URGENT FIELD SAFETY NOTICE GE HealthCare

Date of Letter Deployment GE HealthCare Ref. # 32093

To: Director of Biomedical Engineering
Director of Neonatology/ L and D/ Nurse Manager
Risk Manager/Hospital Administrator

RE: Care Plus, Care Plus® Model 1000, 2000, 3000 and 4000 Incubator, Lullaby Incubator, Lullaby
TR Incubator, and Lullaby XP Incubator panels and portholes not properly latched - Potential

patient fall.

Safety GE HealthCare has become aware that the bedside panel of Care Plus, Care Plus®

Issue Model 1000, 2000, 3000 and 4000 Incubator, Lullaby Incubator, Lullaby TR
Incubator, and Lullaby XP Incubator can be upright and look closed but not be
latched if the red indicator is visible. The portholes also can look closed when not
latched when the portholes are obstructed e.g., hood covers. If a patient impacts the
bedside panel or porthole that is not latched, the panel can disengage and fall open,
no longer protecting the patient from falling.

Actionsto  These devices (Care Plus, Care Plus® Model 1000, 2000, 3000 and 4000

be taken Incubator, Lullaby Incubator, Lullaby TR Incubator, and Lullaby XP Incubator)

by have reached their End of Sales/Service Support. Please see attached for the End

customer/  Of Sales/Service Support letters that were previously distributed. GE HealthCare

User recommends that customers replace these devices, if possible.

Customers who wish to continue using these devices should ensure that:

+ Each time the bedside panel is closed, the latches are secure.

« Each time the porthole doors are closed, the porthole latches are manually
checked to make sure the porthole door latches are secure.

+ Each time the bedside panel or pothole is closed, the porthole door is pulled
to make sure it is latched.

These devices are intended to be used by healthcare professionals. If a non-
healthcare professional comes into contact with the device, please check the latches
after this contact to ensure that panel(s) and portholes are closed.

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

Please retain this document for your records.

Please complete and return the attached acknowledgement form to
MIC.EMI32093@ge.com
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Affected All Care Plus, Care Plus® Model 1000, 2000, 3000 and 4000 Incubator, Lullaby

Prod_uCt Incubator, Lullaby TR Incubator, and Lullaby XP Incubators

Details All Care Plus, Care Plus® Hood Field Replacement Units (FRU) Kits: PN 6600-
0047-851, PN 6600-0033-850, PN 6600-0081-850, PN 6600-0961-500, PN 6600-
0083-850

All Care Plus, Care Plus® Hood Door FRU kits: PN 6600-0082-850, PN 6600-0504-
800, PN 6600-0148-800, PN 6600-0970-500

All Lullaby Incubator Model Hood Field Replacement units (FRU) Kits:

PN M1169566, PN M1160659, PN M1206259, PN M1206260, PN M1166836,
PN M1166814

All Lullaby Incubator Model Hood Door Field Replacement units (FRU) Kits:
PN M1169767, PN M1160674, PN M1187512, PN M1206646, PN M1166822

*NOTE: These products were shipped prior to the implementation of UDI and do not
contain a Global Trade Item Number (GTIN)

* Lullaby Incubator, Lullaby TR Incubator, and Lullaby XP Incubator are not sold in
USA.

Intended Use:

Incubators provide a controlled thermal environment for neonates who are unable
to provide their own thermoregulation. They may also be used for short periods of
time to facilitate the neonate's transition from the uterus to the external
environment. Incubators have alarms to alert clinicians when certain patient or
equipment conditions occur, such as a malfunction, or an excessive departure of
the patient's temperature from the set value.

Incubators may incorporate other features, such as humidification of the infant
environment, tilting of the bed, oxygen supply, and data output to remote monitors
or nurse call systems.

Product . . Lo

Correction GE HealthCare will provide a user manual addendum, and label for the device, in a
future mailing at no cost to you.

Contact If you have any questions or concerns regarding this notification, please contact

Information  GE HealthCare Service or your local Service Representative.

GE Healthcare confirms that this notice has been notified to the appropriate Regulatory Agency.

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have
any questions, please contact us per the contact information above.

