GE Healthcare

URGENT FIELD SAFETY NOTICE 3000 N. Grandview Blvd. - W440
Waukesha, W1 53188, USA

<Date of Letter Deployment> GEHC Ref# 14019

To: Director of Orthopedic dept/Physicians/Gynecologist
Risk Manager/Hospital/ Clinic Administrator
Director of Biomedical Engineering

RE: Achilles Express and Achilles Insight Systems with incorrect power cords shipped - Potential for electric shock

This document contains important information for your product. Please ensure that all potential users in your
facility are made aware of this safety notification and the recommended actions.

Please retain this document for your records.

Safety
Issue #1

Safety
Instructions
#1

GEHC Ref# 14019

Certain Achilles Express and Achilles Insight systems were shipped with European CEE-7/7 Type
Power Cords to countries where three protruding pin plugs are required for protective earth
connection. This issue could lead to an electric shock. There have been no reported injuries as a
result of this issue.

You may continue to use your system after following the instructions below:

- Inspect the power cord set used on your Achilles Express or Achilles Insight system and
ensure its compatibility with your wall socket.

- Use the European CEE 7/7 Type plug shown in Figure 1 only with the two wall sockets shown
in Figure 2. The protective earthing connection will not be established with any other socket.

- Do not use any adapters with your plug or wall socket.

- If you have a CEE 7/7 Type plug and a wall socket other than that shown in Figure 2,
discontinue use of your system. Your power cord set will be replaced with the correct power
cord. Destroy the incorrect power cord to ensure it is not used.

Figure 1: CEE -7/7 Type Plug Figure 2: Use CEE-7/7 Plug ONLY
(shipped with systems) with these Wall Sockets
® J l ® e K )
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Safety Applicable only to countries Peru, Philippines and Thailand. Certain Achilles Express and Achilles

Issue #2 Insight systems were shipped with 125V rated power cords (type B plug) to these countries where
the mains voltage could be greater than 200V. This issue could lead to an electric shock. There
have been no reported injuries as a result of this issue.

Safety For certain systems in Peru, Philippines and Thailand, a power cord type B plug rated at 125V, as
Instructions shown in Figure 3, was shipped. The mains voltage in these countries could be greater than 200V
#2 and, as a result, this plug should not be used. If you are located in one of these three countries

with mains voltage greater than 200V and have the plug shown in Figure 3, disconnect your
Achilles Express or Achilles Insight system from your facility’s power supply, and discontinue use
of your system. Your power cord set will be replaced with correct power cord. Destroy the
incorrect power cord to ensure it is not used.

Figure 3: Type B plug DO NOT USE in Peru, Philippines, Thailand

Affected Achilles Express and Achilles Insight systems with power cord.

Product See attached Appendix for a list of system ID numbers.

Details

Product GE Healthcare will send you the correct replacement power cord set at no cost to you.

Correction

Contact If you have any questions or concerns regarding this notification, please contact GE Healthcare
Information 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 immediately per the contact information above.

Sincerely,

7/ T
77

/

Laila Gurney Jeff Hersh, PhD MD
Senior Executive, Global Regulatory and Quality Chief Medical Officer
GE Healthcare GE Healthcare
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List of Affected Achilles Express and Achilles Insight systems IDs

