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INTENDED USE

The BD Affirm™ VPIII Microbial Identification Test is a DNA probe test intended for use in the detection and identification of Candida
species, Gardnerella vaginalis and Trichomonas vaginalis nucleic acid in vaginal fluid specimens from patients with symptoms of
vaginitis/vaginosis.

SUMMARY AND EXPLANATION

Vaginitis, one of the most common problems in clinical medicine, accounts for more than 10 million office visits each year.! The three
main categories of vaginitis are bacterial vaginosis (BV), yeast vaginitis (candidiasis) and T. vaginalis vaginitis (trichomoniasis). BV
is the most common vaginal infection, and accounts for 15 to 50% of vaginitis/vaginosis depending upon the patient population.2.3
While G. vaginalis is no longer thought to be the only etiologic agent of BV, it is still considered to be one of the major bacteria
contributing to the infection which involves an increase in anaerobic bacteria and reduction in the normal Lactobacillus flora. The
complications of BV can be especially significant in pregnant women, resulting in increased risk of adverse pregnancy outcome,45
including pre-term labor® and birth.7.8 In addition, recent data suggest BV-associated bacteria in the endometrium may be etiologic
agents of endometritis and pelvic inflammatory disease, independent of Neisseria gonorrhoeae and Chlamydia trachomatis
infection.® BV is also a risk factor for the development of post-hysterectomy cuff cellulitis.0 Vaginal candidiasis is the second most
common form of vaginal infection seen in varied clinical settings.3 Three quarters of all adult women will experience at least one
episode of vaginal candidiasis during their lifetime, with 40 to 50% experiencing a second episode. Approximately 5% of the adult
female population suffers from recurrent, often intractable yeast infection.3 Trichomoniasis, a non-reportable sexually transmitted
disease, has been estimated to affect 180 million annually worldwide.!! In the United States, an estimated 3 million women contract
trichomoniasis each year.2 Pregnant women positive for T. vaginalis are more likely to have pre-term rupture of membranes,” as
well as pre-term labor and birth.'3 T. vaginalis is a risk factor for the development of post-surgical gynecologic infections.14.15 In
addition, T. vaginalis is a risk factor for the development of post-hysterectomy cuff cellulitis.6

Laboratory methods for the identification of these organisms include microscopic evaluation, amine test, Gram stain, pH and culture.

PRINCIPLES OF THE PROCEDURE

The BD Affirm VPIIl Microbial Identification Test is based on the principles of nucleic acid hybridization. In nucleic acid hybridization
tests, complementary nucleic acid strands align to form specific, double-stranded complexes called hybrids.

The test uses two distinct single-stranded nucleic acid probes for each organism, a capture probe and a color development probe,
that are complementary to unique genetic sequences of the target organisms. The capture probes are immobilized on a bead
embedded in a Probe Analysis Card (PAC), which contains a separate bead for each target organism. The color development
probes are contained in a multi-well Reagent Cassette (RC).

During sample preparation, the sample is treated with the Lysis Solution (L) and heated. This process ruptures the walls of the
organism, releasing the nucleic acid analyte. A second solution, the Buffer Solution (B), is added. This solution stabilizes the nucleic
acid and establishes the stringency conditions necessary for specific hybridization. At this point, the sample is added to the first well
of the Reagent Cassette (RC) along with the PAC, and automated processing begins. The BD MicroProbe™ Processor moves the
PAC from one well of the Reagent Cassette (RC) to another. Hybridization occurs on the PAC beads in the first and second wells

of the Reagent Cassette (RC). Hybridization of the analyte to the capture probe on the bead occurs in well 1, and the hybridization

of the color development probes occurs in well 2. All unbound sample components and probes are washed away in well 3. Enzyme
conjugate binds to the captured analyte in well 4. Unbound conjugate is washed away in wells 5 and 6. In well 7, the indicator substrate
is converted to a blue-colored product if bound enzyme conjugate is present on the bead. The final step is reading the results of color
development on each of the target organism beads and controls.



REAGENTS

Materials Provided

Probe Analysis Cards (PAC) (24 or 120 tests): Individually packaged cards, wrapped in an absorbent paper towel moistened with
a solution containing sodium azide (0.1%, w/v) as a preservative. Each card contains the following five beads: Negative Control,
Trichomonas, Gardnerella, Candida, and Positive Control.

Reagent Cassettes (RC) (24 or 120 tests): Reagents are sealed in multi-well, foil-covered cassettes. Each cassette has seven
wells. From front to back the wells contain:

Well No. 1 Patient Sample Reservoir, supplied empty
Well No. 2 Hybridization Solution, 350 uL: Color development probe, Formamide, Buffered chaotropic solution
Well No. 3 Wash Solution, 750 pL: Detergent, Buffer solution, Preservative (Proclin™)
Well No. 4 Conjugate, 500 pL: Enzyme conjugate, Preservative (Proclin)
Well No. 5 Wash Solution, 750 pL: Detergent, Buffer solution, Preservative (Proclin)
Well No. 6 Wash Solution, 750 pL: Detergent, Buffer solution, Preservative (Proclin)
Well No. 7 Substrate Buffer, 500 uL: Buffered peroxide solution
Substrate Solution (S) (Red Cap, 3.4 mL for 24 tests; Bottle, 12 mL for 120 tests): Individually packaged solution in foil pouch;
Indicator substrate, Stabilizing agent, Alcohol.
Lysis Solution (L) (Blue Cap, 10.8 mL for 24 tests; Bottle, 48 mL for 120 tests): Detergent, Buffer solution, Preservative
(Proclin).
Buffer Solution (B) (Green Cap, 15 mL for 24 tests; Bottle, 72 mL for 120 tests): Buffered chaotropic solution, Formamide.
Filter Tips (FT) (24 or 120 tests)
Sample Collection Caps (SCC) (24 tests)*
Sample Collection Tubes (SCT) (24 tests)*
Individually wrapped, pre-scored, sterile swabs (24 tests)*
*Not included with 120 test kit.

