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Figures

1. Provox Vega Voice Prosthesis

a)

o

a) Prosthesis Hood

b) Prosthesis Shaft

¢) Tracheal Flange

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

f) Valve Flap

2. Tracheo-esophageal speech
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3. Provox Brush

4. Provox Flush

5. Provox Vega Plug
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Prescription information

CAUTION: United States Federal law restricts this device to sale, distribution and use
by or on order of a physician or a licensed practitioner. The availability of this product
without prescription outside the United States may vary from country to country.

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.

Patents and trademarks

Provox® is a registered trademark owned by Atos Medical AB, Sweden. Provox®
Vega™ is a trademark of Atos Medical AB. For information about protective rights (e.g.
patents), please refer to the webpage www.atosmedical.com/patents.
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ENGLISH

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 Indications for 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 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

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

2.3 CONTRAINDICATIONS

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

2.4 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.
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2.5 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 Freechands 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

The Provox Brush / Provox Brush XL is used by the patient to clean the inside of the
prosthesis (Fig. 3).

The Provox Flush is an additional cleaning device that allows flushing of the prosthesis
(Fig. 4).

The 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.

3.5 Disposal

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

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
a new 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 MRI, 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.

6. 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.



LATVIESU

Stomas elpcelu parvaldiba

Arkartas situacijas
Ir svarigi, lai neatliekamas palidzibas personals zinatu, ka elpojat caur kaklu. Tas viniem
palidzes noteikt, ka skabekla padeve un elpinasana javeic caur stomu, nevis jisu muti
vai degunu.

Iesakam jums un jlisu arstam lejupieladét elpinasanas vadlinijas no www.atosmedical.
com/rescuebreathing
Planveida situacijas
Ja jums ir vajadziga procediira, kura nepiecieSama intubacija (trahejas ievadiSana elpvada),
ir loti svarigi, lai anesteziologs un arsts, kur§ veic procediiru, biitu informéts, ka elpojat
caur kaklu un izmantojat balss protézi. Viniem ir svarigi saprast, ka balss protézei japaliek
tai paredz&taja vieta. Ja ta tiek nonemta, $kidrumi no jusu mutes, baribas vada vai kunga
var ieklat elpvada.

Ir loti svarigi intubacijas cauruliti ievietot un iznemt uzmanigi, lai balss protéze
neatvienotos vai netiktu izstumta.

1. Terminu skaidrojums

Arsts Medicinas darbinieks vai atbilstosi sertificéts logopeds vai
medicinas masa, kas ir apmacita balss rehabilitacijas procediiru
veik3ana.

HME Siltuma un mitruma mainitajs (maksligais deguns). Ierice,

kas uztur siltumu un mitrumu no izelpota gaisa, kas pret&ja
gadijuma tiek zaudgts, elpojot caur traheostomu.

PE segments Faringoezofageals segments. Dala no baribas vada, kur audu
vibracijas ietekmg tiek veidota skana, izmantojot balss protezi.

Silikons Materials, kas biezi tick izmantots mediciniskajas iericés.

TE punkcija Mazs, maksligi veidots atvErums starp traheju un baribas vadu.

Traheostoma Atvérums elposanai kakla priekspusg, kur elpvads ir savienots ar
adu (saukts arT par stomu).

Balss proteze Vienvirziena varstulis ar uzturoSiem atlokiem, kas ievietots

TE punkcija, lai veicinatu runas funkciju, parvirzot gaisu uz
baribas vadu, vienlaikus samazinot risku, ka &diens un skidrumi
varétu ieklt traheja.

2. Aprakstosa informacija
2.1. Lietosanas indikacijas

Provox Vega balss protéze ir sterila, vienreizlietojama, ilglaiciga balss protéze, kas paredz&ta
balss rehabilitacijai péc balsenes kirurgiskas iznemsanas (laringektomijas). Balss protézes

tiriSanu veic pacients, kamér protéze atrodas in situ.

2.2, lerices apraksts

Provox Vega ir vienreizlietojama mediciniska ierice ar vienvirziena varstuli, kas tur
TE punkciju atvértu runas funkcijas veikSanai un samazina risku, ka &diens un skidrumi
varétu ieklat traheja. Ta ir veidota no mediciniska silikona un fluoroplasta.

Tlustraciju sk. 1. attela.

a) protézes parsegs

b) protézes varpsta

c) trahejas atloks

d) kontrastvielas fluoroplasta varstula ligzda

e) baribas vada atloks

f) varstula varsts

Provox Vega iepakojums

Provox Vega iepakojuma ir $adi lietotaja piederumi:
* 1 Provox Brush (suka) izmera, kas atbilst balss protézei, nesterila
* 1 Provox Brush lieto$anas noradijumu eksemplars
» 1 Provox Vega pacienta rokasgramata

2.3. KONTRINDIKACIJAS

Nav zinamu kontrindikaciju saistiba ar Provox Vega balss protézes lietosanu vai nomainu
to pacientu vidd, kas jau izmanto protézes balss rehabilitacijai.