Sincerely,

Laila Gurney Scott Kelley

Chief Quality & Regulatory Officer Chief Medical & Safety Officer
GE HealthCare GE HealthCare
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GE HealthCare

GE HealthCare Ref. # 32093

MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT
RESPONSE REQUIRED

Please complete this form and return it to GE HealthCare promptly upon receipt and no later than
30 days from receipt. This will confirm receipt and understanding of the Medical Device Correction
Notice. GE HealthCare needs this completed form to process shipment of a user manual addendum, and
label to you. The user manual addendum and label will be provided free of charge.

*Customer/Consignee
Name:

Street Address:

City/State/ZIP/Country:

*Customer Email Address:

*Customer Phone Number:

It is important that we confirm our customers have received this correction notice. This step
needs to be completed before the labels & addendum shipping process can commence.

Please check one of the following and complete the requested information and send back via one of the
methods below:

|:| We acknowledge receipt and understanding of the Medical Device Correction Notice and have
identified that we do not have any of the affected CarePlus and Lullaby Incubators and/or Field
Replacement Units.

OR

|:| We acknowledge receipt and understanding of the Medical Device Correction Notice, have
identified that we do have CarePlus and Lullaby Incubators and/or Field Replacement Units.

If you have any affected CarePlus and Lullaby Incubators and/or Field Replacement Units, list
every serial number and Field Replacement Unit part number individually in the table below. If
you need additional space to include serial numbers or part numbers, please copy this page and
provide as many pages as necessary to include all devices.

Care Plus and Lullaby Incubators Serial Field Replacement Unit Part Numbers
Numbers
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Please provide the name of the individual with responsibility who completed this form.

Signature:

*Printed Name:

*Title:

*Date (DD/MM/YYYY):

*Indicates Mandatory Fields

Please return completed form by scanning or taking a photo of the completed form and email
to: MIC.FMI32093@ge.com
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Maternal-Infant Care

Rajaraman Narayanaswamy
Global Product Manager

122 EPIP,
Whitefield Road,
Bangalore 560066,
INDIA

Raj.Narayanaswamy@ge.com
October 21, 2019

Subject: Notice of End of Sales and Service Support for Care Plus Family of Incubators
Dear Valued Customer:

This letter is to inform you that GE Healthcare will fully discontinue service, service contracts and part support for our
Care Plus Family of incubators effective March 31, 2020.

GE Healthcare discontinued production of the Care Plus Incubators in March 2015 (sales were discontinued for all CE- mark
required countries in March 2014). As the technology within our products changes over time, we continually evaluate our
ability to deliver the high quality and timely service levels that you expect from GE Healthcare. In the case of this series of
Care Plus Family of Incubators, first introduced in 1998, it is no longer feasible to acquire the technology and/or parts
necessary to maintain these products.

From now until March 31, 2020, we will continue to use commercially reasonable efforts to support these devices as long
as parts continue to be available. Any service parts held in inventory after this date will continue to be made available to
our Care Plus customers until this limited stock is depleted. You can contact your local Service Center to inquire as to parts
availability.

GE Healthcare is committed to providing high quality products and services that help clinicians provide better, safer care.
The GE Healthcare portfolio of products includes the Giraffe® Incubator Carestation. The Giraffe Incubator Carestation is
an enclosed neonatal intensive care microenvironment developed through a philosophy of extensive user input to best
define features that meet the needs of clinicians, patients and families. Several unique features provide a developmentally
appropriate environment for the infant, while decreasing stress for family and simplifying procedures for the clinician. The
Giraffe Incubator can also be used with the Giraffe Shuttle. The Giraffe Shuttle converts all Giraffe beds into an intrahospital
transport solution, thereby eliminating the need for bed transfers in intrahospital transports and provides a mobile power
source for up to 45 minutes that allows for transport of the patient between care areas within the hospital building.

Thank you for your trust and confidence in our products and solutions. We look forward to a continued relationship with
you and meeting your future equipment and service needs. Thank you for being a valued customer.