Materials Required But Not Provided

Available from BD:

«  BD Affirm VPIIl Ambient Temperature Transport System

»  BD Affirm VPIIl Sample Collection Sets

»  BD MicroProbe Processor

«  BD MicroProbe Lysis Block

*  Thermometer

» Suitable Pipette for dispensing 120 test Lysis Solution and Buffer Solution

Warnings and Precautions
For in vitro Diagnostic Use.
Read all instructions carefully before use.

For specimen collection, use only the BD Affirm VPIIl Ambient Temperature Transport System, the BD Affirm VPIIl Sample Collection
Set or the swabs provided in the BD Affirm VPIII Microbial Identification Test Kit. Use only vaginal fluid specimens from patients with
symptoms of vaginitis/vaginosis. With each test run, monitor the temperature of Lysis Block, 85 + 5 °C and verify that the testing
environment temperature is between 22 and 28 °C.

Danger

&

H225 Highly flammable liquid and vapor. H302 Harmful if swallowed. H315 Causes skin irritation. H319 Causes serious eye
irritation. H336 May cause drowsiness or dizziness.

P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No smoking. P241 Use explosion-proof
electrical/ventilating/lighting equipment. P261 Avoid breathing dust/fume/gas/mist/vapors/spray. P280 Wear protective gloves/protective
clothing/eye protection/face protection. P240 Ground/bond container and receiving equipment. P242 Use only non-sparking tools. P243
Take precautionary measures against static discharge. P264 Wash thoroughly after handling. P270 Do not eat, drink or smoke when
using this product. P271 Use only outdoors or in a well-ventilated area. P303+P361+P353 IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with water/shower. P305+P351+P338 IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue rinsing. P321 Specific treatment (see on this label). P304+P340
IF INHALED: Remove person to fresh air and keep comfortable for breathing. P312 Call a POISON CENTER or doctor/physician if you
feel unwell. P301+P312 IF SWALLOWED: Call a POISON CENTER or doctor/physician if you feel unwell. P332+P313 If skin irritation
occurs: Get medical advice/attention. P337+P313 If eye irritation persists: Get medical advice/attention. P370+P378 In case of fire:
Use for extinction: CO2, powder or water spray. P330 Rinse mouth. P302+P352 IF ON SKIN: Wash with plenty of soap and water.
P362+P364 Take off contaminated clothing and wash it before reuse. P405 Store locked up. P403+P233 Store in a well-ventilated
place. Keep container tightly closed. P403+P235 Store in a well-ventilated place. Keep cool. P501 Dispose of contents/container in
accordance with local/regional/national/international regulations.



Pathogenic microorganisms including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions”17-20 and institutional guidelines should be followed in handling all items contaminated
with blood and other body fluids.

Proper handling and disposal methods should be established. Wipe up spillage of patient specimens immediately and disinfect with
an appropriate disinfectant. Treat the cleaning materials as biohazardous waste.

The sterile swab should not be used if the packaging is open or damaged. Avoid touching the beads. Avoid contaminating tips of
dropper bottles. Do not use a reagent after its expiration date.

The swab is for single use only; reuse may cause a risk of infection and/or inaccurate results.
Preparation of Reagents

All reagents are supplied ready for use.

Storage of Reagents

The BD Affirm VPIII test kit is stable until the expiration date indicated on the kit box when stored at 2 to 8 °C. Alternatively,

store at room temperature (up to 30 °C) no more than 3 months. All reagents and PACs must be at 22 to 28 °C prior to use. For
convenience, store all reagents at room temperature once opened. If refrigerated, allow to sit at room temperature a minimum of
30 min prior to use.

Note: The Buffer Solution (B) precipitates under refrigeration. Allow the solution to come to room temperature for at least 30 min and
then agitate the bottle for 10 to 15 s until any precipitate is dissolved.

Indications of Instability

Indications of possible reagent deterioration noted at the end of testing are: a positive control that is NOT blue, a negative control
that is NOT colorless.

SPECIMEN COLLECTION AND TRANSPORTATION

Specimen Collection

Specimen collection is a critical step. Personnel collecting vaginal fluid specimens should be well-trained to minimize the possibility
of inadequate specimens. For specimen collection, use only the BD Affirm VPIIl Ambient Temperature Transport System, the

BD Affirm VPIIl Sample Collection Set or the swabs provided in the BD Affirm VPIII Microbial Identification Test Kit. Separate swabs
should be used for other tests, e.g. culture or microscopic slide samples.

Vaginal Sample Collection

1. Label the Sample Collection Tube (SCT) with the patient identification information. Include the time the sample was collected.

2. Place the patient in position for a pelvic examination. Insert a speculum into the vagina to permit visualization of the posterior
vaginal fornix.*

3. Using the sterile swab, obtain a sample from the posterior vaginal fornix. Twist or roll the swab against the vaginal wall two or
three times, ensuring the entire circumference of the swab has touched the vaginal wall. Swab the lateral vaginal wall while
removing the swab.

4. Immediately place the swab into the Sample Collection Tube (SCT).

5. With the swab touching the BOTTOM of the collection tube, grasp the pre-scored handle of the swab just above the top of the
tube and bend until the swab breaks. When the swab is fully inserted into the collection tube, the score mark on the swab is
approximately 1 cm above the top of the collection tube. Discard the broken handle into an infectious waste container.

