid specimen container with buffer (a),
thetri-pack of three sterile swabs (b), thetest tray (c) and theinsert (d).
Wash hands thoroughly, and observe sterile technique while taking and testing
vaginal fluid samples.
First, thoroughly swab theinner and outer labiaof the patient with asterilewipeto
reducethe exterior bacterial count from the vaginal opening.
Open the sterile tri-pack of sample collection swabs, and gently open the vaginal
opening, and insert the swabs about two to three inchesinto the vagina. Do not
insert near the cervix, aspH resultswould beinaccurate.

Drawing 2 - Insertion of sterile
swab tri-pack into vagina

Gently stroke the inner walls of the vagina with the swabs, ensuring
that the swabs are all moistened thoroughly. Leave the swabs in the
vaginaseveral minutesto ensurethey are saturated with vaginal fluid.
RemovetheVaginal fluid specimen container with buffer solution and
thetest cassettetray fromthefoil pouch. Writethe patient'snameinthe
space provided on the FemL ab test cassette.
Remove thethree swabsfrom the vagina E;'n-ge?t
Rub one swab saturated with fluid sample onto Zone 1 - the pH zone- /
of the test tray. Discard the swab in abiological specimen container. cooo o o o
Read the pH color after three minutes, and note the result on the Test S o
cassettetray next tothe pH Zone Result color comparison chart. Simply
circlethecolor - either positive or negative - with anink pen.
Drawing 3 — Application of swabs
onto test Zone 1, pH Zone.



VLA R0 R =

While the pH Zone color is developing, take a second swab and rub onto Zone 2a six or seven times.
Then, immediately rub this same swab onto Zone 2b several times. Wait 1 - 5 minutes. If the swab itself
becomes peach or pink within One minute, it is a positive reading for Gardnerella. Record the
Gardnerellaresult on thetest cassette near the GardnerellaZone Result color comparison.

@ Zone 2a @ Zone 2b
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Drawing 4 - Application of swabs onto test Zone 2, Gardnerella zone

Finally, take the third swab, open the vaginal fluid specimen container with buffer
solution, and thoroughly mix the swab into the buffer in the container. Swirl the
swab vigorously for 15 seconds, and then expunge asmuch liquid as possible from

the swab by pressing and rotating the fiber portion against thewall of the specimen S

collector. Discard the swab. Screw thetip securely into the specimen container (a).

Then screw the cap onto the specimen container (a).

Drawing 5 - Screw the Tip and Cap
onto the Specimen Container.

After the specimen container (a) istightened securely, shake vigorously up and down
ten (10) times.

Drawing 6- Shake vigorously up
and down ten (10) times.

S

Drawing 7 - Squeeze buffer solution and
place the dropletsinto zones 3 - 6.

Squeeze the vaginal fluid collection container device above each of test zones 3
through 6. Use one drop on each of test zones 3 through 6.

Wait about two minutes, and then read the color resultsfor each of the test zones 3 through 6.
Promptly circlethe square that most closely matchesthetest zone color.

Note: It isimportant to read thetest resultswithin two (2) to three (3) minutes after placing the
droplets of specimen onto thetest zones.
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Discard the specimen collection container with the second and third swabs in a biological specimen
container.

IMPORTANT ISSUES TO OBTAIN BEST RESULTS
a) The specimen used for pH testing must be an undiluted vaginal fluid sample.
b) The specimen used for Gardnerellatesting must be a separate undiluted sample.
¢) The specimen used for the remaining tests must be diluted in the buffer solution container asdirected.
d) Thecollection of the vaginal fluid sample should be performed in asingle step.
€) Ensurethat nothing remainsinside of vaginaafter collection.
f) Read the colorson the test cassette within the prescribed time of application of the sample, and circlethe
color result with apen on the cassette to record the resullts.

QUALITY CONTROL
Each production | ot of FemL ab cassettesistested rigoroudly at the factory before packaging and shipping,
with both positive and negative control reagents.