Appendix

11235RAD01 | 834334047 847334076 853330097 853330212 853330299 853330385 856330050
2644078 834334048 853330024 853330107 853330215 853330300 853330386 856330051
2651516 834334054 853330025 853330108 853330216 853330301 853330387 856330052
2693419 834334055 853330027 853330137 853330217 853330309 853330388 856330053
2738051 834334056 853330028 853330138 853330218 853330310 853330389 856330055
2798401 834334057 853330029 853330139 853330219 853330311 853330390 856330056
2815867 834334058 853330030 853330140 853330223 853330312 853330391 856330057
2858452 834334059 853330031 853330141 853330228 853330320 853330392 856330069
2876988 834334060 853330032 853330142 853330229 853330321 853330394 856330070
828330049 834334061 853330033 853330143 853330234 853330322 853330395 856330071
828330064 834334066 853330034 853330144 853330235 853330323 853330396 856330075
828330082 834334067 853330035 853330148 853330236 853330324 853330397 856330076
828330086 834334068 853330036 853330149 853330238 853330333 853330398 856330077
828330087 834374457 853330037 853330150 853330239 853330334 853330399 856330078
828330091 843334000 853330038 853330151 853330240 853330335 853330403 856330079
828330097 843334001 853330040 853330152 853330241 853330336 853330404 856330080
828330098 843334004 853330045 853330153 853330248 853330337 853330405 856330081
828330099 843334006 853330046 853330166 853330249 853330338 856330001 856330082
828330102 843334008 853330047 853330167 853330250 853330339 856330002 856330093
828330115 843334009 853330048 853330168 853330254 853330340 856330003 856330094
828330117 843334010 853330057 853330169 853330255 853330341 856330004 856330095
828330119 843334011 853330059 853330170 853330256 853330342 856330005 856330096
834334004 843334012 853330060 853330171 853330262 853330347 856330006 856330102
834334005 843334013 853330061 853330172 853330263 853330348 856330007 859334009
834334006 843334015 853330062 853330179 853330266 853330349 856330008 82433040028
834334007 843334026 853330064 853330180 853330267 853330350 856330009 82433040035
834334008 843334027 853330065 853330181 853330269 853330351 856330010 82433040037
834334010 843334028 853330069 853330182 853330270 853330352 856330011 82433040039
834334011 843334218 853330070 853330183 853330281 853330353 856330012 82433070008
834334012 843334219 853330071 853330184 853330282 853330354 856330013 82433080005
834334015 843374239 853330072 853330185 853330283 853330358 856330014 82433120015
834334016 847334000 853330073 853330186 853330284 853330359 856330015 82433130044
834334017 847334001 853330074 853330187 853330285 853330360 856330016 82433130045
834334018 847334053 853330075 853330191 853330287 853330376 856330018 82433140016
834334026 847334054 853330076 853330192 853330288 853330377 856330019 82433140020
834334028 847334058 853330077 853330193 853330290 853330378 856330021 82433140021
834334029 847334059 853330080 853330194 853330291 853330379 856330022 82433140022
834334030 847334061 853330081 853330195 853330292 853330380 856330023 82433140023
834334033 847334071 853330082 853330196 853330293 853330381 856330026 82433230011
834334034 847334073 853330083 853330201 853330294 853330382 856330029 82433290005
834334042 847334074 853330084 853330202 853330297 853330383 856330034 00025011128