6. Place the cap over the exposed end of the swab and firmly press the cap onto the tube. The cap will “snap” onto the tube when
it is properly seated.

*During clinical trials, sites were provided with instructions to use an unlubricated speculum. Refer to the section on “Interfering

Substances.”

Specimen Storage and Transporation

When using the BD Affirm VPIIl Ambient Temperature Transport System (ATTS): The total time between sample collection and
proceeding with sample preparation should be no longer than 72 h when the specimen is stored at ambient conditions (15 to 30 °C).
The system has also been qualified for transport use at refrigerated conditions (2 to 8 °C).

When using either the BD Affirm VPIII Sample Collection Set or the swabs contained in the BD Affirm VPIII Microbial Identification Test
Kit: The total time between placing the swab into the sample collection tube and proceeding with the sample preparation should be no
longer than 1 h if the sample is stored at room temperature, or 4 h if the sample is stored at 2 to 8 °C.

PROCEDURE

Read all instructions carefully before proceeding.

Sample Preparation

Refer to Procedural Chart lllustrations that came with the BD MicroProbe Processor

1. Verify that the BD MicroProbe Lysis Block is at 85 + 5 °C, and that reagents are at 22—28 °C and well mixed.

2. Uncap the sample collection tube (SCT), making sure the swab shaft is firmly seated in the cap. Add 12 drops or Pipette 0.4 mL
of Lysis Solution (L) to the tube. Hold the dropper bottle vertically when adding drops.

3. Mix the swab in the tube by vigorously swirling and moving the swab up and down against the side of the tube for at least 10 s,
or vortex tube for 2—4 s.

4. Place the swab with cap back into the tube and recap to prevent evaporation.



. Insert the tube into a well of the Lysis Block to heat.
. Incubate the tube in the Lysis Block for 10 min (at least 10 min, but not longer than 20 min). Use a timer for this step.
. Remove the tube from the Lysis Block.

. Add 12 drops or Pipette 0.6 mL of well-mixed Buffer Solution (B) to the tube containing the swab. Avoid touching the tip of the
bottle to the tube.

. Replace the cap tightly on the tube and mix by flicking the tube briskly 10 times, or vortex tube for 2—4 s.

10. To proceed with automated processing of the prepared sample, remove as much fluid as possible from the swab by lifting the
swab above the fluid level and pressing the swab firmly against the side of the tube for at least 10 s. Dispose of swabs in a
biohazard container. Press a Filter Tip (FT) firmly onto each Sample Collection Tube (SCT).

NOTE: Prepared specimens may be stored at room temperature for up to 24 h.
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Automated Processing

Note: Before proceeding, ensure that all reagents are at 22-28 °C. With each test run, verify that the testing environment is between
22 and 28 °C.

Refer to Procedural Chart lllustrations that came with the BD MicroProbe Processor

1. If the BD Affirm VPIII Microbial Identification Test Program Card is not already in the BD MicroProbe Processor, insert the
Program Card, printed side up, arrow pointing towards the instrument, into the slot located on the front right side of the
instrument. Make sure that the Processor is off when inserting the program card. There are no lights on the control panel if the
Processor is off.

2. Turn on the Processor. The Processor arm will move to “home” during this initial step. As you move through the procedure,
follow the prompts on the Processor Display. If additional help is needed, press the [HELP] key.

3. Remove the Cassette Caddy from the Processor. It is easier to add the samples with the Caddy off the Processor.

4. Select one Reagent Cassette (RC) for each sample to be tested, label with patient/sample identification on the front end of the
Reagent Cassette (RC) using a permanent-marking pen. Carefully pull the foil covering off of the Cassette, lifting from the end
WITHOUT the upward bent flap. Place the Reagent Cassettes (RC) on the Cassette Caddy, loading from the center to the sides
and balance the number of cassettes on each side of the arm as evenly as possible.

5. Open pouch containing the PAC, remove PAC slightly from pouch, and label with patient/sample identification on the PAC in the
space provided.

6. Press the [RUN] key. You will be prompted to “Add Substrate.” Add 4 drops (0.1 mL) of Substrate Solution (S) to well #7 of the
Reagent Cassette (RC). Close the bottle cap to avoid evaporation.

7. Press the [RUN] key. You will be prompted to “Add Sample.” Match up each Sample Collection Tube (SCT)/Filter Tip (FT) with
the corresponding labeled Reagent Cassette (RC). Invert the Sample Collection Tube (SCT) and firmly squeeze the entire
contents of each tube through the Filter Tip (FT) into reservoir of well #1 of the appropriate Reagent Cassette (RC). Dispose
of patient sample tube in a biohazard container. Foam at the filter tip is a good indication that the entire sample has been
delivered.

8. Press the [RUN] key. You will be prompted to “Place PAC.” Place a labeled PAC into Well 1 of each corresponding labeled
Reagent Cassette (RC). Avoid touching beads.

9. Press the [RUN] key. You will be prompted to “Place Caddy.” Carefully replace the Cassette Caddy on the Processor, taking
care not to splash reagents. Assure that the Caddy is securely seated on all four locator pins.

10. Press the [RUN] key again. The arm of the Processor will start forward. The Processor will automatically pick up and move the PACs
through the test procedure. The instrument will begin the processing time sequence and will indicate “Please wait. Processing 32:50”
with minutes remaining on the timer indicated. At the end of the processing time, the instrument will beep and present the PAC for
removal.

11. Remove the PAC, and gently blot dry with a paper towel. Interpret the results for each specimen as soon as possible after
completion of the test. The PAC should be viewed against a white background, under normal intensity lighting.