KIT STORAGE
Store the FemLab test kit at 2-30 degrees C (35 - 86 degrees F), out of direct sunlight.

INTERFERENCE ANALYSIS
Potentially interfering chemical such as self-medication, Spermicide, | odine and douchesthat commonly
availablein over the counter of drug store were supplemented to negative and positive vaginafluid. Then
we apply such mixed solution on FemLab Test Kit to run analysis of interference. Each chemical had 20
run. Theresults of studiesare summarized asfollowing;

Negative Test Positive Test

lodine Potassium

Decolorized |odine Tincture - +

Rite Aid Brand

Disposable Douche +

Rite Aid Brand -

Spermicide +

Rite Aid Brand -

It may be concluded from this analysis that none of self-medication in above Table interfered with the
ability of FemLab to correctly analyze both positive and negative control samples. Both the normal
(negative) sample and the positive control test sol ution were correctly diagnosed with FemLab irrespective
of the presence of the potentially self-medication.

CROSS REACTIVE ANALYSIS
Theability of the FemL ab Test Kit to specifically detect variousvaginal infection were challenged through
crossreaction studiesonindigenousflorato vaginal cavity such as Staphylococcus aureus, Lactobacillus
spp and Group B Streptococcusthat may be potential cross reacting with FemL ab device. The specificity
study was done at |aboratory. Negative and positive vaginal fluid samples were spike with above
microorganismsthen run atest on. These samplesweretested on the FemL ab Test Kit. Each microorganism
had 10 run. Total 30 test results are summarized into the following table.
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Negative Test Positive Test
Staphylococcus Aureus - +
Lactobacillus spp. - +
Group B Streptococcus - +

The results show none of above microorganisms had cross reactivity with FemLab Test Kits. In-vitro,
those microorganisms should not have crossreaction with device.

LIMITATIONSOF THE TEST KIT
- The FemLab test kit isto be used asascreening device. Final diagnostic results should be rendered by
medical professionals, who may recommend additional |aboratory or medical testing to confirm any
diagnosis.
- The absence of any positive resultswith the FemL ab test kit does not rule out the presence of vaginitis.
- Test results may be affected by improper specimen collection, handling and procedure.
-Mixed infectionsmay occur. Therefore, atest result indicating one positive result doesnot rule out the
presence of other infectious organisms.

INTERPRETATION OF RESULTS FROM THE FEMLAB TEST KIT

Themajor forms of Vaginitis can be determined fairly accurately by acareful anadysisof the FemLab test
results as recorded on the test cassette color chart. The following diagnostic protocol will provide
guidancein this process.

It cannot be emphasized enough that accurate results require that the vaginal fluid sample collection
methodol ogy and test gpplication methodol ogy be performed according to theinstructionsin thisdocument.
The diagnostic protocol will be described below in three sections: (1) Test Zone Color Interpretation -
will describe generally what the color result for each test zone means; (2) Identification of Infectious
Organisms- will describe the combinations of test zone resultsthat identify aparticular organism; and (3)
issues of interpretation important to accurate diagnoses.