Best Regards,

-

Rajaraman Narayanaswamy
Global Product Manager
GE Healthcare, Maternal-Infant Care

DOC2322228
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GE Healthcare

Aravind Sadaiappan

Global Product Manager

GE Healthcare

122, EPIP,

Whitefield Road,

Bangalore 560066, India

Email: Aravind.sadaiappan@ge.com
Mobile: +91 96320 11799
Telephone: +91 80 4088 7366

Subject: Notice of End of Service Support for Lullaby Incubator, Lullaby XP Incubator and
Lullaby TR Incubator

Dear GE Healthcare customer,

This letter is to inform you that GE Healthcare will fully discontinue service, service contracts and
parts support for our Lullaby Incubator, Lullaby XP Incubator and Lullaby TR Incubator systems
effective 1°* October 2019. We know it is important for you to have advanced notice of product
changes affecting your aged equipment. As the technology within our products change over time, we
continually evaluate our ability to deliver the high quality and timely service levels that you expect
from GE. In the case of the Lullaby Incubator, Lullaby XP Incubator and Lullaby TR Incubator
systems, it is no longer feasible to acquire the technology and/or parts necessary to maintain these
products. Affected model numbers are provided below.

Our records indicate that you own one or more of the affected models. After 1% October 2019 we will
no longer be able to write or renew service contracts for these products. This change does not impact
any current service contracts for products with expiration dates prior to this date. If there are other
products on such existing service contracts, such service contracts shall not be otherwise modified
except for adjusting for the status of these products.

From now until 15 October 2019, we will continue to use commercially reasonable efforts to support
these devices as long as parts continue to be available. For service parts and support during this time
period, please contact your local GE Healthcare service center.

Thank you for your trust and confidence in our products and solutions. We look forward to a
continued relationship with you and to meeting your future equipment and service needs. Thank you
for being a valued customer.

Sincerely,
Aravind Sadaiappan
Global Product Manager

Impacted parts list for Lullaby Incubator:
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GE Part Number Description AMS Part Number
Main Unit
M1151042 Lullaby Incubator including: canopy with large 0201-000-000
foldable door, six portholes and six IV ports,
control module (with Relative Humidity
digital display), standard mattress, slide-out
mattress tray, x-ray tray, passive humidity
control system, tilt mechanism, air curtain, air
temperature probe (with dual air sensor and
humidity sensor), skin temperature probe
(reusable), air filter, oxygen filter, water
reservoir with water level indicator, lateral
protection rail for Lullaby Incubator, service
manual for Lullaby Incubator
Base
M1151126 Lullaby Incubator rolling cabinet stand, 4 0201-001-035
wheels - two with brakes
Voltage
Voltage configuration - Lullaby Incubator - 0201-001-135
M1155509 Voltage configuration - Lullaby Incubator - 0201-001-171
110 + 10% V 50/60 Hz
Power Cord
M1151201 Lullaby power cord CE 0201-001-136
M1151202 Lullaby power cord Italy 0201-001-137
M1151203 Lullaby power cord North America 0201-001-138
M1151204 Lullaby power cord UK 0201-001-139
M1155488 Lullaby power cord Argentina 0201-001-173
M1155489 Lullaby power cord India 0201-001-174
M1155490 Lullaby power cord CCC 0201-001-175
Literature
M1151106 Language configuration (operator's manual & 0201-001-140
labels) - Lullaby Inc - English
M1151107 Language configuration (operator's manual & 0201-001-141
labels) - Lullaby Inc - Bulgarian
M1151108 Language configuration (operator's manual & 0201-001-142
labels) - Lullaby Inc - Czech
M1151109 Language configuration (operator's manual & 0201-001-143
labels) - Lullaby Inc - French
M1151110 Language configuration (operator's manual & 0201-001-144
labels) - Lullaby Inc - Greek
M1151111 Language configuration (operator's manual & 0201-001-145
labels) - Lullaby Inc - Italian
M1151112 Language configuration (operator's manual & 0201-001-146
labels) - Lullaby Inc - Polish
M1151113 Language configuration (operator's manual & 0201-001-147
labels) - Lullaby Inc - Portuguese (Euro)
M1151114 Language configuration (operator's manual & 0201-001-148
labels) - Lullaby Inc - Romanian
M1151115 Language configuration (operator's manual & 0201-001-149
labels) - Lullaby Inc - Russian
M1151116 Language configuration (operator's manual & 0201-001-150
labels) - Lullaby Inc - Spanish
M1151117 Language configuration (operator's manual 0201-001-151
& labels) - Lullaby Inc - Turkish
Options
M1151121 Double wall for Lullaby Incubator 0201-001-088
M1151122 Left and right cupboards for storage for 0201-001-110+0201-001-111
Lullaby Incubator
M1151209 In-bed scale 0201-001-087
Accessories
M1151125 [ Column for Lullaby Incubator and XP 0075-001-024