Note: Remove PACs from the Processor before pressing the [RUN] key to start a second run.

QUALITY CONTROL

The BD Affirm VPIII Microbial Identification Test includes two internal controls on each PAC: a Positive Control bead and a Negative
Control bead. These control beads are tested simultaneously with each patient specimen, ensuring the proper performance of PAC,
Reagent Cassette (RC) and Processor. The Positive Control also ensures the absence of specimen interference. The Negative
Control also ensures the absence of non-specific binding from the specimen.

In a properly functioning test, the Positive Control bead will be blue and the Negative Control bead remains colorless (i.e., absence
of blue color) after processing. If the Positive Control does not turn blue, and/or the Negative Control does not stay colorless, the
test results are invalid and patient results should not be reported.

Each reagent lot must be tested for adequate sample lysis and release of target nucleic acid using a swab streak of fresh indicator
culture (18-24 h growth) or commercially prepared swab of Candida albicans (ATCC® 18804, 14053, 10231 or 60193). Since
Trichomonas vaginalis and Gardnerella vaginalis lyse more readily than Candida species, it is only necessary to test Candida
species to assure adequate sample lysis. The adequacy of the sample lysis process is confirmed if testing of Candida albicans
results in a blue Candida bead, a colorless Gardnerella bead, a colorless Trichomonas bead and acceptable results for the internal
controls (i.e., blue Positive Control bead and colorless Negative Control bead).

To further verify test performance, quality control testing with C. albicans (ATCC 10231), T. vaginalis (ATCC 30001) and G. vaginalis
(ATCC 14018) may be conducted using fresh indicator cultures (18—24 h growth) or commercially prepared swabs.
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If quality control (QC) testing with all three organisms, ensure that the results for the internal controls are both acceptable (i.e., blue
Positive Control bead and colorless Negative Control bead) and interpret results as follows:

1. If all three organism beads turn blue, all patient results can be reported.

2. If the Candida bead does not turn blue, the entire QC run is invalid. The QC failure must be investigated and no patient results
can be reported. Contact Technical Services for assistance.

3. If the Candida and Gardnerella beads turn blue, but the Trichomonas bead does not, the QC run is valid for Candida and
Gardnerella. Patient results may be reported for Candida and Gardnerella only. The QC failure must be investigated. Contact
Technical Services for assistance.

4. If the Candida and Trichomonas beads turn blue, but the Gardnerella bead does not, the QC run is valid for Candida and
Trichomonas. Patient results may be reported for Candida and Trichomonas only. The QC failure must be investigated. Contact
Technical Services for assistance.

Quality control requirements must be performed in accordance with applicable local, state and/or federal regulations or accreditation
requirements and your laboratory’s standard Quality Control procedures. It is recommended that the user refer to pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

INTERPRETATION OF RESULTS

Results are determined by the presence or absence of color on the test bead. The presence of any visible blue color on the target
organism bead, when viewed against a white background, is a positive result. The absence of any visible blue color on the target
organism bead is a negative result.

A positive result for Candida, Gardnerella and/or Trichomonas means nucleic acid for Candida species (C. albicans, C. glabrata,
C. kefyr, C. krusei, C. parapsilosis, C. tropicalis), G. vaginalis and/or T. vaginalis, respectively, is present in the sample and
indicates the patient has candidiasis, bacterial vaginosis, and/or trichomoniasis when consistent with clinical signs and symptoms.
Simultaneous infections by more than one organism are common.

Negative results for Candida, Gardnerella or Trichomonas tests suggest the patient does not have candidiasis, bacterial vaginosis
and/or trichomoniasis, respectively, when consistent with clinical signs and symptoms.

LIMITATIONS OF THE PROCEDURE

The assay is intended to be used with the BD Affirm VPIIl Ambient Temperature Transport System, the BD Affirm VPIII Sample
Collection Set, or the swabs provided in the BD Affirm VPIII Microbial Identification Kit. Other methods of collection have not been
evaluated.

Optimal test results require appropriate specimen collection. Test results may be affected by improper specimen collection, handling
and/or storage conditions. A negative test result does not exclude the possibility of vaginitis/vaginosis.

When using the BD Affirm VPIIl Ambient Temperature Transport System, specimens held longer than 72 h at ambient (15 to 30 °C)
or refrigerated (2 to 8 °C) conditions may cause false results. When using the BD Affirm VPIII Sample Collection Kit or the swabs
provided in the BD Affirm VPIII Microbial Identification Kit, specimens held longer than 1 h at room temperature or4 hat2to 8 °C
prior to preparation may cause false results. Prepared specimens held longer than 24 h at room temperature prior to processing
may give inaccurate results.

When performing this test, the temperature of the testing environment must be 22 to 28 °C.

A negative result for Candida, Gardnerella and/or Trichomonas indicates nucleic acid from less than 1 x 104 Candida cells,
2 x 105 CFU of G. vaginalis or 5 x 103 trichomonads, respectively, may be present in the patient sample.

The BD Affirm VPIIl Microbial Identification Test detects the presence of G. vaginalis at concentrations of greater than 2 x 105 CFU
per patient sample. The diagnostic value of this level of detection is not definitive.

The presence of G. vaginalis, although suggestive, is not diagnostic for bacterial vaginosis. As in many clinical situations, diagnosis
should not be based on the results of a single laboratory test. Results should be interpreted in conjunction with other clinical and
laboratory data available to the clinician such as pH, amine odor, clue cells and vaginal discharge characteristics.

