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Disclaimer

Atos Medical offers no warranty - neither expressed nor implied - to the purchaser
hereunder as to the lifetime of the product delivered, which may vary with individual
use and biological conditions. Furthermore, Atos Medical offers no warranty of
merchantability or fitness of the product for any particular purpose.

Due to local Chinese requirements, the text in the Intended use paragraph and the
Overall description and product composition paragraph are not translated verbatim.
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Stomal airway management

Emergency situations
It is important that emergency personnel knows that you are a neck breather. This will
help them determining that oxygen and rescue breathing need to be administered to
your stoma and not to your mouth or nose.

We recommend that you and your clinician download the guidelines for rescue
breathing from www.atosmedical.com/rescuebreathing

Elective situations
If you need to undergo a procedure that requires intubation (putting a breathing tube
in your windpipe), it is very important that the anesthesiologist and the doctor who
is performing the procedure are aware that you are a neck breather and that you are
using a voice prosthesis. It is important for them to understand that the voice prosthesis
should stay in place. If it is removed, fluids from your mouth, food pipe, or stomach
may get into your windpipe.

It is very important that the intubation tube is inserted and removed carefully so
that the voice prosthesis does not dislodge or come out.

1. Glossary

Clinician Medical professional or properly licensed speech and language
therapist / pathologist or clinical specialist nurse who is trained
in voice rehabilitation procedures.

HME Heat and Moisture Exchanger (Artificial Nose). Device that
retains the heat and moisture in the exhaled air, which otherwise
is lost when breathing through a tracheostoma.

PE-Segment Pharyngo-esophageal segment. The part of the esophagus (food
pipe) where sound is created by vibration of tissue when using a
voice prosthesis.

Silicone A material often used in medical devices.

TE-puncture Small artificial opening created between the trachea (wind pipe)
and the esophagus (food pipe).

Tracheostoma Breathing opening in the front of the neck, where the windpipe
is connected to the skin (also called ‘stoma”).

Voice prosthesis A one-way valve with retaining flanges inserted into a TE-
puncture to allow speech by redirecting air to the esophagus
(food pipe) while reducing the risk of food and liquids entering
the trachea (wind pipe).

2. Descriptive information
2.1 Intended Use

The Provox Vega Voice Prosthesis is a sterile single use indwelling voice prosthesis
intended for voice rehabilitation after surgical removal of the larynx (laryngectomy).
Cleaning of the voice prosthesis is performed by the patient while it remains in situ.

2.2 Overall description and product composition (4514

K2R k)

Provox Voice Prosthesis is composed of Silicone, Polyvinylidene Fluoride (PVDF)
and Silicone adhesive.

The insertion system in the Provox Vega Puncture Set is composed of MethylMethacrylate
Acrylonitrile Butadiene Styrene (MABS), Stainless steel, Polyamide (PA66) and epoxy
glue, Thermoplastic Styrene-Ethylene/Butylene-Styrene (TPS-SEBS), polypropylene
(PP), Polyvinylidene Fluoride (PVDF).

The insertion system in the Provox Vega and Provox Vega XtraSeal is composed of
Polypropylene (PP), colorant, and Silicone oil.

Provox Flush in the Provox Accessories is composed of Silicone, Polypropylene (PP)
and blue masterbatch; Provox Vega Plug in the Provox Accessories is made of Silicone.
Provox Voice Prosthesis and its set are sterilized by ethylene oxide. The product is
for single use. The Provox accessories are non-sterile products.

The shelf life of package sterilization is 5 years.

2.3 Description of the device

Provox Vega is a single-use medical device with a one-way valve that keeps a TE-puncture
open for speech, and reduces the risk of liquid and food entering the trachea. It is made
of medical grade silicone and fluoroplastic.