TEST ZONE COLOR INTERPRETATION
Zonel- pH Test Zone: A light blue-green color indicates apositive result, apH above 4.7. Thismay
indicate abacterial infectionand will also be present with most casesof Trichomonad vaginitisif Leukocytes,
Zone6, area so present. No color changeindicatesapH below 4.7, which isnormal for thevagina. This
indicatesthe absence or very low level of bacterial infection or Trichomoniasis.
Zone?2- GardnerellaTest Zone: A peach-pink color indicatesapositiveresult. The Gardnerellatest
zone (2b) and the test swab used on Zone 2 will turn peach-pink within five minutesif a Gardnerella
bacterial infectionispresent. A positiveresult specifically indicatesthe presence of Gardnerellabacteria
A negative result meansthat Gardnerellais not present, but infectionsfrom other bacteriaare not ruled out
by anegativeresult.
Zone3- NitriteTest Zone: A pink color indicatesapositiveresult. Thenitritetest zonewill turnto pink
if the conversion of nitrateto nitrite by the action of gram-negative bacteriain the vaginal fluid occurs.
Thisresult reliably indicates the presence of Yeast infections.
Zone4 - Blood Test Zone: A dark green or blue color indicates a positive result. The blood test zone
turnsfromyellow to dark greenif red blood cellsare present in the buffer diluted vaginal sample. Thisis
generally indicative of the presence of Chlamydiabacteria, if Leukocytesare also present, but may alsobe
present with other bacterial or yeast infections. If both zone 4 and zone 6 are positive (blood and
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leukocytes), thisisindicative of a Chlamydiainfection, caused by the bacterium Chlamydia. Menstrual
blood in the sample may result in afalse positivetest. If menstrual blood is suspected, lessweight should
be given to the blood zone.

Zone5- Protein Test Zone: A bluecolor indicates apositive result. The protein test zonewill turnto
blueif the buffer diluted vaginal fluid sample contains protein in excess of normal values. A positive
result isassociated with bacterial, yeast, Chlamydiaand Trichomonal infections. Seriousoccurrences of
theseinfectionswill produce puswhich shows up as positive protein in the protein test zone. A negative
protein zoneresult is associated with the absence or low levels of these infectious organisms.

Zone6 - Leukocytes Test Zone: A light purple color indicates a positive result. The Leukocyte test
zone, initially colorless, turnsto light purplewith application of thediluted vaginal fluid specimenif white
blood cellsare present inthe sample. A positiveresult indicatesthe presence of Trichomonas parasitesor
Chlamydia infection. If both leukocyte and blood tests are positive (zones 4 and 6), it is likely that
Chlamydia is present. If both leukocyte and pH tests are positive (zones 1 and 6), it is likely that
Trichomonas is present. A negative leukocyte zone result indicates the absence or very low levels of
Trichomonasor Chlamydia.

IDENTIFICATION OF INFECTIOUS ORGANISMS
Thefollowingtwo tables (Tablel and Tablell) summarizetheinterpretation method for the FemL ab test kit.
To usethe Diagnostic Protocol in Tables| and 11 below, comparethe test zone color resultson the FemLab
Test Kit to the test zones on the Tables.
ThecellsinTablel indicate the general positive and negativeinterpretationsfor each Zone color result.
Usethisinformation to eval uate the possi bl e disease states diagnosed by the FemL ab cassette results
Table Il showsthe expected result for the four main pathogenic organisms that are causes of vaginitis.
Comparethe actual FemL ab test cassette color resultsto the positive and negativecellson Tablell. If any
combination of zones on the test kit match those in Table I, the corresponding disease organism is
correctly identified. If specifictest zones on the FemL ab cassette are negative and the corresponding cells
in Tablell are positive, then that disease organismis not present. If the zonesfor aparticular organism
match, and other zones also match another organism, then this is a multiple diagnosis, and multiple
organismsare present.

Tablel - FemLab Test Kit Test Zone Interpretation Table

Test Result Positive Color | Negative Color | Positive Result Interpretation | Negative Result Interpretation

Bacterial Vagiritis and/or No or low level bacterial

pH Zore 1 Blue-green Pink Trichomones mfec_tlon. Trichomonas till
possible

Gardnerella Zore 2 | Pink No color Bacterial Vaginitis and/or Gardrerella | No Gardnerella infection

Nitrite Zone 3 Pink No color Yeast infection. No or low level yeast or bacteria

infection

Chlamydia infection if Leukocyte
Blood Zore 4 Blue Yellow (Zore 6) aso positive. Bacterial No Chlamydia Infection
infection if pH (Zore 1) aso positive