2.4. BRIDINAJUMI

Nejausa aspiracija — var notikt Provox Vega balss protézes vai citu Provox balss
rehabilitacijas sistémas sastavdalu aspiracija (iekltsana elpvada). Neatliekami aspiracijas
simptomi ir, piem&ram, ristiSanas, kleposana, aizriSanas vai s€ksana. Ja tas noticis,
nekavéjoties mekléjiet medicinisku palidzibu. Sveskermenis elpcelos var izraisit
nopietnas komplikacijas, pieméram, akiitu respiratora distresa sindromu un/vai elpoSanas
apstasanos, un tas ir jaiznem arstam.

Nejausa noriSana — pastav iesp&ja nejausi norit Provox Vega balss protézi. Ja tas noticis,
sazinieties ar savu arstu, kur§ sniegs jums talakus noradfjumus.

Atkartota lietoSana un atkartota apstrade var izraisit savstarp&ju piesarno$anos un ierices
bojajumus, kas var kaitet pacientam.




2.5. PIESARDZIBAS PASAKUMI

Konsultéjieties ar arstu, ja:

« Caur vai ap protézi notiek noplade (klepoSana un/vai izmainas glotadas krasa)

* Runasana ir apgritinata (lielaka piepile un/vai balss izklausas vairak saspringusi)

* Punkcijas regiona ir ickaisuma pazimes vai izmainas audos (sapes, karstums,

pietikums, asins pédas uz sukas péc tiri§anas)

Ka samazinat infekcijas risku:
Parliecinieties, ka jusu rokas ir pilniba tiras un sausas, pirms tas izmantojat traheostomas
zona un pirms balss protézes un/vai piederumu tiriSanas.

Turiet tiras visas ierices, kas var€tu tikt ievietotas vai saskarties ar traheostomu un

balss protezi.

Ka samazinat produkta bojajumu risku:
Izmantojiet tikai originalos Provox piederumus, kas ir paredzéti lietosanai ar Provox Vega,
lai apietos ar protézi un tiritu to.

3. LietoSanas noradijumi

3.1. Provox Vega izmantosana runasanai

Kad aizverat traheostomu, varat vadit gaisu no plau$am caur protézi uz baribas vadu (2. attéls).
S gaisa pliisma izraisa audu vibraciju baribas vada, kas rada balss skanu. Varat runit,
izmantojot siltuma un mitruma mainitaju, pieméram, Provox HME, izmantojot bezvadu
runas ierici, pieméram, Provox FreeHands HME vai vienkarsi tiesi aizverot stomu ar pirkstu.
HME (siltuma un mitruma mainitajs) var uzlabot plausu darbibu un ar atvieglo
stomas okliiziju un runasanu. Bezvadu ierice lauj runat bez nepiecieSamibas aizvert
traheostomu ar pirkstu.

3.2. Provox Vega tirisana

Lai runatu, izmantojot balss protézi, protézei jabut tirai, lai gaiss var€tu caur to plist.

Regulara protézes tirisana palidz ari pagarinat ierices darbmiizu.

* Protezes tiriSana ar Provox Brush divreiz diena nonem glotas un diena atlickas no
protézes.

¢ Protézes skalosana ar Provox Flush arT palidz notirit nos€édumus un glotas no
protézes, kas palidz paildzinat ierices darbmaizu.
Piezime. Provox Flush ir paredzéts lietoSanai tikai pacientiem, kurus arsts ir atzinis
par sp&jigiem pastavigi sekot lietoSanas noradijumiem bez arsta uzraudzibas.

« Pastav uzskats, ka dazi uztura ieradumi (piemeram, katru dienu uztura patérét jogurtu
vai paninas, kas satur pienskabas bakterijas) var palidz&t pret parmérigu Candida
augsanu.

UZMANIBU! Protézes tirisanai izmantojiet tikai originalos Provox piederumus, kas
ir paredzéti lieto$anai ar Provox Vega. Citas ierices var izraisit miesas bojajumus
vai balss protézes bojajumus.

3.3. Piederumi

Provox Brush/Provox Brush XL lieto pacients protézes iekSpuses tirisanai (3. attgls).
Provox Flush ir papildu tiriSanas ierice, ar ko skalot protézi (4. attels).

