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Philips—CPAP and BiLevel PAP Devices and Mechanical Ventilators: FDA Provides Information Regarding
Health Risks Caused by Sound Abatement Foam [Update] [FDA Class I]

Channel: Devices FDA: Last Updated: 02/03/2022

Product Identifier(s)
[Capital Equipment]

Philips
ReSPIronics  paterial No.  UDI Serial No. o
Inc Ne-

Model

Product

H29069399D107,
H29467106F5BE,
H29467208F3A4,
H29667046C054,
H29669752BDEF,
H29669926A6D8,
H29670012A4AD,
H29670055B772,
H29670062E9A5,
H29670066AF81,
H29670089CD66,
H29670099D4BE,
H29670110DD63,
H29670120F70B,
H29670124B12F,
H29670177FDOC,
H29672248F981,
H29672338EE55,
H29672349B2D4,
H29672401D5F9,
H29672403F6EB,

H29672456DFFE,
DS2110X11B, ~ 00606959051942,  |120674238FF13.

KR2110X15B  00606959055483  |179770818CO1E,

H29784208BBAC,
H29815437CFBC,
H29815534A7FB,
H29815680EA13,
H29817188D328,
H29818029D7F4,
H29818206A90B,
H29818225A820,
H29818313BDA2,
H29818528FFCO0,
H29818539F791, H29818898E417,
H29819674B8CB,
H29819705BE96,
H29819715A74E,
H31192401F7C3,
H31192433FEBS9,
H31192470AB42,
H31192474EDGG6,
H31198653C37F, H31198703E71B,
H31199129B193,
H31200467A24A,
H31200649CD3C,

Ventilators = Trilogy Evo N/A
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H31200991BBCB,
H31201122B781,
H31201136E87D,
H31201153EB00O, H31201160F3F3,
H31206064B82A,
H31207455FC11,
H31208096B6B2,
H31216909A045,
H31217033A5D2,
H31217042F953,
H31217046BF77,
H31217103D566,
H31217104A1D9,
H31217131DC1C,
H31217132EE87,
H31217137B92A,
H31217142A38F,
H31217144C6B9,
H31217145D730,
H31217146E5AB,
H31217147F422,
H31217152BA57,
H31217154DF61,
H31217156FC73,
H31217161A2A4,
H31217165E480,
H31217166D61B,
H31217167C792,
H31217171BB7C,
H31217174ECD1,
H31217175FD58,
H31217176CFC3,
H31217177DE4A,
H31220719FFDO,
H31220738DDEY,
H31220808BD46,
H31220819B517,
H31220849CBAF,
H31220868E996, H31220869F81F,
H31220879E1C7,
H31220881EE47,
H31220883CD55,
H31220908E79A,
H31220919EFCB,
H31220928D42A,
H31220939DC7B,
H31220968B34A,
H31220996D9FC,
H31220997C875,
H31226199AC53,
H31227280DB95,
H31227293F0D6,
H31227319CB90,
H31227329E1F8,
H31227386E47F,
H31227397EC2E,
H31227534F51C,
H31227562EE92,
H31227577A0E7,
H31227679A6FD,
H31227697D593,
H31227708A0AO,
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H31227719A8F1,
H31227758DE18,
H31227769E5F9,
H31227784A40C,
H31227785B585,
H31227838CO00F,
H31227884EECB,
H31227908B0BB,
H31227985A59E,
H31228069DB05,
H31228086B9E2,
H31228090C50C,
H31228108C480,
H31231358FDA?,
H31231369C646,
H31231403B1C9,
H31231406E664,
H31231412B998,
H31231421A168B,
H31231426D5D4,
H31231430A93A,
H31231434EF1E,
H31231441F5BB,
H31231445B39F,
H31231450FDEA,
H31231472EDA48,
H31231488C1DA,
H31231500D98E,
H31231502FA9C,
H31231507AD31,
H31231517B4ED9,
H31238478BB71,
H31238600CF89,
H31238613E4CA,
H31241349C52A,
H31245188BA57,
H31246258C086,
H31246293D7FS5,
H31248710BC51,
H31248711ADDS,
H31248714FA75,
H31248715EBFC,
H31248716D967,
H31248717C8EE,
H31248733BD7A,
H31248734C9CS5,
H31248735D84C,
H31248736EAD?7,
H31248737FB5E,
H31248740C2E9,
H31248741D360,
H31248742E1FB,
H31248743F072, H31248752F823,
H31248753E9AA,
H31248756BE07,
H31248757AF8E,
H31248760F 159, H31248770E881,
H31248771F908,
H31248772CB93,
H31248773DA1A,
H31248774AEAS,
H31248775BF2C,
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H31248788E701, H31248789F688,
H31248798FED9,
H31248799EF50,
H31248800EF4E,
H31248801FEC7,
H31248802CC5C,
H31248803DDD5,
H31248804A96A,
H31248805B8ES3,
H31248810F696, H31248811E71F,
H31248812D584,
H31248813C40D,
H31248814B0B2,
H31248815A13B,
H31248820DCFE,
H31248821CD77,
H31248822FFEC,
H31248823EEGS,
H31248826B9C8,
H31248827A841,
H31248830C526,
H31248831D4AF,
H31248832E634,
H31248833F7BD,
H31248836A010,
H31248837B199,
H31248842AB3C,
H31248843BABS,
H31248844CEOQA,
H31248845DF83,
H31248846ED18,
H31248847FC91,
H31248852B2E4,
H31248853A36D,
H31248854D7D2,
H31248855C65B,
H31248856F4C0,
H31248857E549,
H31248860BB9E,
H31248861AA17,
H31248864FDBA,
H31248865EC33,
H31248866DEAS,
H31248867CF21,
H280964980B5B,
H294669270DFE,
H294669623D33,
H296670296C73,
H296697480B6D,
H296700239F4C,
H296700794EAE,
H296700951ED2,
H296701287B43,
H296701855DD6,
H296722705FA1,
H296722763A97,
H296723026B67,
H296723243DEA1,
H296742253D2E,
H296742474AEC,
H297843621AFA,
H298180204A35,