Women with vaginal discharge should be evaluated for risk factors of cervicitis and pelvic inflammatory disease, and if present,
evaluated for other organisms, including N. gonorrhoeae and C. trachomatis.

Vaginitis/Vaginosis is most frequently caused by G. vaginalis, Candida species, and T. vaginalis. Vaginitis symptoms may also

be seen in toxic shock syndrome (caused by Staphylococcus aureus) or may be caused by non-specific factors or by specific
organisms. Mixed infections may occur. Therefore, a test indicating the presence of Candida species, G. vaginalis, and/or

T. vaginalis, does not rule out the presence of other organisms, including Mobiluncus mulieris, Mycoplasma hominis, and/or
Prevotella bivia.

Cryptococcus neoformans at concentrations greater than 1 x 108 yeast/mL react with the BD Affirm VPIII Microbial Identification Test
for Candida species. C. neoformans is only rarely encountered in the vagina.

M. mulieris at concentrations greater than 4 x 106 bacteria/mL and Bifidobacterium dentium at concentrations greater than 8 x 105
bacteria/mL may react non-specifically with the BD Affirm VPIII Microbial Identification Test for G. vaginalis. B. dentium is rarely
encountered in the vagina.

The BD Affirm VPIII Microbial Identification Test method is for use with vaginal fluid specimens from patients with symptoms of
vaginitis/vaginosis. Performance with other specimens or other patient populations has not been established.

The performance of this test on patient specimens collected during or immediately after antimicrobial therapy is unknown. The
presence or absence of Candida species, G. vaginalis or T. vaginalis cannot be used as a test for therapeutic success or failure.
Adulteration of reagents or failure to follow instructions exactly as set forth in the directions for use may adversely affect
performance as described in the labeling.



EXPECTED VALUES AND PERFORMANCE CHARACTERISTICS

Independent investigators evaluated the BD Affirm VPIII Microbial Identification Test for Candida species, G. vaginalis and

T. vaginalis in vaginal samples. Specimens were from women presenting with symptoms of vaginitis/vaginosis or from women
considered at high risk for infection.21

The investigators recorded a diagnosis of bacterial vaginosis, candidiasis or trichomoniasis. A specimen was also collected and
processed for analysis by the BD Affirm VPIII Microbial Identification Test. In addition, the investigators collected specimens that
were sent to the laboratory for culture isolation and identification and for preparation of a smear for analysis by Gram stain.

Candida species

The sensitivity and specificity of the BD Affirm VPIII Microbial Identification Test for Candida species were established by
comparison to conventional microscopy methods and to culture. The performance of the BD Affirm VPIII Test for Candida species
and microscopy was evaluated in 479 women who presented with clinical signs and symptoms of yeast vaginitis and in 261 high-risk
women who were evaluated for some other reason, including pregnancy (n=186), family planning, or because they are contacts

of STD-positive patients. This represents a total of 740 patients tested. A clinically significant level of yeast culture isolation (>104
CFU per mL vaginal fluid) was used as the comparative method since this level has been shown, in the literature, to be associated
with yeast vaginitis. Approximately 15% of patients samples tested were positive for yeast by the BD Affirm VPIII test and by culture
isolation at a clinically significant level.

In cases of apparent false positive results where the BD Affirm VPIIl was positive and the comparative result was negative, alternate
methods were used to confirm the BD Affirm VPIII result. The reconciled sensitivity/specificity for patients with an initial vaginal
complaint (n=479) and for all patients (n=740) was 82%/98.4% and 81%/98.2% respectively. The BD Affirm VPIIl test is more
sensitive than either wet mount or Gram stain identification of yeast as compared to clinically significant culture. See Table 1.

The unreconciled sensitivity/specificity of the BD Affirm VPIII test compared to clinically significant culture for patients with an initial
vaginal complaint (n=479) and for all patients (n=740) was 79%/95% and 78%/95.9% respectively. See Table 1.

Gardnerella vaginalis

The sensitivity and specificity of the BD Affirm VPIII Microbial Identification Test for G. vaginalis was established by comparison to a
conventional microscopy method and to culture in 299 patients. The BD Affirm VPIII test was compared to clinically significant levels of
G. vaginalis, identified as >105 CFU per mL of vaginal fluid.13 Of the 299 patients evaluated for BV, 51% (152) were positive based on
scored Gram stain and 56% (168) were positive based on clinically significant cultures.

In cases of apparent false positive results where the BD Affirm VPIIl was positive and the comparative result was negative,
alternate methods were used to confirm the BD Affirm VPIII result. The reconciled sensitivity/specificity of the BD Affirm VPIII test
as compared to clinically significant culture levels and Gram stain morphology for patients with clinical BV by 3 of 4 Amstel Criteria
(n=129) was 98%/100% and 95%/100% respectively. The reconciled sensitivity/specificity of the BD Affirm VPIII test as compared to
clinically significant culture levels and scored Gram stain for all patients (n=299) was 89%/99% and 84%/100% respectively. When
evaluated in all women, the BD Affirm VPIII test was both sensitive and specific as compared to the identification of G. vaginalis by
either Gram stain morphology or by clinically significant culture levels. See Table 1.

The unreconciled sensitivity/specificity of the BD Affirm VPIII test as compared to clinically significant culture and Gram stain for
patients with clinical BV by 3 of 4 Amstel Criteria (n= 129) was 98%/41% and 95%/83% respectively. The unreconciled sensitivity/
specificity of the BD Affirm VPIIl as compared to clinically significant culture and Gram stain for all patients (n=299) was 88%/82%
and 84%/96% respectively. See Table 1.

