Topic: Provox ActiValve voice prosthesis

CareTips

Provox ActiValve voice prosthesis (VP) is intended for those people who

experience early central leakage (less than eight weeks). ActiValve has been
found to have an average device life of 10 months.

Provox ActiValve works similarly to other Provox voice
prostheses except it has magnets to help the valve stay
closed. It does require additional maintenance and
attention to precautions.

Maintaining your Provox ActiValve VP
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P> USE the Brush labeled
prosthesis comes with one “Clean” to clean your
Provox Brush for cleaning voice prosthesis twice
and a second Brush for a day.

lubricating.

P LABEL your cleaning
Brush and your lubricating
Brush so you know which
is which.

Provox ActiValve voice

G Clean and disinfect both P DISINFECT by soaking
Brushes after use. using one of these

P> CLEAN before inserting metf:ods:
and after removal in warm, : 79/0 Ethanol for 10
minutes OR

soapy water, then rinse.
» 70% Isopropyl alcohol

for 10 minutes OR
» 3% Hydrogen peroxide
for 60 minutes.

Tip: Clean and disinfect both
Brushes after use to ensure they
are dry and ready for next time.

P FLUSH your voice

P> SWITCH to the Brush
prosthesis with water labeled “Lubricant,”

or air. and place a single drop
of Provox ActiValve
Lubricant on it only in
the morning.

Tip: Refer to the CareTip

Voice Prosthesis Daily Care

Routines for instructions.
Avoid touching the
Lubricant bottle to
the Brush.

Caution: Do not drip Lubricant into the lungs.

It is important to use just one drop

to avoid excess Lubricant that could
drip onto your skin or into your stoma
or lungs.

Too much lubricant may also cause
the valve to stick from build up.

A

P> APPLY the Lubricant by

inserting the Brush into
the center of the voice
prosthesis. Carefully
rotate the Brush while
gently moving it back
and forth.

Avoid touching the
lubricated Brush to the
skin inside your stoma.
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Tips for successful use:

If you haven’t talked for a while or when first
waking up, you may find that the voice prosthesis
valve is sticking and talking is more difficult.
Cleaning and lubricating the voice prosthesis can
help reduce sticking.

Only use Provox ActiValve Lubricant on the Provox
Brush. Other lubricants or instruments may damage
the Provox ActiValve.

Complete the Provox ActiValve User Card with a
permanent marker and carry it with you at all times.

PRO\@@ ActiValve®
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Warning: The Provox ActiValve is NOT intended to be in place during
MRI-examinations or during radiation therapy. The device should

always be replaced with a conventional voice prosthesis prior to MRI
scans or radiation therapy in order to avoid patient injury.

This device contains 2 magnets;
size 1-1.5 mm, weight 0.15 - 0.2 gram

The magnets are unlikely to set off metal detectors such as those used
in aifports, but in order to avoid incidents it could be advisable to
inform the passermeTT advance of your Voice pro

Patient name

Clinician/Doctor

Warning: The Provox ActiValve is NOT intended to be in place during
MRI-examinations or during radiation therapy. The device should

always be replaced with a conventional voice prosthesis prior to MRI
scans or radiation therapy in order to avoid patient injury.
ZETE]
er'in advance of your voice pro

Hospital/Clinic

Take a picture of your User Card should you ever
accidentally misplace it.

References:

Tip for air travel

Although the magnets in the Provox ActiValve are
unlikely to set off a metal detector (such as those used
at airports), be sure to present your Provox ActiValve
User Card before going through screening.

Medical procedure information A

Always inform healthcare providers and emergency
personnel about your Provox ActiValve voice
prosthesis, and be sure to tell them that it contains
magnets.

Show healthcare providers your Provox ActiValve
User Card before undergoing any type of medical
procedure or examination.

DO NOT UNDERGO

MRI EXAM RADIATION THERAPY
WITH THE PROVOX ACTIVALVE

VOICE PROSTHESIS IN PLACE.

Watch the video “ActiValve
Care and Maintenance”:
www.atosmedical.us/
videos/provox-activalve-
care-and-maintenance

or scan this QR code:

Mayo-Yafiez M, Chiesa-Estomba C, Lechien JR, Calvo-Henriquez C, Vaira LA, Cabo-Varela |. Long-term outcomes and cost-effectiveness of a magnet-based valve voice prosthesis for endoprosthesis leakage treatment. Eur Arch Otorhinolaryngol. 2022

Aug;279(8):4167-4172. doi: 10.1007/500405-022-07313-x. Epub 2022 Feb 26. PMID: 35217904.

Lewin JS, Baumgart LM, Barrow MP, Hutcheson KA. Device Life of the Tracheoesophageal Voice Prosthesis Revisited. JAMA Otolaryngol Head Neck Surg. 2017 Jan 1;143(1):65-71. doi: 10.1001/jamaoto.2016.2771. PMID: 27684464; PMCID: PMC5322740.
Graville DJ, Palmer AD, Andersen PE, Cohen JI. Determining the efficacy and cost-effectiveness of the ActiValve: results of a long-term prospective trial. Laryngoscope. 2011 Apr;121(4):769-76. doi: 10.1002/lary.21380. Epub 2011 Mar 4. PMID: 21381042.

Hilgers FJ, Ackerstaff AH, Balm AJ, Van den Brekel MW, Bing Tan |, Persson JO. A new problem-solving indwelling voice prosthesis, eliminating the need for frequent Candida- and “underpressure”-related replacements: Provox ActiValve. Acta Otolaryngol.

2003 Oct;123(8):972-9. doi: 10.1080/00016480310015371. PMID: 14606602.

Soolsma J, van den Brekel MW, Ackerstaff AH, Balm AJ, Tan B, Hilgers FJ. Long-term results of Provox ActiValve, solving the problem of frequent candida- and “underpressure”-related voice prosthesis replacements. Laryngoscope. 2008 Feb;118(2):252-7.

doi: 10.1097/MLG.0b013e318159ebde. PMID: 18090869.

Kress P, Schafer P, Schwerdtfeger FP, Résler S. Are modern voice prostheses better? A lifetime comparison of 749 voice prostheses. Eur Arch Otorhinolaryngol. 2014 Jan;271(1):133-40. doi: 10.1007/s00405-013-2611-0. Epub 2013 Jun 29. PMID: 23812585;

PMCID: PMC3889693.

Petersen JF, Lansaat L, Timmermans AJ, van der Noort V, Hilgers FIM, van den Brekel MWM. Postlaryngectomy prosthetic voice rehabilitation outcomes in a consecutive cohort of 232 patients over a 13-year period. Head Neck. 2019 Mar;41(3):623-631.

doi: 10.1002/hed.25364. Epub 2019 Jan 7. PMID: 30614644; PMCID: PMC6590326.

Atos Medical Inc | New Berlin, WI USA | +1 800 217 0025 | info.us@atosmedical.com | www.atosmedical.us

This text does not replace or represent the complete contents of the Instructions For Use (IFU) and/or Prescriber Information for the products in this text. Therefore, before prescribing and/or using any of the products
included in this text, please review the entire contents of the respective IFU and/or Prescriber Information.

© Coloplast A/S 2025 All rights reserved. Atos and the Atos Medical logo are trademarks of Coloplast A/S. | MC-2613, 050225