834334043 847334075 853330085 853330210 853330298 853330384 856330047 0002507221X
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0002508220A 083433NZM33053 084333NZM33284 10423RADO05 83033000410110 | 83033205105099
0002508220X 083433NZM33054 084333NZM33298 10423RADO06 83033000415311 | 83033205355099
0002540710 083433NZM33055 084733NZM31243 10423RADO07 83033001234568 | 83033206010165
0002549803A 083433NZM33056 084733NZM31266 10423RADO08 83033004190909 | 83033209010045
0002556007X 083433NZM33057 084733NZM31271 10423RAD09 83033004563599 | 83033209010165
0002593515X 083433NZM33377 084733NZM31462 10423RAD10 83033005000579 | 83033209026036
0002638962 083433NZM33378 084733NZM31471 10423RAD11 83033005000787 | 83033209026076
0002649897 084333NZM31123 084733NZM31472 10423RAD12 83033005000938 | 83033240415211
0002657156 084333NZM31192 084733NZM31586 10423RAD13 83033005000978 | 83033245000577
0002722584A 084333NZM31217 084733NZM31677 10919RADO01 83033005002399 | 83033600000008
0002732489 084333NZM31245 084733NZM31863 20109RADO02 83033005002887 | 83033600308711
0002739062 084333NZM31429 084733NZM31872 20146RADO03 83033005003917 | 83033602003711
0002752556 084333NZM31461 084733NZM31878 20181RADO02 83033005100157 | 83033602003712
0002765007 084333NZM31483 084733NZM33498 20181RADO03 83033005102305 | 83033602003713
0002767636 084333NZM31860 084733NZM40110A | 20246RAD01 83033005105137 | 83033602003714
0002767636A 084333NZM31874 08533302008 20355RAD02 83033008881210 | 83033603652009
00027676368 084333NZM32908 0853330222D 20356RADO03 83033008881211 | 83033604564999
0002767636C 084333NZM32909 085633NZM10512 20357RADO01 83033009010046 | 83033605001326
0002767636D 084333NZM32910 085633NZM10524 20358RADO01 83033009010429 | 83033605105157
0002790424 084333NZM32911 085633NZM11414 20505RADO01 83033065000199 | 83033805001126
0002791713 084333NZM32912 085633NZM11693 21001RADO1 83033100024611 | 83033805004289
0002818827 084333NZM32913 085633NZM12132 21008RADO1 83033100400411 | 83033805200659
0002830095 084333NZM33062 085633NZM12134 21008RADO02 83033200012010 | 83033805200666
0002860952 084333NZM33063 085633NZM12754 21008RADO03 83033200012210 | 83033806695010
0002868705 084333NZM33064 085633NZM12755 226529BD01 83033200024711 | 83033809427599
0002960988 084333NZM33065 085633NZM12756 479261BD01 83033200407710 | 83033820408610
0004225139 084333NZM33066 085633NZM31191 483657US01 83033200407711 | 83033825000089
0004241217 084333NZM33067 085633NZM31203 492049BD01 83033200407712 | 83033825000098
083433NZM30581 084333NZM33244 085633NZM31224 537615BD01 83033200413211 | 83033825000156
083433NZM30585 084333NZM33261 085633NZM31260 579811BD01 83033200414211 | 83033825000359
083433NZM30662 084333NZM33262 085633NZM31265 6073UL0164 83033205000068 | 83033825100325
083433NZM31194 084333NZM33263 085633NZM33272A | 612711BDO01 83033205001468 | 83033825101736
083433NZM31201 084333NZM33265 085633NZM33349G | 615070BD01 83033205002037 | 83033825104417
083433NZM31221 084333NZM33266 085633NZM33499G | 717010US02 83033205002496 | 83033826101736
083433NZM31223 084333NZM33269 091133NZM31481 717010US03 83033205004228 | 83033860068211
083433NZM31259 084333NZM33274 091133NZM31582 717010US07 83033205004238 | 83037200413111
083433NZM31262 084333NZM33277 091133NZM31875 717010US08 83033205007588 | 932030BD02