Trichomonas vaginalis

The sensitivity/specificity of the BD Affirm VPIII Microbial Identification Test for T. vaginalis were established by comparison to
conventional microscopy method and to culture in all 852 patients. Of the 852 patients evaluated 11% (98) were positive based on
wet mount and 13% (111) were positive based on clinically significant culture.

In cases of apparent false positive results where the BD Affirm VPIIl was positive and the comparative result was negative, alternate
methods were used to confirm the BD Affirm VPIII result. The reconciled sensitivity/specificity of the BD Affirm VPIII Microbial
Identification Test for T. vaginalis as compared to wet mount and clinically significant culture was 93%/99.9% and 90%/99.9%
respectively. In this clinical evaluation, the BD Affirm VPIII Microbial Identification Test was comparable in sensitivity to 5 to 7 day
culture isolation of T. vaginalis. See Table 1.

The unreconciled sensitivity/specificity of the BD Affirm VPIII test as compared to wet mount and clinically significant culture (5-7
days) for all patients was 92%/98% and 89%/99% respectively. See Table 1.

Mixed Infections and BV

The data in a subset of 289 patients in this clinical study was collected by having the attending clinician provide diagnoses of
bacterial vaginosis, candidiasis and trichomonasis based on vaginal discharge, pH, amine odor and wet mount results. The overall
ability of the attending physician to report a diagnosis of BV using 3 of 4 clinical signs and symptoms was 75% (89/118). In women
who had no other cause for their vaginal symptoms except BV, the physician’s ability was 82% (79/96). However, in patients who
had mixed infections, i.e., candidiasis or trichomoniasis in addition to BV, the sensitivity of the attending physician to diagnose

BV was 45% (10/22). Attending clinicians had greater difficulty in diagnosing BV in the presence of mixed infections, where the
sensitivity of their initial diagnosis was 45%, as compared to single infections, where the sensitivity of their initial diagnosis was 82%.
The diagnosis of BV was under-reported in patients with mixed infections.



Non-Clinical Results

A total of 88 isolates representing 34 different genera of microorganisms identified by Isenberg et al.22 as clinically relevant to the
genitourinary tract were tested for specificity in the BD Affirm VPIII Microbial Identification Test.

Acinetobacter sp. (1) Corynebacterium spp.(1) Listeria monocytogenes (1) Porphyromonas sp. (1)
Actinomyces sp. (1) Cryptococcus neoformans (1) Mobiluncus spp. (3) Propionibacterium sp. (1)
Bacteroides spp. (4) Entamoeba sp. (1) Mycobacterium sp. (1) Pseudomonas sp. (1)
Branhamella sp. (1) Enterobacteriaceae (5) Mycoplasma hominis (1) Staphylococcus spp. (3)
Bifidobacterium sp. (1) Enterococcus sp. (1) Neisseria spp. (2) Streptococcus spp. (3)
Campylobacter sp. (1) Fusobacterium sp. (1) Neisseria gonorrhoeae (1) Trichomonas vaginalis (9)
Candida spp. (16) Gardnerella vaginalis (10) Peptococcus sp. (1) Ureaplasma urealyticum (1)
Chlamydia trachomatis (2) Haemophilus ducreyi (1) Peptostreptococcus spp. (3) Veillonella sp.(1)
Clostridium spp. (2) Lactobacillus spp. (3) Prevotella spp.(2)

All of the organisms, except Cryptococcus neoformans and Candida species, were nonreactive in the BD Affirm VPIII Microbial
Identification Test for Candida species at a concentration of 108 organisms/mL.

All of the organisms, except M. mulieris, B. dentium and G. vaginalis were nonreactive in the BD Affirm VPIII Microbial Identification
Test for G. vaginalis at a concentration of 108 organisms/mL. M. mulieris was nonreactive at a concentration of 4 x 106 bacteria/mL, and
B. dentium was non-reactive at 8 x 105 bacteria/mL. B. dentium is only very rarely recovered from the vagina.23 Most Bifidobacterium
sp. and strains of B. dentium are recovered from body sites other than the vagina or urogenital tract.

All of the organisms except T. vaginalis were nonreactive in the BD Affirm VPIIl Microbial Identification Test for T. vaginalis at a
concentration of 108 organisms/mL.

Analytical Sensitivity

The BD Affirm VPIII Microbial Identification Test for Candida species can detect 1 x 104 CFU of Candida species in log phase per
assay, 2 x 105 CFU of G. vaginalis in log phase per assay and 5 x 103 trichomonads per assay.

Interfering Substances

In clinical studies, no evidence of interference was determined for vaginal lubricants, douches, menses or spermicides.

In analytical studies, there was no evidence of interference with water-based vaginal lubricants.

Reproducibility

The BD Affirm System was evaluated at three typical clinics by three different first time users (nurse practitioners) for reproducibility
within and between runs. Each site evaluated 24 coded samples consisting of 12 positives and 12 negative samples. Four runs of

six samples per run were performed at each site. Complete agreement of results was obtained on every sample by each of the three
sites, demonstrating the reproducibility and ease-of-use of the BD Affirm System within and between runs, and between sites.

AVAILABILITY

Cat. No. Description

446252 BD Affirm™ VPIII Microbial Identification Test, 24 tests

446257 BD Affirm™ VPIII Microbial Identification Test, 120 tests

446251 BD Affirm™ VPIII Bulk Sample Collection Swabs, 100 swabs

446250 BD Affirm™ VPIIl Sample Collection Sets, 24 sets

446255 BD Affirm™ VPIII Ambient Temperature Transport System (72 h transport system), 100 systems
250100 BD MicroProbe™ Processor (120 volt)

211918 BD MicroProbe™ Processor, (220/240 volt)
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Change History

Revision Change Summary

(04) 2019-06 Converted printed package insert to electronic insert.
Additional languages can be found at bd.com/e-labeling.
Added access information to obtain instructions for use electronically.