[ M1155492

| Service manual — Lullaby Incubator

| 0201-001-177

Impacted parts for Lullaby Incubator XP

GE Part Number | Description AMS Part Number

Main Unit

M1151135 Lullaby Incubator XP including: canopy with 0202-000-000
large foldable door, six portholes, and eight
IV ports, control module (with Relative
Humidity digital display), large mattress,
slide-out mattress tray, x-ray tray, double
wall for Lullaby Incubator XP, passive
humidity control system, tilt mechanism, air
curtain, skin temperature probe (reusable),
air temperature probe (with dual air sensor
and humidity sensor), air filter, oxygen filter,
water reservoir with water level indicator,
lateral protection rail for Lullaby Incubator
XP, service manual for Lullaby Incubator XP

Base

M1151136 Rolling cabinet stand, 4 wheels - two with 0202-001-064
brakes

Voltage

M1155510 Voltage for Lullaby Incubator XP - 230 + 10% 0202-001-127
V 50/60 Hz

M1155511 Voltage for Lullaby Incubator XP - 110 + 10% 0202-001-157
V 50/60 Hz

Power Cord

M1151201 Lullaby power cord CE 0201-001-136

M1151202 Lullaby power cord Italy 0201-001-137

M1151203 Lullaby power cord North America 0201-001-138

M1151204 Lullaby power cord UK 0201-001-139

M1155488 Lullaby power cord Argentina 0201-001-173

M1155489 Lullaby power cord India 0201-001-174

M1155490 Lullaby power cord CCC 0201-001-175

Literature

M1151142 Language configuration (operator's manual & 0202-001-132
labels) - XP - English

M1151143 Language configuration (operator's manual & 0202-001-133
labels) - XP - Bulgarian

M1151144 Language configuration (operator's manual & 0202-001-134
labels) - XP - Czech

M1151146 Language configuration (operator's manual & 0202-001-135
labels) - XP - French

M1151147 Language configuration (operator's manual & 0202-001-136
labels) - XP - Greek

M1151148 Language configuration (operator's Manual & 0202-001-137
labels) - XP - Italian

M1151149 Language configuration (operator's manual & 0202-001-138
labels) - XP - Polish

M1151150 Language configuration (operator's manual & 0202-001-139
labels) - XP - Portuguese (Euro)

M1151151 Language configuration (operator's manual & 0202-001-140
labels) - XP - Romanian

M1151153 Language configuration (operator's manual & 0202-001-141
labels) - XP- Russian

M1151154 Language configuration (operator's manual & 0202-001-142
labels) - XP - Spanish

M1151155 Language configuration (operator's manual & 0202-001-143
labels) - XP - Turkish

Options

M1151156 Servo humidity control system for Lullaby 0202-001-123
Incubator XP




M1151157 Servo oxygen control system with DISS Inlet 0202-001-124
for Lullaby Incubator XP

M1151158 Servo oxygen control system with NIST Inlet 0202-001-126
for Lullaby Incubator XP

M1151122 Left and right cupboards for storage for 0201-001-110+0201-001-111
Lullaby Incubator