©2022 ECRI
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.

4



H298182059B90,
H298182386A1D,
H298183872C9E,
H298184001AE4,
H311924097B8B,
H311924178B2D,
H311986468D0A,
H311987378B57, H311991651C9F,
H312002723AEG,
H312008165B68, H312010580F0F,
H312012037ADC,
H312022674DES5,
H312170906A39,
H312171178A9A,
H312171348BB1,
H312171359A38,
H312171480CDS5,
H312171491D5C,
H312171683F65,
H312171692EEC,
H312207226B6B,
H312207237AE2,
H312207240E5D,
H312207262DA4F,
H312207401CA9,
H312207432E32,
H312207454B04,
H312208175C69, H312208299F 7F,
H312208310AEF,
H312208354CCB,
H312208376FD9,
H312208526CA4,
H312208573B09,
H312208743A22,
H312209006BD2,
H312209071F6D,
H312209241E46,
H312209272CDD,
H312209400CB2,
H312209603F02,
H312209630D99,
H312209665A34, H312272727B4F,
H312273252B94,
H312276124CFE,
H312276712ABS,
H312277031E73,
H312277451C25,
H312278315DCE,
H312278499C8E,
H312278702B27,
H312279389AD3,
H312279671C9C,
H312280089E5C,
H312280155C61,
H312280524FBE,
H312281026BDA,
H312281040EEC,
H312313453F9A,
H312314694A43,
H312314804D92,
H312314837F09,
H312385987BBD,
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H312413642D7F,
H312413653CF6,
H312413671FE4,
H312487129F43,
H312487138ECA,
H312487308FE1,
H312487549D15,
H312487558C9C,
H312487768DB7,
H312487860E7F, H312487871FF6,
H312488068A78,
H312488079BF1,
H312488187ADE,
H312488196B57,
H312488249ADA,
H312488258B53,
H312488581DBE,
H312488590C37,
H2967007584C2,
H2967017805FB,
H2967018997BA,
H2967229849F9, H2967235470E9,
H2967239902AC,
H2967240593DD,
H2967242692F6, H2981557086BF,
H2981783461F2,
H2981839262EB,
H2981840896AC,
H2981852616BE,
H2981945078E7,
H3119242493DE,
H3119247399D9, H3119904310C5,
H3120033750F7, H31200418178B5,
H3120080642B0,
H3120105192CE,
H3120592203AF, H3121691135D5,
H3121691573F1, H3121716381B6,
H3121717289E7,
H3121717826BD,
H3122075552DC,
H3122075771CE,
H3122081028D6,
H3122082002BE,
H3122083329FD,
H3122086065DE,
H3122086600ES8,
H3122087708B9,
H3122089792A9,
H3122091706B5,
H3122092149EB,
H3122093041BA,
H3122093262A8,
H3122095761D5,
H3122724163BC,
H3122731722EE,
H3122756841C8,
H3122764323CF, H3122772548F5
H3122773663B6,
H3122784333D4,
H3122796179AA,
H3122797437DF, H3122803129F5
H3122804522D9,
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H3123145698DC,
H3123146491A6,
H3124630068AA,
H31248721878B0,
H3124873803A9, H3124875946F0
H3124877864C9,
H3124879434B5,
H3124879617A7,
H3124881693A0,
H31248828508B6,
H3124883958E7,
H3124884199A7, H3124884915EF,
H3124885091F6, H29666901532E,
H29670104829F, H29670195440E,
H29672330621D,
H29674250278B,
H29674270143B,
H29815641523A,
H29817818982E,
H29817921755B,
H29817927106D,
H29818542044A,
H29818883431C,
H29819659509E,
H31200537862E,
H31216910245C,
H31217092492B,
H31217140809D,
H31217158150D,
H31217173986E,
H31220733633A,
H31220737251E,
H31220804772A,
H31220840566E,
H31220842757C,
H31220844104A,
H31220910720A,
H31220934079E,
H31220950156A,
H31220954534E,
H31227263731E,
H31227335324C, H31227587232F,
H31227623771F, H31227777155F,
H31227786871E, H31227914630F,
H31228003208F, H31228023133F,
H31231374047B,
H31231474887E, H31238626990F,
H31241259862E,
H312487824858B,
H31248793400A,
H31248795253C,
H31248797062E, H31248809728F,
H31248829413F, H31248835928B,
H31248838496E,
H31248840882E, H31248851807F,
H31248862988C, H296699946162
H296723150600, H296723335086
H296742224991, H297744972866
H298179005762, H298182833066
H298183794628, H298185252425
H298196861811, H312006146861,
H312008735815, H312010168111,
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H312058755374, H312170485609,
H312171395054, H312171509945,
H312171590484, H312171793734,
H312207314028, H312207341785,
H312207476816, H312207522663,
H312208277601, H312208463358,
H312208540992, H312208671161,
H312208968320, H312209035949,
H312209466984, H312209523678,
H312209983082, H312272425127,
H312273127543, H312274194795,
H312276043010, H312276511905,
H312277879697, H312279436908,
H312280651169, H312280948328,
H312280984944, H312313985407,
H312315148672, H312386149075,
H312413504133, H312413562405,
H312413624849, H312413707283,
H312487183019, H312487192190,
H312487209639, H312487391220,
H312487585779, H312487907291,
H312487916318, H312487925183,
H312488086306, H312488178229,
H312488348302, H312488480466,