US Customers only: For symbol glossary, refer to www.bd.com/symbols-glossary

) 29) 7l / Gamintojas / Razotajs / Tilvirker / Producent / Producétor / Mpoussoautens / Vyrobea / Proizvodaé / Tillverkare / Uretici / Bupo6Huk / A7) i

Use by / Uanonasaite go / Spotiebujte do / Brug fer / Verwendbar bis / Xprion éwg / Usar antes de / Kasutada enne / Date de péremption / A& 7] gt / Upotrijebiti
do / Felhasznalhatésag datuma / Usare entro / JeviH nanpananyra / Naudokite iki / Izlietot ITdz / Houdbaar tot / Brukes for / Stosowac¢ do / Prazo de validade / A se
utiliza pané la / icnonbsosats fo / PouZite do / Upotrebiti do / Anvand fore / Son kullanma tarihi / Bukopuctatu go\line / {4 F# 11 H 1
YYYY-MM-DD / YYYY-MM (MM = end of month)
rrrr-mMm-ga / rerr-Mm (MM = kpas Ha meceua)
RRRR-MM-DD / RRRR-MM (MM = konec mésice)
AAAA-MM-DD / AAAA-MM (MM = slutning af maned)
JIJI-MM-TT / JJJJ-MM (MM = Monatsende)
EEEE-MM-HH / EEEE-MM (MM = TéAog Tou priva)
AAAA-MM-DD / AAAA-MM (MM = fin del mes)
AAAA-KK-PP / AAAA-KK (KK = kuu I6pp)
AAAA-MM-JJ / AAAA-MM (MM = fin du mois)
GGGG-MM-DD / GGGG-MM (MM = kraj mjeseca)
EEEE-HH-NN / EEEE-HH (HH = hénap utolsé napja)
AAAA-MM-GG / AAAA-MM (MM = fine mese)
HHKAAK-AA-KK / HOKHKOK-AA / (AA = aiiablH COHbI)
YYYY-MM-DD/YYYY-MM(MM = &)
MMMM-MM-DD / MMMM-MM (MM = ménesio pabaiga)
GGGG-MM-DD/GGGG-MM (MM = ménesa beigas)
JJJJ-MM-DD / JJJJ-MM (MM = einde maand)
AAAA-MM-DD / AAAA-MM (MM = slutten av maneden)
RRRR-MM-DD / RRRR-MM (MM = koniec miesigca)
AAAA-MM-DD / AAAA-MM (MM = fim do més)
AAAA-LL-ZZ | AAAA-LL (LL = sfarsitul lunii)
rrrr-mMM-aa / rerr-MM (MM = koHew, mecsila)
RRRR-MM-DD / RRRR-MM (MM = koniec mesiaca)
GGGG-MM-DD / GGGG-MM (MM = kraj meseca)
AAAA-MM-DD / AAAA-MM (MM = slutet av manaden)
YYYY-AA-GG / YYYY-AA (AA = ayin sonu)
PPPP-MM-1 / PPPP-MM (MM = kiHeub Micaus)
YYYY-MM-DD / YYYY-MM (MM = H %)
Catalog number / KatanoxeH Homep / Katalogové &islo / Katalognummer / ApiBuo6g katahdyou / Numero de catélogo / Katalooginumber / Numéro catalogue /
Katalo$ki broj / Katalégusszam / Numero di catalogo / Katanor Hemipi / 7+ = 71 ¥1 3. / Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer
katalogowy / Numar de catalog / Homep no katanory / Katalogové &islo / Kataloski broj / Katalog numarasi / Homep 3a katanorom / Ht'5

[ EC |[REP| Authorized Representative in the European Community / OTopuaupan npeactasuten B Esponeiickata o6wHocT / Autorizovany zastupce pro Evropském
spolecenstvi / Autoriseret repraesentant i De Europeeiske Faellesskaber / Autorisierter Vertreter in der Europaischen Gemeinschaft / E§ouciodotnuévog
avTITpoéowTTog aTnv Eupwtraikr) Kovétnta / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Noukogus / Représentant autorisé
pour la Communauté européenne / Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képvisel6 az Eurdpai K6z6sségben / Rappresentante autorizzato
nella Comunita Europea / EBpona kaybiMAaacTbifbiHAaFb! yokineTTi ekin /-5 &5 A 2] $]1¢) vk / |galiotasis atstovas Europos Bendrijoje / Pilnvarotais parstavis
Eiropas Kopiena / Bevoegde vertegenwoordiger in de Europese Gemeenschap / Autorisert representant i EU / Autoryzowane przedstawicielstwo we Wspoélnocie
Europejskiej / Representante autorizado na Comunidade Europeia / Reprezentantul autorizat pentru Comunitatea Europeana / YnonHomMo4eHHbI NpefcraBuTens
B EBponeiickom coobuiectse / Autorizovany zastupca v Eurépskom spolocenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i
Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHoBaxeHuit npeactaBHuk y kpaiHax €C / [k 3[R AU 2

u Manufacturer / Mpoussoauten / Vyrobce / Fabrikant / Hersteller / KataokeuaoTrig / Fabricante / Tootja / Fabricant / Proizvodac¢ / Gyarté / Fabbricante / Atkapyuubi /

