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Field Safety Notice of EVair and EVair 03 (Jun-Air) Compressors from GE Healtheare.

Sourca .Z\'{.'H LIK j'-'ulmn.:! Center Medical Device Rq:runin;:;-.ED.ﬂ;.
: hitps:!/nemdr.sfda. pov, sa'Secure C A/ CaViewR ecall. aspx Teaid =4&rid= 19873

Product EVair and EVair 03 (Jun-Adr} Compressors.,

Descrption Medcal compressed nir compressors for connection o artificial respirmory anesthesia devices.
Manufacturer (GiE Healtheare.

Local agent Muscar Pharmacy & Stores LLC,

EVair Compressor (M1230849; M1230847, GTIN: 76402146418024, 0019527836078,
The affscted D760 1464 1892, 0764014038 1030, 001952 THI6H061, OTA402 1464 | 854, 0764014938 1023,

products T.ﬁ-lEEI [ ER52) nsed with CARESCAPE. REa0 ventilator

EVur 03 (Jun-Air) Compressor | 1609000; 1609002; GTIN: Not Applicable) used with Engstrom
Carestation/Pro ventilators,
Potential for elevated levels of Formaldehivde when the EVar or EYair 03 (Jun-Air) optional |

Re
- empressors are used with the CARESCAPE R860 or Engstrom Carestation'Pre ventilators.
1. GE HeahhCare has provided the Addendum in the attachment with the updated operating
Ak conditions {3000 maximum room air tempernture) and indications for use specifying that the

compressors are not recommended for use with neonates and infants {0-2 vears of age.
2. Contact the local agent for remedial action.

Healthenre professionals are encournged to report any adverse events Suspected o be associated with
CoImments the shove device or any other medical device to Depertment of Medical Device Control through the

E-mail: Med-device@imoh,gov.om

/Ilr, Mohammed Hamdan A1 Rubaice .'. L

Director Gemeral
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URGENT FIELD SAFETY NOTICE

-

&g GE HealthCare

Data of Letter Deployment GE HealthCare Ref # 34134

T Director of Respratory
Health Care Adminisirator / Risk Manager
Director of Blomedical / Clinical Engineering

RE Paotantial for elevated levels of Fuﬂﬁald&hgdn from EVair and EVair 03 (Jun-Air) Compressors
when used with the CARESCAPE RESD or Engstrom Carestation/Pro ventilators

Safety iGE HealthCare has become aware of slevated levels of formaldehyde when the

Issue EVair or EVair 03 {Jun-&ir) optional compressors are used with the CARESCAPE
REED or Engstrdm Carestation/Pro ventilators, respectively. These alevated results
were observed in preliminary testing thal was conducted at an elevated room
temperature of 40°C (104°F ), at the lowest possible flow condition of 2 Limin (worst-
case, minimum bias flow with no additional ventilation), and all of the gas being
supplied from the compressor (i.e. FiO2 of 21% / no supplemental oxyigen), GE
HealthCare s conlinuing o evaluate the root cause for these slevated levels of
formaldehycde

While thase Iesl conditions are not representative of tvpleal clinical wse condilians,
ZE HealhCare is taking this action to further reduce the polential for patbeni
axposure, The amourt of exposure o formaldehyde during typical clinical use and
the potential risks 1o health from such expoasura, if any, are currantly unknown.
Howewer, in an unlikely scenario in which the compressors are used at the
conditions described above, the formaldehyde levels may lead to adverse pulmaonary
affects such as the potential for transient. reversible ainway irmtation or inflammation
that could lead to airway hyperresponsiveness (e.g. asthma) in neonates or infanis,
resulting in additional medical intervention (2.9, branchoddalor administration,
adjusiment of ventilator settings, increased duration or degree of venlilatory support
andior oxygen suppodt),

Compressors are oplional accessores for ventilators and are only ugad when wall air
is nat available, which is not typical in most hospital settings.

GE HealihCare has not received any reparts of patient injury or adverse affects
related to potential exposure o formaldehyde from the use of the compressors with
ventilators,
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Actions bo 1. GE HealthCare recommends that the EVair and EVair 03 {Jun-Air)

be taken COMpPressors are not usad to supply air to ventilators for neonatal and
by infant patients (0-2 years of age).

Custamar 2. Since the elevated levels of formaldehyde are observed when the
Usar COMpressors are used at higher room temperatures, GE HealthCare is

also lowerning thie maximum room air lermperature for operation of the
compréessars from 40°C (104°F) to 30°C (86°F).

3. Please ensure all potential users in your facility are made aware of
this safety notification and the recommended actions.

4. Retain this document and the Addendum to the user instructions for
your records. Please keap a copy of the Addendum available naar the
areas wherg [he compressors ara used.

8. Complete and refurn the attached acknowledgement form
to Becall FMI 34134{@ge.com.

Affected EVair Compressor (M1230849; M1230847; GTIN: 76402146418524,

Product 0019527A366078, OF640214641892, 07640140381030, 0010527366061,

Details 0764021464 1854, 07640148381023, 76402146418542) used with CARESCAPE
RBED vantilator
EVair 03 (Jun-Ar} Compressor (1609000; 1608002; GTIN: Not Applicabla) used
with Engstrom Carestation/Pro vantitalors

Intended Use for EVasr:

The EVair medical air comprassor (EVair) is intended to be connected to a Datex-
Ohmeda Inc, critical care ventilator [CARESCAPE R860] as a supply of
compressad medical braathing air (compressed air]. The ventilatar mist be
operated with at east one additional supply of compressed medical breathing air or
oxygen basides the EValr,

intended Uze for EVair 03 (Jun-Air):

The EValr 03 compressaor is intended for use as an opfional accessory 1o Datex-
Chmseda critical care ventilators [Engstrom Carestation/Pro] as a breathabla
compressed air supply. If the compressor is the primary air supply fo the sysiem,
ensure that a compressed oxygen supply s also connechad,

Praduct GE HealthCare has provided the altached Addendum with the updated ocperating

Correction  conditions (20°C {86°F) maximum room air iemperature) and indications for use
specifying that tha compressars are not recommended for wse with neonates and
infamts (0-2 vears of age).