For illustration see Fig. 1.

a) Prosthesis Hood

b) Prosthesis Shaft

c) Tracheal Flange

d) Radio-opaque fluoroplastic Valve Seat
¢) Esophageal Flange

f) Valve Flap
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Provox Vega package

The Provox Vega package contains the following user accessories:

* 1 Provox Brush of a size corresponding to the voice prosthesis, non-sterile
* 1 Provox Brush Instructions for Use

* 1 Provox Vega Patient’s manual

2.4 CONTRAINDICATIONS

There are no known contraindications for use or replacement of the Provox Vega voice
prosthesis among patients already using prosthetic voice rehabilitation.

2.5 WARNINGS

Accidental aspiration (entering the windpipe) of the Provox Vega voice prosthesis
or other components of the Provox voice rehabilitation system may occur. Immediate
symptoms may include gagging, coughing, choking or wheezing. If this occurs seek
immediate medical treatment. A foreign body in your airway may cause severe
complications such as acute respiratory distress and/or respiratory arrest, and has to
be removed by a clinician.

Accidental swallowing of the Provox Vega voice prosthesis may occur. If this occurs,
contact your physician who will advise you further.

Re-use and re-processing may cause cross-contamination and damage to the device,
which could cause patient harm.

2.6 PRECAUTIONS

Consult your clinician if

» There is leakage through or around the prosthesis (coughing; and/or change of mucus
color)

» Speaking becomes difficult (higher effort and/or voice sounds more strained)

» There are any signs of inflammation or tissue changes at the puncture region (pain,
heat, swelling, traces of blood on the brush after brushing).

To reduce infection risk:

Make sure that your hands are thoroughly clean and dry before using your hands in the

area of your tracheostoma, and before cleaning your voice prosthesis and/or accessories.
Keep all devices clean that may enter or make any contact with your tracheostoma

and voice prosthesis.

To reduce risk of product damage:

Only use genuine Provox accessories that are intended for use with Provox Vega for
the handling and cleaning of your prosthesis.

3. Instructions for use
3.1 Using the Provox Vega to speak

When you close off your tracheostoma, you can direct the air from your lungs through
the prosthesis into your esophagus (Fig. 2).

That air stream causes vibration of the tissues in your esophagus, which produces
the sound of your voice. You can speak by using a Heat and Moisture Exchanger like
the Provox HME, using a handsfree speaking device like Provox Freehands HME or
simply by closing your stoma directly with a finger.

An HME may improve pulmonary function and also facilitates stoma occlusion
and speaking. A handsfree device enables speech without the need to close the
tracheostoma by a finger.

3.2 Cleaning the Provox Vega

In order for you to speak with your voice prosthesis, the prosthesis needs to be clean

so that air can pass through it. Regular cleaning of the prosthesis also helps to prolong

device life.

» Brushing the prostheses with the Provox Brush twice a day removes mucus and food
remnants from the prosthesis.

 Flushing the prosthesis with the Provox Flush also helps to clean debris and mucus
from the prosthesis, which helps increase the life of the device.
Note: The Provox Flush is intended for use only by patients who have been assessed
by the clinician to be able to consistently follow the instructions for use without
clinician supervision.

» Some dietary measures, like the daily intake of yogurt or butter milk containing
lactobacilli, are considered to be helpful against excessive Candida growth.

CAUTION: Only use genuine Provox accessories that are intended for use with
Provox Vega when cleaning your prosthesis. Other devices may cause personal
injury or damage to the voice prosthesis.

3.3 Accessories

Provox Brush is used by the patient to clean the inside of the prosthesis (Fig. 3).
Provox Flush is an additional cleaning device that allows flushing of the prosthesis (Fig. 4).
Provox Vega Plug is a First Aid tool for patient’s use that temporarily blocks leakage
through the prosthesis (Fig. 5).

3.4 Additional devices

Provox HME: Heat- and Moisture Exchanger partially restores lost nasal functions (heating,
humidifying, breathing resistance).



Provox FreeHands HME: A Heat and Moisture Exchanger combined with an automatic
tracheostoma valve, designed to allow hands-free speech.

Provox LaryTube: A silicone tracheal cannula intended to support shrinking stomas
while retaining other rehabilitation devices of the Provox System.