In Vitro Diagnostic Medical Device / MeauunHcku ype 3a amarHocTtvka vH Butpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro diayvwoTikr 1aTpikA cuokeur) / Dispositivo médico para diagnéstico in vitro / In vitro diagnostika
meditsiiniaparatuur / Dispositif médical de diagnostic in vitro / Medicinska pomagala za In Vitro Dijagnostiku / In vitro diagnosztikai orvosi eszkdz / Dispositivo
medicale per diagnostica in vitro / XacaHab! xafgaiiaa xypriseTiH MeavumHanbik anardoctuka acnabel / In Vitro Diagnostic 2] & 717] / In vitro diagnostikos
prietaisas / Medicinas ierices, ko lieto in vitro diagnostika / Medisch hulpmiddel voor in-vitro diagnostiek / In vitro diagnostisk medisinsk utstyr / Urzadzenie
medyczne do diagnostyki in vitro / Dispositivo médico para diagnéstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeguuuHckuin npubop ans
[amarHocTuky in vitro / Medicinska pomécka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / in Vitro
Diyagnostik Tibbi Cihaz / MeaunuHuit npucTpiii Ans aiarHocTukm in vitro / k42 Wi 227 3 %
Temperature limitation / TemnepatypHu orpaHnyenns / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / HSmérsékleti hatar / Limiti di temperatura / TemneparypaHb! wekrtey /<%=
A %t / Laikymo temperatira / Temperatiras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / OrpaHuyexne Temnepartypsl / Ohranicenie teploty / Ogranicenje temperature / Temperaturgréns / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu
1 U PR 1
Batch Code (Lot) / Kog Ha napTtuaata / Kod (Cislo) Sarze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg Taptidag (maptida) / Codigo de lote (lote) / Partii kood /
Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama koabl / ¥l %] S =(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer
/ Batch-kode (parti) / Kod partii (seria) / Cédigo do lote / Cod de serie (Lot) / Kog naptum (not) / Kéd série (Sarza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot)
/ Ko naprii / it 5 It

Contains sufficient for <n> tests / CbabpxaHneTo e AocTaTbyHO 3a <n> TecTta / Dostatec¢né mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /

W Ausreichend flr <n> Tests / Mepiéxer emapkn ToodtnTa yia <n> e&etdoelg / Contenido suficiente para <n> pruebas / Kiillaldane <n> testide jaoks / Contenu suffisant
pour <n> tests / Sadrzaj za <n> testova / <n> teszthez elegendé / Contenuto sufficiente per <n> test / <n> TecTTepi yLUiH XeTKinikTi / <n> EH| 2~ E 7} F5-35] Lk
/ Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilos¢
wystarczajgcg do <n> testéw / Contetdo suficiente para <n> testes / Continut suficient pentru <n> teste / [loctatouHo ans <n> Tectos(a) / Obsah vystaci na <n>
testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt for <n> analyser / <n> test igin yeterli malzeme igerir / Buctaunts ans aHaniais: <n>/ £ 8547 <n>
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Consult Instructions for Use / Hanpasete cnpaska B MHCTpykuuuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeureite Tig 0dnyieg xpriong / Consultar las instrucciones de uso / Lugeda kasutusjuhendit / Consulter la notice d’emploi / Koristi upute za
upotrebu / Olvassa el a hasznélati utasitast / Consultare le istruzioni per I'uso / MaiiganaHy HyckaysbiFbIMEH TaHbIChIN anbiHe3 / AH-& A % 33 / Skaitykite
naudojimo instrukcijas / Skatit lietoSanas pamacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrugdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTtso no akcnnyatauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlar’'na basvurun / ue. iHCTpyKuii 3 BUKopucTanHst / 152 [ fd F i3

Do not reuse / He nanonseaiite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emravaypnoipotroleite / No reutilizar / Mitte
kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Manganan6anpis / A8 %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtdrnie / N&o reutilize / Nu refolositi / He ucnons3sosatk nostopHo / NepouZivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He BukopuctoBysatv nosTopHo / i Z) # & i ]

Serial number / Cepuen Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBu6g / N° de serie / Seerianumber / Numéro de série / Serijski broj /
Sorozatszam / Numero di serie / Tontamarsik Hemipi / & &1 W & / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /Nimero de série / Numar de
serie / CepuitHbiii Homep / Seri numarasi / Homep cepii / 515

For IVD Performance evaluation only / Camo 3a oueHka ka4ecTBoTo Ha pabota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agiloAdynon amédoong IVD / Sélo para la evaluacion del rendimiento en diagnéstico in vitro / Ainult IVD seadme
hindamiseks / Réservé a I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikahoz / Solo per
valutazione delle prestazioni IVD / XXacaHngbl xafaariaa «npobupka iliHae» AnarHocTkaaa Tek )XyMblcTel 6aranay ywin / IVD A5 3 7)ol th A vk A& / Tik IVD
prietaisy veikimo charakteristikoms tikrinti / Vienigi IVD darbibas novértésanai /Uitsluitend voor doeltreffendheidsonderzoek / Kun for evaluering av IVD-ytelse /
Tylko do oceny wydajnosci IVD / Uso exclusivo para avaliagéo de IVD / Numai pentru evaluarea performantei IVD / Tonbko Anst OLiEHKW KadyecTBa AUarHoCTUKM in
vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD
Performans degerlendirmesi iin / Tinbku 4na ouiHoBaHHs SKoCTi AiarHocTuky in vitro / R IVD g PF(h

For US: “For Investigational Use Only”

Lower limit of temperature / JoneH numut Ha Temnepatyparta / Dolni hranice teploty / Nedre temperaturgraense / Temperaturuntergrenze / Katwrepo 6pio
Beppokpaaiag / Limite inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / Najniza dozvoljena temperatura / Alsé hémérsékleti
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