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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.
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1. Intended Use

The Provox Dilator is intended to dilate or stent the tracheoesophageal puncture in laryngectomized patients.

Intended User Group

Provox Dilator is intended for use in a clinical setting, by healthcare professionals trained in rehabilitation of
laryngectomized patients, in adult (18+ years) laryngectomized patients who use a voice prosthesis.

2. Contraindications
The device is not intended to be used for puncture dilation at the time of surgical creation of the puncture.

3. Description of the Device

Provox Dilator is a single-use, disposable device used for dilating or stenting a tracheoesophageal (TE)
puncture. Provox Dilator is a stepwise tapered, about 140 mm (5.5 in.) long solid curved rod made
of medical grade silicone. The diameter is 15 Fr at the tip and increases to 24 Fr. At the end of each
diameter step, i.e. 18, 20, and 22 Fr respectively, a small retention collar is present that is designed to
prevent the dilator from sliding back to a thinner section. The dilator has a safety strap with medallion
that can be taped to the neck to keep the dilator in place and is designed to reduce the risk of accidental
aspiration of the device.

For dilating the TE puncture, the tip of the dilator is inserted into the open TE puncture and slowly progressed
forward and down into the esophagus, until the desired diameter of the TE puncture is reached. The gradual
increase in the diameter of the device gradually dilates the TE puncture to facilitate the subsequent insertion
of the voice prosthesis.

For stenting the TE puncture, the tip of the dilator is inserted into the open TE puncture and slowly progressed
forward and down into the esophagus, until it reaches the desired diameter for blocking the TE puncture. The
presence of the dilator keeps the TE puncture open and prevents esophageal contents from entering the trachea.

Information

The products are intended to be stored in the box until removed for use, as the box protects the products
and the label on the box contains important information like batch code, use-by date, and a unique barcode.

4. Warnings

* Do not reuse Provox Dilator in another patient. Reuse in another patient may cause cross-contamination
which may lead to serious infection.

* Do not use the device if it shows any sign of structural damage.

* Allergic reactions against the lubricant/anaesthetic gel may occur. Read the instructions for use
accompanying the lubricant. Always ask the patient about allergic history.

5. Precautions

Do not use any kind of oil or ointment for product care or during the procedure. Oil based lubricants (e.g.
Vaseline) may weaken, damage, or destroy the device or may enter your trachea and lungs, which can
result in severe coughing and/or lipoid pneumonia.

Patients on anticoagulant therapy or with bleeding disorders should be carefully evaluated for the risk of
hemorrhage prior to dilation of the TE puncture.

Make sure that the position chosen on the dilator is adequate for the TE puncture. Over-dilatation may
result in leakage around the voice prosthesis.

Never use excessive force to insert or remove the dilator from the TE puncture, as this may cause bleeding
or a false route.

Do not use a contaminated dilator. Contaminated dilators may cause infection and inflammation.

It is advisable to lubricate the dilator. Use only water-soluble lubricants in an appropriate amount.

Do not use the dilator for too long a period of time as this may damage the esophagus wall.

Never remove the medallion from the device. The medallion is of the utmost importance for safety. It
helps to reduce the risk of the device accidentally falling into the trachea.

Do not reuse and do not reprocess the device by any method. Intended for single use only. Reuse may
cause contamination and/or damage to the device.

Carefully assess the suitability of the device for patients with small tracheostomas. The device takes up
space in the tracheostoma and may affect the patient’s ability to breathe.



¢ Bleeding from the TE puncture during insertion may occur. The risk of bleeding can be reduced by
inserting the dilator gently and slowly. Allow sufficient time for each section to dilate the TE puncture
and do not force the dilator through the TE puncture to move to the next section.

Side-Effects

Possible side-effects of using Provox Dilator are coughing, gagging, and discomfort when the device is
inserted, in situ, and/or removed from the TE puncture. Minor bleeding may occur due to the dilatation
of the tissues of the TE puncture. Users with smaller sized tracheostomas may temporarily experience
increased breathing resistance when the device is in situ as it occupies space within the tracheostoma. Users
may also experience irritation and/or discomfort from the safety strap and medallion.

6. How to Use

6.1 Preparation
Always handle the dilator with clean gloves and avoid touching parts of it that will enter the TE puncture.

Check the integrity of the safety strap (see Figure 1:3) by holding the device handle (see Figure 1:1) and
slightly pulling the medallion (see Figure 1:2). Discard the device if it shows any signs of damage.
Prior to use, it is advisable to lubricate the dilator with some water-soluble lubricant/anaesthetic gel.

To lubricate the dilator, put a small amount of gel on a clean surface (e.g. a gauze) and slide the tip of the
dilator through the gel so that the tip is covered with a thin layer of gel.

Recommended Water-Soluble Lubricants

K-Y Jelly

Surgilube

Xylocaine (Lidocaine) Jelly*

*Local anesthetic.

6.2 Operating Instructions
To dilate
1. Remove the voice prosthesis from the TE puncture.

2. To dilate the TE puncture, probe the TE puncture with the tapered tip of the dilator, its curvatures directed
downwards, and gently insert the device until a slight resistance from the TE puncture can be felt.

3. Hold the dilator in this position for the desired amount of time and then slowly and gently continue
progressing, section by section, until the desired TE puncture diameter has been reached. The waiting
time needed for each section can vary from case to case. Carefully tape the medallion to the skin
during the waiting time.

4. Once the dilator has been in the final position for the desired amount of time, gently pull the rod—not
the medallion—for removal and insert the Provox voice prosthesis using its standard procedure.

To stent

1. Remove the voice prosthesis from the TE puncture.

2. To stent the TE puncture, probe the TE puncture with the tapered tip of the dilator, its curvature
directed downwards, and gently insert the device until it reaches the desired diameter for stenting
the TE puncture. The presence of the dilator keeps the TE puncture open and prevents esophageal
contents from entering the trachea.

3. Carefully tape the medallion to the skin whilst the device is in situ.

4. Once the dilator has been in position for the desired amount of time, gently pull the rod—not the
medallion—for removal and insert the Provox voice prosthesis using its standard procedure.

7. How Supplied

The device is manufactured in a cleanroom and supplied non-sterile.

8. Device Lifetime and Disposal
Provox Dilator is a single-use device and shall be discarded after each use.

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

9. 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.
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