Bacterial, Chlamydia, Yeast or

Protein Zone 5 Blue ng;Yellow— Trichomonas infections, associated E,g d(i:g:; (I: - ectgior‘sgogf S onIyS
g with severity ay yp
Trichomonas infection if pH (Zone 1) | No color change indicates patient
Leukocytes Zore 6 | Pink-purple No color also positive. Chlamydia infection if | has no Trichomonal or Chiamydia

blood (Zore 4) aso positive. infection.
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Tablell FemLab Test Kit Diagnostic Conclusions

Test Zone Zone 1 pH Zone 2 an? 3 Zone 4 Blood Zone 5 Protein Zone 6
Gardnerella| Nitrite Leukocytes
Positive or Negative (or Positive, | Negative (or
Bacterial Vaginitis | Positive Negative Negative | severe Bacterial Positive, severe Negative
Vaginitis) Bacterial Vaginitis)
S:;:.g’g'a Negative Negative Negative | Positive Positive or Negative | Positive
- . ) - Negative or Positive ) )
Yeast Vaginitis Negative Negative Positive (severe Yeast Vagjritis) Negative Negative
. Positive(or Negative,
Tnc_f'pr_’r’or’el light Trichomonal Negative Negative | Negative Positive or Negative | Positive
Vaginitis -
Vaginitis)
Negative or Positive
Healthy Negative Negative Negative | (during menstrual Negative Negative
period)

OTHER VAGINAL DISEASES

Sexually transmitted diseases such as syphilis, gonorrhea, HPV or Herpesare not detected directly by the
FemLab test kit. Insome cases of such diseases, such asan aggressive Herpesinfection, the FemL ab test
may report pH, blood, or protein as positive due to the symptoms of the Herpes. In such cases, pelvic
examswill clearly reveal the cause of the symptoms, and additional testsarewidely availableto confirm
diagnoses. In cases of syphilisor gonorrheaalso, symptomswill often be very specific for the disease
state. Thus, eventhough FemLab may reveal no positive resultswhen sexually transmitted diseasesare
causal factorsof symptomol ogy, an accurate diagnosis of the disease state can result from additional test
procedures specific for such diseases.

PERFORMANCE CHARACTERISTICS - FEMLAB CLINICAL TRIAL RESULTS
The performance of the FemL ab test kit to detect Bacterial, yeast, Chlamydiaand Trichomonasvaginitis
invaginal fluid specimens collected from symptomatic and asymptomatic patients, wasdeterminedina
multi-center study conducted at three geographically separate clinical sites. A total of 300 women were
enrolled and tested. Study site personnel performed the FemL ab test according to aspecific protocol, and
a so performed traditional testsfor comparison to the FemL ab results. The study personnel performed
control tests on each patient, and reported diagnoses of the most important vaginitis disease entities:
Bacterial Vaginitis, Gardnerella, Yeast Vaginitis, Trichomonas vaginitis, and Chlamydia Vaginitis. In
addition, clinical evaluations of the severity of symptomsin the presenting patientswere recorded.
Thetraditional tests used as control methodsincluded commercially available pH and Gardnerellatests,
wet mount microscopic eva uation of samplesfor Trichomonasparasites, and culture systemsfor detection
of Chlamydia and yeast. A pelvic exam was performed on each patient to determine overall level of
vagind health.

Theclinical trial results are discussed below, first with ageneral comparison between results, and then
specific comparisons of the ability of each method to diagnoseinfectiousorganisms. Theresultsfor each
diagnosisasfound by the FemL ab Test Kit are compared to the results found by the control methods, and
arereportedina2 by 2 chart from which the statistical model may be cal culated.

The terms positive (+) and negative (-) are used to refer to the presence or absence of the condition of
interest, the presence of aninfectiousdiagnosis. Thusthere are true positives and true negatives, where
both methods of diagnosis agree. There are a so two cells on each chart where the diagnoses disagree.
These proportions are described with the following terms:

Sensitivity isthe proportion of true positives that are correctly identified by the test, compared to the
control method.
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Specificity isthe proportion of true negatives that are correctly identified by the test, compared to the
control method.