083433NZM31270 084333NZM33278 0911LNO0O7 717010US09 83033205101456 | A101031001

083433NZM31275 084333NZM33279 10422RAD02 717010US11 83033205101507 | A118189801

083433NZM31427 084333NZM33280 10423RAD02 83033000000018 | 83033205101815 | A119703501

083433NZM31496 084333NZM33281 10423RADO03 83033000011810 | 83033205102295 | A128549801

083433NZM31572 084333NZM33282 10423RAD04 83033000014510 | 83033205104326 | A128549803
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A128549804 A5152967 A5985601 ACH+12933 AE1237XR01 | KW1111USO1
A130541401 A5161606 A5990601 ACH+12935 AE1241XR01 | L5389201
A130693801 A5178019 A5997501 ACH+12936 AE1243XR01 | LB1149US02
A140158101 A5178029 A6001902 ACH+12937 AE1336XR01 | LB1323US01
A144165602 A5216510 A6032002 ACH+12938 AWE10447 M5389201
A146202101 A5217506 A6032003 ACH+12939 AWE11047 MU1012US01
A147112602 A5250606 A6049301 ACH+12940 AWE11098 MU1012US02
A156115001 A5260003 A6082001 ACH+12941 AWE11285 MU1012US03
A161284802 A5287805 A6082101 ACH+12942 AWE11304 N5389201
A167409101 A5304827 A6086801 ACH+12943 AWE11312 OM1068US01
A174051701 A5307201 A6089201 ACH+12945 AWE11317 SA1011XR06
A174758001 A5314930 A6089301 ACH+12946 AWE11358 SA1381XR02
A176528801 A5353829 A6089303 ACH+12947 AWE11381 SA1381XR03
A176817401 A5358111 A6089304 ACH+12948 AWE11894 SA2081XR01
A179802601 A5367101 A6089306 ACH+12952 AWE1196 SA2082XR01
A185446001 A5380304 A6091501 ACH+12955 AWI33021 SA2083XR01
A195945609 A5483703 A6095201 ACH+12975 AWI133682 SA2106XR01
A236506901 A5715201 A6096703 ACH+12978 B103443901 | SA2106XR02
A236506902 A5715233 A6110401 ACH+12983GA | B120559406 | SA2106XR03
A236506903 A5715240 A6122001 ACH+12986 B5131817 SA2106XR04
A236506905 A5715241 A6124501 ACH10346 B5131818 SA2109XR01
A236506906 A5715259 A6124502 ACH10364 B5313202 SA2109XR02
A236506907 A5715262 A6141601 ACH10393 B5381901 SA2109XR03
A236506908 A5715264 A6141701 ACH10439 B5481117 SA2137XR01
A238763702 A5715267 A6141801 ACH31114 B5495516 SA2137XR02
A258018801 A5725504 A6141901 ACI31938 B5715201 SA2137XR03
A258022001 A5806323 A6143401 ACI31939 B5715202 SA2137XR07
A258022401 A5807032 A6165801 ACI31940 B5767801 SA2146XR02
A258022402 A5809709 A6165901 ACI31941 BH1055US01 | SA2155XR01
A258022403 A5811908 A6165902 AE1145XR01 C5120921 SA2195XR04
A258022404 A5945702 ACE34606 AE1148XR01 C5389202 SA2196XR01
A258022405 A5958003 ACE34651 AE1149XR03 C5618310 SA2198XR01
A258022406 A5958402 ACE34652 AE1154XR01 CY1121USO01 | SA2200XR0O1
A258022412 A5959302 ACE34924 AE1165XR01 IE1016LUO4 SA2205XR01
A258022416 A5961502 ACE34927 AE1189XR01 IE1063LU02 SA2250XR01
A258022419 A5968201 ACE886H AE1201XR0O1 IE1106LU02 SA2250XR02
A258022421 A5975602 ACH+11056 | AE1221XR01 IE1106LUO3 SA2251XR01
A258022424 A5977401 ACH+12290 | AE1223XR01 IE1131US01 SA2251XR07
A258022428 A5980802 ACH+12871 | AE1223XR02 IE1153US01 SA2251XR08
A51142115 A5980803 ACH+12872 | AE1223XR03 IE1574LU01 SA2251XR09
A5114898 A5983601 ACH+12931 | AE1223XR11 1Q1084US01 | SA2251XR10
A5141812 A5985201 ACH+12932 | AE1224XR01 1Q1287US02 | SA2344XR01
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% GE Healthcare

MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT
RESPONSE REQUIRED

GEHC Ref# FMI 14019

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 and required actions to be taken GEHC Ref# 14019.

Customer/Consignee Name:

Street Address:

City/State/ZIP/Country:

Email Address:

Phone Number:

|:| We acknowledge receipt and understanding of the accompanying Medical Device Notification, and that we have taken and
will take appropriate actions in accordance with that Notification.

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

Signature:

Printed Name:

Title:

Date (DD/MM/YYYY):

Please return completed form scanning or taking a photo of the completed form e-mailing to:
Recall14019@ge.com

You may obtain this e-mail address through the QR code below:
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