H312488638905
Ventilator 210414
Repair Trilogy Evo 1135257 N/A N/A to
Kits 210524

Manufacturer(s)
Philips Respironics Inc, 1001 Murry Ridge Ln, Murrysville, PA 15668, United States

Summary

Update Reason: Additional affected product, new Action Needed information. This Alert provides new information
based on a January 26, 2022, Safety Communication and Medical Device Recall listing posted by FDA and FDA
Center for Devices and Radiological Health (CDRH) source material regarding Alerts A37110 and A37110 02. FDA
states that Philips sent an Urgent Medical Device Recall letter to Trilogy Evo ventilator customers on December 21,
2021, and an updated letter to clarify information on cleaning and filters on January 13, 2022.

Problem

In a November 12, 2021, News Release, FDA states that in response to the July 14, 2021, Philips Respironics recall
of certain ventilators, continuous positive airway pressure (CPAP), and bi-level positive airway pressure (BiPAP)
machines (see Alert A37110), it conducted an inspection of a Philips Respironics manufacturing facility to determine
what may have caused or contributed to the foam problems and assess adherence to the agency’s requirements for
quality manufacturing. During the inspection, the FDA investigator made several observations that are outlined in an
inspection closeout report, also known as an “FDA Form 483.” The FDA investigator provided a list of their
observations to the company. An FDA investigator’s list of inspection observations does not constitute a final FDA
determination of whether any condition is in violation of the Federal Food, Drug, and Cosmetic Act or any of its
implementing regulations. FDA will review the company’s response and the totality of information available to the
agency in determining appropriate next steps.

