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This document contains important information for the continued safe and proper use of
your equipment.

Please review the following information with all members of your staff who need to be aware of
the contents of this communication. It is important to understand the implications of this
communication.

A problem has been identified within the Philips Respironics Trilogy EV300, Trilogy Evo 02, and Trilogy
Evo Universal ventilators that could pose a risk for patients if not mitigated. This URGENT Medical Device
Correction Letter is intended to inform you of the problem. Please note, these devices can continue to
be safely used in line with the mitigations described within as well as in accordance with the Instructions
for Use.

1. Description of the issue

Philips Respironics has discovered, through internal testing, that accuracy of delivered oxygen may
deviate below the required tolerance of 5% from setpoint when providing high concentration oxygen
therapy. Additionally, if equipped, the internal FiO, sensor may indicate a value higher than the device
is actually delivering. This may vary based on the patient’s lung capacity, lung resistance, use of a
particulate filter, or circuit configuration. In the worst case, this may lead to under delivery of oxygen.

2. Potential hazards associated with the issue.

Philips Respironics has assessed the issue and has determined that across the range of tested
conditions the following hazard could be present for the most vulnerable patient populations that use
these devices. If actual oxygen delivery deviates from the prescribed concentration, beyond the
labeled tolerance of 5%, and the patient is not appropriately monitored, the patient may experience
oxygen desaturation or hypoxemia.

The potential for this hazard is most likely to occur when the Trilogy EV300, Trilogy Evo O,, or Trilogy
Evo Universal high pressure oxygen blending module (OBM) is used to manage patients requiring high
volumes of oxygen such as scenarios requiring FiO, setpoint greater than or equal to 70%.
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3. Affected products and how to identify them.

All distributed Trilogy EV300, Trilogy Evo O3, and Trilogy Evo Universal devices are impacted by this
issue. Each of these devices can use oxygen blending hardware to incorporate externally supplied high-
pressure oxygen with ventilated air for high concentration oxygen (FiO,) therapy.

Trilogy Evo, which is not configured with a high-pressure oxygen blending module (OBM), is not
impacted by FiO, under delivery.

To identify the model, refer to the part number on the bottom of the device with the attached list of
impacted part numbers:
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4. Actions that should be taken by the user in order to prevent risks for patients.

Until a solution is provided by Philips Respironics, patients prescribed Trilogy EV300, Trilogy Evo O, or
Trilogy Evo Universal that use high pressure oxygen, the following precautions must be observed:

1. Continuously monitor oximetry (SpO,) of the patient and follow your institution’s protocol for
monitoring of arterial blood gas measurements to ensure that the patient is receiving
adequate oxygenation.

2. Use an external FiO; monitor for any patient requiring FiO, 270% to identify under delivery of
oxygen. Switch to an alternative ventilator if an external FiO, monitor is not available.

3. Maintain an immediately available back-up device that will allow rapid transition to a different
oxygen delivery method or alternative ventilator if monitoring suggests FiO, is not being
sufficiently delivered.

Distribute this notice to all employees in your organization that need to be aware.
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5. Actions planned by Philips Respironics to correct the problem.

Philips Respironics will release a software update that will address the issue. This software will be
available free of charge to all Trilogy EV300, Trilogy Evo O,, and Trilogy Evo Universal users. Additional
details will be provided when the update is available. In the interim, please take the actions above in
order to prevent risk for your patients.

If you need any further information or support concerning this issue, please contact your local Philips
representative or Philips Respironics Customer Service at 1 (800) 345-6443.

This notice has been reported to the appropriate Regulatory Agencies. Adverse reactions or quality
problems experienced with the use of this product may be reported to the FDA's MedWatch Adverse
Event Reporting program either online, or by regular mail, or by fax.

Philips regrets any inconvenience caused by this problem.

Sincerely,

Tom Fallon
Head of Quality — Philips Respironics
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Impacted Devices Models

Part Number Description

DS2200X11B | Trilogy Evo, 02, USA EV300

Trilogy Evo, 02, USA
DS2100X11B

DS2000X11B | Trilogy Evo Universal Ventilator

Trilogy Evo, 02, International
IN2100X15B

IN2100X19 Trilogy Evo, 02, International (Non-BT)