Provox Vega Plug ir pirmas palidzibas instruments pacienta lietoSanai, ar ko var Tslaicigi
apturét noplidi caur protézi (5. attéls).

3.4. Papildu ierices

Provox HME: siltuma un mitruma mainitajs dal&ji atjauno zaud@tas nazalas funkcijas
(sildianu, mitrinasanu, elpo$anas pretestibu).

Provox FreeHands HME: siltuma un mitruma mainitajs ar automatisku traheostomas
varstuli, paredzgts, lai nodrosinatu bezvadu runu.

Provox LaryTube: traheala kanula no silikona, kas paredzeta sariiko$o stomu atbalstam,
vienlaikus uzturot citas Provox sist€émas rehabilitacijas ierices.

Provox LaryButton: miksta, pasbalstosa traheala kanula no silikona, kas paredzéta
sariikoSo stomu atbalstam, vienlaikus uzturot citas Provox sistémas rehabilitacijas ierices.

3.5.l1zmesana

Vienm@r ieverojiet arstu prakses un valsts prasibas attieciba uz biologisko bistamibu,
izmetot lietotu medicinisku ierici.

4, Nevélami notikumi/problému novérsana péc
simptomu veida

Jusu arsta atbildiba ir informét jus par protézes balss rehabilitacijas riskiem un ieguvumiem
un instruét jus, ka rikoties gadijuma, ja saskaraties ar nevélamiem notikumiem. Ja neesat
parliecinats, ka esat pilniba sapratis visus noradijumus, lidziet arstam talaku skaidrojumu.

Simptoms: kleposana (€Sanas vai dzerSanas izraisita), kamér protéze atrodas paredzétaja

vieta.

Visbiezakie iemesli: noplade caur vai ap protézi.

Pasakumi:

1. Notfiriet protézi ar Provox Brush un/vai Flush. Ir iesp&jams, ka &diena atliekas liedz
varstulim pienacigi aizverties.
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Ja nopliide turpinas:

2. DzerSanas laika noveérojiet protézi. Méginiet noteikt, vai noplide notiek caur protézes
centru vai ap protezi.
a. Ja jums $kiet, ka noplide notiek caur centru, &dot un dzerot varat izmantot
Provox Vega Plug, lai novérstu nopludi. Zinojiet arstam, ka jums nepiecieSama jauna
protéze.
b. Ja jums $kiet, ka nopliide notiek ap protézi vai ja Plug neaptur noplidi, zinojiet
arstam, ka, iesp&jams, notiek nopliide ap jisu protézi.

Simptoms: runat kltst arvien grutak.

Visbiezakie iemesli: varstula obstrukcija, audu pietikums kakla (pieméram, staru

terapijas laika).

Pasakumi:

1. Notfiriet protézi ar Provox Brush un/vai Flush. Ir iesp&jams, ka €diena atliekas palielina
gaisa pliismas pretestibu.

2. Jatas nepalidz: Nekavéjoties sazinieties ar arstu.

Simptomi: sapes, karstums, pietikums un izsitumi (kopa vai atseviski) protézes vai
stomas apvidi.

VisbieZikie iemesli: audu ickaisums un infekcijas.

Pasakumi: nekavgjoties sazinieties ar arstu.

Simptomi: p&c tiriSanas uz sukas ir redzamas asins p&das.
VisbieZikie iemesli: audu iekaisums un infekcijas baribas vada pusé.
Pasakumi: nekavgjoties sazinieties ar arstu.

5. Papildu informacija
5.1. Saderiba ar MR attéldiagnostiku, rentgena

izmekléjumiem un staru terapiju

Provox Vega balss protézi MR attéldiagnostikas, rentgena izmeklgjumu un staru
izmekl&jumu/terapijas laika drikst atstat TE punkcija. Provox Vega balss protéze ir saderiga
ar magnétiskas rezonanses att€ldiagnostiku lidz pat 3 teslam, ar rentgena izmekl&jumiem
un staru terapiju lidz pat 70 Gy. Nemiet véra, ka kontrastvielas varstula ligzda ir redzama
rentgena izmekI&jumos.

5.2. lerices kalposanas laiks

Atkariba no individualajiem biologiskajiem apstakliem ierices mtiza ilgums atkiras, un
nav iesp&jams paredzgt ierices integritati ilgaka laika perioda. Ierices materialu ietekmés,
pieméram, bakterijas un raugs, un ierices strukturala integritate laika gaita pasliktinasies.

6.Zinosana
Nemiet veéra, ka par jebkuru butisku starpgadijumu, kas radies saistiba ar ierici, jazino
razotajam un valsts iestadei valsti, kura dzivo lietotajs un/vai pacients.
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