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FDA Recall - Philips Respironics DreamStation Devices

Purpose of this communication:

We are writing to inform you that Philips Respironics is recalling certain DreamStation Auto CPAP and
Auto BiPAP devices due to a programming error introduced during rework by a supplier, which may
result in incorrect therapy modes (e.g., BiPAP configured as CPAP), limited pressure, unavailable
features, or improper sensor/humidifier function. Use of the affected devices may cause serious health
consequences including hypoventilation, disrupted sleep, skin or airway burns, and ineffective
treatment of sleep apnea, which could worsen comorbidities. There have been three reported injuries
and no reports of death

What do | need to do?

e Please review the following recall notice here.

o Notify impacted patients and facilitate the replacement, according to the guidelines issued by the
manufacturer in the FDA notification.

e Confirm if you have any CareCentrix patients affected by this recall and notify the CareCentrix
Quality Department by faxing information to: 919-792-6718 Attn: Quality Department.

Thank you in advance for your cooperation and continued partnership.
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https://www.fda.gov/medical-devices/medical-device-recalls/ventilator-recall-philips-respironics-removes-certain-dreamstation-devices-due-programming-errors?utm_medium=email&utm_source=govdelivery