Following the initial recall, Philips Respironics developed a plan to repair the polyester-based polyurethane foam in
the recalled CPAP and BIPAP devices with a different, silicone-based foam. FDA initially approved this plan based, in
part, on testing the company provided to FDA in June on the new foam. However, during the manufacturing facility
inspection, FDA obtained additional information regarding the silicone-based foam used in a singular, similar device
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https://alertstracker.ecri.org/alerts-search/view/details/1647183
https://alerts.ecri.org/alerts-search/view/details/1648740
https://alertstracker.ecri.org/alerts-search/view/details/1647183
https://www.fda.gov/media/154099/download

marketed outside the U.S., which failed one safety test for the release of certain chemicals of concern, called volatile
organic compounds (VOCs). Similar testing information provided by Philips Respironics to FDA on devices
authorized for marketing in the U.S. had demonstrated acceptable results. FDA has requested that Philips
Respironics retain an independent laboratory to perform additional testing to determine what, if any, potential safety
risks may be posed to patients by the silicone-based foam. FDA is aware that patients have already received devices
with silicone-based foam as part of the repair and replace program. At this time, the agency does not have sufficient
information to conclude whether the silicone-based foam being used in the repaired devices poses any risk to
patients in the U.S. The manufacturer has not confirmed the information provided in the source material.

Action Needed

Identify any affected devices in your inventory. If you have affected devices, verify that you have received the
Urgent Medical Device Recall letter(s) from Philips and/or reviewed the FDA January 26, 2021, Medical Device
Recall listing and January 26, 2021, Safety Communication. FDA and Philips recommend the following:

» Create awareness of this safety information by forwarding it to your organization's personnel.

« Identify all of the affected devices purchased by your organization.

» Do not stop or change patient therapy unless the patient has consulted their healthcare provider or unless a
replacement Trilogy Evo ventilator has been provided.

* Instruct patients and/or caregivers to closely monitor the bacteria filter for foam debris. Using an inline
bacterial filter may help to filter out particles of foam. Additionally, after placement of an inline filter, instruct
patients and/or caregivers to be aware of potential changes in breathing circuit resistance. Ventilator
performance may change because of increase in resistance of airflow through the device after filter
placement. Bacterial filters will not help to reduce exposure to certain chemicals that may be released from
the PE-PUR foam.

* Inspect and clean the patient circuit and accessories per the instructions included with the letter.

« Philips will provide your facility with a replacement ventilator. Once the patient has been transitioned to the
replacement ventilator, return the affected ventilator to Philips. Your Philips representative will provide a return
authorization and any support needed to facilitate this return. See the packing instructions in Appendix A of the
letter sent to your facility.

* Isolate and discontinue use of any affected repair kits. Contact Philips for return instructions. Philips will
provide your facility with replacement kits.

» Determine whether any Trilogy Evo devices have been repaired using Trilogy Evo muffler assembly (part
number 1135357) on or after April 14, 2021.

o If the lot number used in repair is between 210414 and 210524, contact Philips. Philips will replace the
device into which these parts were installed.

o If the lot number used in a repair is unknown, assume it is affected and contact Philips for next steps.
Philips will replace the device into which these parts were installed.

o If lot number is known and is not an affected lot, no further action is required.

See the FDA Safety Communication for further recommendations.
For Further Information:

FDA

Tel.: (888) 463-6332

Philips

Tel.: (800) 722-9377

E-mail: Respironics.repair@philips.com

Website: Click here

UMDNS Term(s)

Positive Airway Pressure Units [20742]

Positive Airway Pressure Units, Bi-Level [20743]
Positive Airway Pressure Units, Continuous [11001]
Ventilators, Noninvasive Positive Pressure [20746]

Geographic Region(s)

©2022 ECRI
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.

9


https://alertstracker.ecri.org/alerts-search/view/details/1647183
https://www.fda.gov/media/154099/download
https://www.fda.gov/medical-devices/medical-device-recalls/philips-respironics-recalls-certain-trilogy-evo-ventilators-potential-health-risks-pe-pur-foam
https://www.fda.gov/medical-devices/medical-device-recalls/philips-respironics-recalls-certain-trilogy-evo-ventilators-potential-health-risks-pe-pur-foam
https://www.fda.gov/medical-devices/safety-communications/update-certain-philips-respironics-ventilators-bipap-and-cpap-machines-recalled-due-potential-health?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/update-certain-philips-respironics-ventilators-bipap-and-cpap-machines-recalled-due-potential-health?utm_medium=email&utm_source=govdelivery
mailto:Respironics.repair@philips.com
https://www.usa.philips.com/c-w/support-home/support-contact-page

(Impact in additional regions has not been confirmed or ruled out at the time of this posting), Argentina, Brazil,
The Netherlands, Romania, U.S.

Suggested Distribution

Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Home Care, EMS/Transport

Comment

* [J[J[1This alert is a living document and may be updated when ECRI receives additional information.
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