M1155493 In-bed scale - XP 0201-001-096

Accessories

M1151125 Column for Lullaby Incubator and XP 0075-001-024

M1155495 Porthole wristlet 0201-001-080

M1155496 Service manual - Lullaby Incubator XP 0202-001-171

Impacted parts for Lullaby Incubator TR

GE Part Number | Description AMS Part Number
Main Unit
M1151357 Lullaby Incubator TR including: Foldable cart 0203-000-000
with four wheels - two with brakes, two
cylinder holders, auxiliary four wheel,
ambulance floor anchoring, two batteries,
inverter and electronic charging unit, canopy
with large foldable door in front and door on
head side, three portholes, and six IV ports,
control module, standard mattress, head side
slide-out mattress tray, air curtain, air filter,
oxygen filter, skin temperature probe
(reusable), air temperature probe (with dual
air sensor and humidity sensor), 12VDC power
supply cable, service manual for Lullaby
Incubator TR
Voltage
M1155513 Voltage configuration - Lullaby Incubator TR - 0203-001-085
230 + 10% V 50/60 Hz
M1155514 Voltage configuration - Lullaby Incubator TR - 0203-001-125
110 + 10% V 50/60 Hz
Power Cord
M1151201 Lullaby power cord CE 0201-001-136
M1151202 Lullaby power cord Italy 0201-001-137
M1151203 Lullaby power cord North America 0201-001-138
M1151204 Lullaby power cord UK 0201-001-139
M1155512 Lullaby power cord Taiwan 0201-001-172
M1155488 Lullaby power cord Argentina 0201-001-173
M1155489 Lullaby power cord India 0201-001-174
M1155490 Lullaby power cord CCC 0201-001-175
M1155498 Lullaby power cord ANZ 0201-001-176
Literature
M1151358 Language configuration (operator's manual & 0203-001-090
labels) - TR - English
M1151359 Language configuration (operator's manual & 0203-001-091
labels) - TR - Bulgarian
M1151361 Language configuration (operator's manual & 0203-001-092
labels) - TR - Czech
M1151362 Language configuration (operator's manual & 0203-001-093
labels) - TR - French
M1151363 Language configuration (operator's manual & 0203-001-094
labels) - TR - German
M1151364 Language configuration (operator's manual & 0203-001-095
labels) - TR - Greek
M1151365 Language configuration (operator's manual & 0203-001-096
labels) - TR - Italian
M1151366 Language configuration (operator's manual & 0203-001-097
labels) - TR - Polish
M1151367 Language configuration (operator's manual & 0203-001-098
labels) - TR - Portuguese (Euro)




M1151368 Language configuration (operator's manual & 0203-001-099
labels) - TR - Spanish

M1151369 Language configuration (operator's manual & 0203-001-100
labels) - TR - Romanian

M1151370 Language configuration (operator's manual & 0203-001-101
labels) - TR - Russian

M1155500 Language configuration (operator's manual & 0203-001-102
labels) - TR - Turkish

Options

M1151372 | Double wall for Lullaby Incubator TR 0203-001-077

Accessories

M1155506 Column for Lullaby Incubator TR 0203-001-065

M1151373 Procedure light for Lullaby Incubator TR 0203-001-078

M1151375 Oxygen cylinder "E" type (5 L) for Lullaby 0203-001-005
Incubator TR

M1151376 Air cylinder "E" type (5 L) for Lullaby 0203-001-006
Incubator TR

M1151377 Oxygen regulator for Lullaby Incubator TR 0100-007-037

M1151378 Air regulator for Lullaby Incubator TR 0203-001-019

M1155495 Porthole wristlet 0201-001-080

M1155501 Service manual - Lullaby Incubator TR 0203-001-126

Shared Accessories

M1151205 Disposable skin temperature probe (Pack of 0201-001-104
10)

M1151206 IV pole 0201-001-094

M1151207 Monitor shelf 0201-001-095

M1151161 Heat reflecting patch (Box of 50) SR25566-011

M1151379 Oxygen flowmeter 0106-001-016

M1151380 Air/ Oxygen blender 0109-001-001

M1151381 Suction unit (compressed Oxygen or air 0100-000-081
operated - specify when ordering)

M1155504 Suction unit (central vacuum operated) 0100-000-139

M1151123 Oxygen monitorization 0200-001-054+R114P70

M1151124 Airflow limiting system 0202-001-115

M1155505 Dual skin temperature probe 0200-001-055