Sensitivity and specificity are one approach to quantifying the diagnostic ability of adiagnostic test.

In Table bel ow, the statistical results of the compari sons between FemL ab diagnoses and control method
diagnosesfor the four major infectious organismsresponsible for vaginitis are shown.

Statistical M easures of the Sensitivity, Specificity and Overall Agreement of the FemL ab Test
kit Compared to Control Methods

Positive Negative .
Vaginitis | Sensitivity | Specificity | Predictive | Predictive A?‘gﬁ'e'm tﬁ'af"a'eﬂl":ﬁ':n
Value Value 9 pop

Bacterial Vaginitis | 89.4% 78.6% 68.9% 93.3% 823% 31%
Chiamydia 92.0% 92.0% 92.0% 99.3% 98.7% 8%
Vaginitis

Trichormonal 84.7% 89.3% 75.8% 93.7% 88.0% 24%
Vaginitis

Yeast Vagiritis 91.4% 83.1% 80.1% 92.9% 86.7% 39%

The Sensitivity and Specificity for each infectious organism are the key factors for evaluation of the
efficacy of FemLab. The Sensitivity of the FemLab test kit - the agreement with the control methodsfor
the positive diagnosis of the four various disease states - ranges between 84.7% and 92.0%. Thismeans
that FemL ab can be considered very effectivein theidentification of theinfectiousorganisms; aclinician
can have ahigh degree of confidencein theresults. Indeed, given theknown uncertaintiesin the control
methods of diagnosis, thislevel of agreement isexcellent. Inaddition, the Specificity - the ability to obtain
negetive diagnosisagreement - isal so very good, ranging between 78.6% and 92.0%. From the perspective
of the FemL ab test kit, many of these cases can be considered misdiagnosed by the control methods,
giving aclinician additional confidencein the FemLab accuracy.

In addition, many cases of FemLab "misdiagnosis’ compared to the control method for one particular
disease state arein fact correctly diagnosed for another disease. For instance, many cases diagnosed with
both Bacteria Vaginitisand Trichomoniasisby FemL ab, only were diagnosed with Bacterial Vaginitisby
the control methods. Itisvery possiblethat in fact these women did have Trichomonal infectionsaswell,
sincethe control method of diagnosisof Trichomoniasis- microscopic evaluation - iswell known to be
sensitiveto technician error.

These results can be interpreted as providing a high level of confidence to a clinician for use of the
FemLab test kit as a screening method. Only a very small proportion of patients are misdiagnosed
compared to the control method, and many of these are diagnosed correctly for another infection. In
summary, theclinical datashow clearly that FemLab isvery effectivein diagnosing the major forms of
vaginitis.
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Simbologia / Index of symbols
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Data di scadenza

wx | Conservare tra 2° e 30°C
woe (vedi scatola / bustina)

Store between 2° and 30°C

Solo per uso diagnostico in vitro
For in vitro diagnostic use only

Expiration date
(see box / package)

Codice prodotto
Product code

Leggere e seguire attentamente
le istruzioni per 'uso
Read instructions carefully

Numero di lotto

(vedi scatola / bustina)
Lot number

(see box / package)

Contiene <n> di test
Contains sufficient for “n” tests

Dispositivo monouso,
non riutilizzare
Disposable device, do not re-use

Fabbricante
Manufacturer

Rappresentante autorizzato nella
Comunita europea

Authorized representative

in the European community

Leggere attentamente le istruzioni
per 'uso
Please read instructions carefully

Prodotto conforme alla Direttiva
Europea n. 98/79/CE

sui dispositivi diagnostici in vitro
Product complies with European
Directive no. 98/79/EC on In Vitro
diagnostic devices

Conservare in luogo fresco
ed asciutto
Keep in a cool, dry place

Conservare al riparo dalla luce solare
Keep away from sunlight