Cantact i you have any guestions or concemns regarding this nolification, pleass contact
Information GE HealthCare Service or your Iocal Service Represantative,

BO04292222 SavdifrabiaServicaCentan@ge com
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Please be assured thal maintaining a hsgh level of safety and quality is our highest prionty. If you
have any questions, please contact us per the conlact information above,

Sinceraly,

Laila Gurney Scatl Kellay

Chief Quality & Regulatory Officer Chief Medizal & Safaty CHficar
GE HealthCare GE HealthCare
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@ GE HealthCare

GE HealthCare Rel, # 32134

MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT
RESPONSE REQUIRED

Please complete this form and return it to GE HealthCare promptly upen receipt and no later than
30 days from receipt. This will confirm receipt and understanding of the Medical Device Correction
MNotice,

*Custamen'Consignes
Marme:

Strest Address:

CityStateZ IR Couniry:

*Cusiomer Email Address:

*Cusiomer Phone Mumbsar:

We acknowledge receipt and understanding of the accompanying Medical Device
L] MNotification, and that we have informed appropriate staff and have taken and will take
appropriate actions in accordance with that Motification,

Please provide the name of the indvidual with responsibility who completed this form.

Signature;

*Prinied Mamea

"Titha:

*Date (DOIMMMY YY)

"Indicates Mandatary Fielkds

lease return completed form by scanning or taking a photo of the completed form and
mall to: Recall FMI 24134 com.
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Addendum

This addendum is a replacemeant of information in the Users Reference Manual (URM), the updated
information for this version is identified in Bold text. Keep this addendum with the product Users
Reference Manual, To obtain the latest version of an Instruction for Use, go to! "hilps deustomar
doe cloud. geheathcare.com”™, Entar the document number in the search field. Launch the Saarch or
usa the Search By dropdown fields if the document number is not known,

EVair User's Reference Manual, 2066030-001 |

Indications for use

The EVair medical air compressor (Evair) is intended to be connected to a Datex-Ohmeda Inc. critical
care ventilator (ventilator) as a supply of compressed medical breathing air (compressed air), The
Evair is inztalled in the ventilator carl, delivers filtered, oil-free, odorless and dehumidified
comprassed air and is intended to be operated by trained medical personnel,

The EVair compressor is not intended for use with neanatal or infant patients, age 0 to 2
years.

Using the integrated backup function, the Evair can be connected inline with an existing compressed
air supply network and the ventilator. If the air supply network fails, the Evair automatically culs inand
supplies compressed air to the ventilator,

The veniilator must be operated with at least one additional supply of compressed medical breathing
air or axygen besides the Evair.

Mote  Although this device features a high standard of quality and safety and is built and tested
acocording Lo the current standands, impgroper usage or misuse can resull in injuries with serious
COnsequences.

Therefore please read this user's reference manual carefully and keep this documentation within
reach of the devica,

Environmental specifications

Temperaturea Humidity Ambient Pressure
Operating 10-30°C (50-86°F) 15-95% RH, non 67-107 kPa
condensing (500-800 mmHg, 667-
e . i _ | 1067 mbar}
Slorage -20-65"C (-4-149°F) 15-85% RH, non 50-107 kPa
condensing (375-800 mmHg, 500-
- 1067 mbar)

Engstrom Carestation URM (Software 5.X M1087105, Software 6.X
M1175267, Software 7.X M1205553) and Engstrom Pro URM
(Software 4.X M1142527, Software 5.X M1149390, Software 6.X
M1175295, Software 7.X M1205978)
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EVair 03 compressor (optional)

The EVair 03 compressor 18 inlended for use as an optional accessory to Datex-Ohmeda critical care
ventilators as a breathable compressed air supply. The EVair compressor can act as the primary air
supply or as the backup air supply if pipeline air is connected to the comprassor, If the pipeline air
pressure drops below 250 kPa (36 psi), the EVair automatically tums on to provide an air supply to
the ventiiator.

The EVair 03 compressor is not intended for use with neonatal or infant patients, age 0 to 2
years.

The compressor has ne alarm functiens. All alam funclions and reactions to failure of the
comprassed gas supply are provided by the ventilator.

The compressor should be installed in the base of the ventilator cart. The compressar is powered
from AC mains.

If the compressor is the primary air supply to the system, ensure that a compressed oxygen supply is
also connected.

WARNING A compressor should be used if a reliable air pipeline source is not available,

A Do not block air inket or exhaust vents. Do not place near a radiator or heating unit, Compressor
may overheat and shut down.

N The cooling air exhaust grill may become hot to the touch during use.
21\ Do not use compressor in poorly ventilated area. Compressor will produce heat when in use.

/1% Do not place tha compressor near a source of airborne contamination such as cleaning products
or ather chamicals, vapors, adors, or exhaust gases, The COMPressor usas air from its surroundings
for delivery to the ventilator and patient.

7

5 If the comprassor is the primary air supply to this system, ensure that a compressed oxygen
supply iz also connected.

Environmental specifications

| Thermal Humidity Altitude
Operating rangea 10 to 30°C (50 to B6*F) 15 10 95% BH, non- =440 to 3565 m
N _| condensing (B00 to 500 mmHg)
Storage range | =20to B5°C 1510 95% BH, non- =440 to BEE0 m
condensing (800 to 375 mmHg)

Page 2 of 2




