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YONI Egg

Instruction for Use — English

At Home or Professional Use

Please read this user manual carefully before using the test

YONI Egg is an in vitro diagnostic kit intended for the collection and
preservation of Vaginal swab samples for quantitative analysis of vaginal
microbiome using genetic methods. This kit was evaluated for home use
or professional use. The patient-collected swab specimen application was
tested. This kit can be used to provide information about vaginal
microbiome composition only. This product is not intended to be used for
diagnostic.

The vaginal microbiome composition can vary greatly between women,
depending on various aspects of each woman’s life. It can therefore be
interesting for medical professionals, wellness providers, and user in
general, to understand the composition of their vaginal microbiome.

The YONI Egg provides the means to collect a vaginal swab, and have it
analyzed and receive a report on the composition of the vaginal
microbiome. The report is meant as an information only, and not as a
diagnostic. The user, her healthcare provider or wellness provider can use
the information at their own discretion, to make lifestyle choices or select
food supplements.

Components Quantity per kit
Individually wrapped, sterile vaginal swab 1
Tube containing Specimen Transport Medium 1x2ml
Biological transport bag and box 1
Instructions for use 1

Note: The components of kits cannot be exchanged

Store the YONI Egg kit before use at 5-25°C. The expiry date of the kit is
printed on the label

After vaginal sample collection, store the kit at 5 to 25°C and return to the
address stated no later than 3 weeks after sampling.

Note: Collect samples only 48 to 72 hours after sexual intercourse.
Instructions for vaginal swab specimen collection:

1. Partially peel open the swab package. Remove the swab. Do not
touch the soft tip or lay the swab down. If the soft tip is touched, the
swab is laid down, or the swab is dropped, use a new swab

2. Hold the swab, placing your thumb and forefinger in the middle of
the swab shaft covering the score line. Do not hold the swab shaft
below the score line.

3. Carefully insert the swab into the vagina about 5 cm past the
introitus and gently rotate the swab for 10 to 30 seconds. Make
sure the swab touches the walls of the vagina so that moisture is
absorbed by the swab and then withdraw the swab without
touching the skin. If you are using a speculum, avoid using
lubricant as they could interfere with the analysis.

4. While holding the swab in the same hand, unscrew the cap from
the tube. Do not spill the contents of the tube. If the contents of the

tube are spilled, use a new YONI Egg kit

5. Immediately place the swab into the transport tube so that the
score line is at the top of the tube.

6. Carefully break the swab shaft at the score line against the side of
the tube.

7. Immediately discard the top portion of the swab shaft.

8. Tightly screw the cap onto the tube.

Vaginal swab specimens must be sent to the laboratory in the provided
swab specimen transport medium and tube.

Note: Specimens must be shipped in accordance with applicable national
and international regulations. Shipment at room temperature.

1. Make sure that the cap is tightly screwed onto the specimen tube.
2. Place the tube in the Biological Substance Category B Pouch and

close it.

3. Place the Pouch in the YONI Egg Box provided and close the security
sealer.

4. Send the box to YONI Solutions partner Lab (address on the label of
the box)

1 2 3

BIOLOGICAL SUBSTANCE
CATEGORY B

1. Do not ingest the liquid from the collection tube. If in contact with
the eyes, wash it immediately with water and seek medical
assistance. If in contact with the skin, wash it immediately with
water and soap.

2. Keep out of reach from children.

3. Use the provided swab only. Failure to use the provided swab may
invalidate the test results.

4. After collection, place everything immediately in the transport pouch.
Do not handle specimens after collection.

5. If the contents of the transport tube are spilled at any time during the
collection procedure, use a new YONI Egg Kit. Failure to use a new kit
may invalidate the test results.

6. Maintain proper storage conditions during specimen shipping to
ensure the integrity of the specimen.

7. Do not use the kit after its expiry date to collect specimens.

8. Do not use the test kit if the swab pouch or collection tube is damaged
or if the Specimen transport media has turbidity.

9. Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the
Member State in which the user and/or the patient is established.
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LIMITATIONS

1. The test procedure and precautions must be followed strictly when
testing. Not following the instructions can result in poor test results.

2. The kit must be used only with vaginal swab samples. This kit is not
intended to be used with other sample types.

3. The test results of this kit are for reference only and should not be used

for clinical diagnosis and treatment.

DEVICE PERFORMANCES

1. Cross-reaction

Unrelated bacteria (Bacillus subtilis) were added to the sample
containing Lactfobacillus crispatus and did not affect the Assay
performance.

. Interfering Substances

The following interfering substances were tested: Lubricant, Estrogen
gel, Hydrating gel, Isoconazol, Urine, Blood and Semen. Semen was
found to interfere significantly with the analysis, causing the test to
fail. Hydratant, Isoconazol, Estrogen gel, Urine and Blood were found
to interfere mildly with the testing process. Lubricant was found to
have no effect on the test.

. Repeatability and reproducibility of analysis

A standard deviation error of 1.4% was observed for reproducibility
and the error associated with measurement is + 4%.

. Limit of detection and Hook effect

Bacteria samples were serial diluted in the preservation buffer to
determine the limit of detection. The LOD was determined at 100
CFU. No hook effect linked with the collecting device was observed.

. Clinical performance

A total of 38 vaginal swab sample were collected at the University
Hospital Lausanne (Switzerland) and analyzed with reference method
16S sequencing. From the 38 samples, 20 had good concordance
between 16S and YONI results. Which means that the main species
detected by 16S was detected by YONI Device.
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User Instruction

Open the swab package. Remove the swab. Do not touch the soft tip or
lay the swab down. If the soft tip is touched, the swab is laid down, or

the swab is dropped, use a new swab

Warnings and Precautions

« Wash your hands with soap and water
prior to starting the collection.
« Sit or stand in a comfortable position.

Hold the swab, placing your thumb and forefinger in
the middle of the swab shaft covering the break point.

Do not hold the swab shaft below the break point

* Do NOT collect samples during your
menstrual period.

« It is normal and not cause for concern if
you notice a slight discharge or blood
on the swab after collection.

« If you are pregnant, talk to your health
care professional before using this
collection kit.

Gently open the folds of skin at the vaginal opening and carefully insert
the swab into the vagina 5 cm and gently rotate the swab for 20
seconds. Remove the swab carefully from the vagina, without touching

the external skin.

* Wash with water if stabilizing liquid
comes in contact with eyes or skin. Do
NOT ingest.

« Do NOT spill the stabilizing liquid in the
collection tube.

« Do NOT lay the swab tip down or touch
any other surface once it is removed
from the packaging.

+ Small items may pose a choking

While holding the swab in the same hand, unscrew
the cap from the tube. Do not spill the contents of the

tube and do not touch the swab tip.

hazard.

Immediately place the swab into the transport tube
so that the score line is at the top of the tube.
Carefully break the swab shaft at the score line

against the side of the tube.

Discare packaging and swab handle in the garbage
Give the tube with the sample to your doctor and send the samples for analysis
according to the transport instructions supplied by the manufacturer. Ship in accordance
with the applicable regulations for transport of biological specimens
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