Provox LaryButton: A soft, self-retaining silicone tracheal cannula intended to support
shrinking stomas while retaining other rehabilitation devices of the Provox System.

4. Adverse events/ Trouble shooting by
symptom

It is the responsibility of your clinician to inform you about risks and benefits of prosthetic
voice rehabilitation and to instruct you what to do in case you may encounter adverse
events. If you are not sure that you have completely understood all instructions, ask
your clinician for further explanation.

Symptom: Coughing (triggered by drinking or eating) while the prosthesis is in place.

Most common reasons: Leakage through or around the prosthesis.

Measures:

1. Clean the prosthesis with the Provox Brush and/or Flush. There may be food
remnants preventing the valve from proper closure.

If leakage continues:

2. Observe the prosthesis while drinking. Try to identify if it leaks through the center
or around the prosthesis.
a.) If you think it leaks through the center you can use the Provox Vega Plug while
you are eating and drinking to prevent leakage. Notify your clinician that you need
anew prosthesis.
b.) If you think it leaks around, or if the Plug does not stop the leakage. Notify your
clinician that you may have leakage around your prosthesis.

Symptom: Speaking becomes more and more difficult.

Most common reasons: Valve obstruction, tissue swelling in the throat (e.g. during

radiotherapy).

Measures:

1. Clean the prosthesis with the Provox Brush and/or Flush. There may be food
remnants increasing the airflow resistance.

2. Ifthat does not help: Contact your clinician immediately.

Symptoms: Pain, heat, swelling, and rash (together or alone) in the area of the
prosthesis or stoma.

Most common reasons: Tissue inflammation and infections.

Measures: Contact your clinician immediately.

Symptoms: Traces of blood are seen on the Brush after brushing.
Most common reasons: Tissue inflammation and infections at the esophageal side.
Measures: Contact your clinician immediately.

5. Additional information
5.1 Compatibility with MR, X-ray and radiation therapy

The Provox Vega voice prosthesis can be left in the TE-puncture during the MRI,
X-ray and radiation examination/therapy session. The Provox Vega voice prosthesis
is compatible with Magnetic Resonance Imaging up to 3 Tesla, X-ray and radiation
therapy up to 70 Gy. Note that the radio-opaque valve seat is visible on X-ray.

5.2 Device lifetime

Depending on individual biological circumstances the device life varies, and it is not
possible to predict the integrity of the device over a longer period of time. The material
of the device will be affected by e.g. bacteria and yeast, and the structural integrity of
the device will eventually deteriorate.

5.3 Disposal

Always follow medical practice and national requirements regarding biohazards when
disposing of a used medical device.



6. Product model

7. Storage conditions

Store the product dry and away from sunlight at room temperature. Excursions permitted
between 2°C - 42°C.

8. Reporting

Please note that any serious incident that has occurred in relation to the device shall
be reported to the manufacturer and the national authority of the country in which the
user and/or patient resides.

9. Legal Agent and After-sales service

information

Coloplast (China) Medical Devices Ltd.
Address: Unit1301-1306, 13th Floor, Building 1, No.5
Lido Huayuan Road, Chaoyang District,
Beijing

Agent contact information:

Tel: 010-5920 1888

Fax: 010-5920 1898

Coloplast Customer Service Hotline
Hotline: 400 700 7668

‘Website: www.coloplast.com.cn

10. Production date and validity
Please see the label for the production date; the shelf life of product is 5 years.

11. Registration certificate number of medical

devices
Certificate number of medical devices: E#;E##20223130609

12. Technical requirements for medical devices
Technical requirement number for medical devices: El#5F#20223130609

13. Edition of Instruction for Use
Article number: 11659, Edition date: 2026-03-19

14. Registration and Manufacturer company
Atos Medical AB

Registration & Manufacturer location: Kraftgatan 8, SE-242 35 Horby, Sweden
Registration & Manufacturer contact: +46 (0)415 198 00 « info@atosmedical.com
Production location: Kraftgatan 8, SE-242 35 Horby, Sweden

Country of origin: Sweden
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