
SBED Weekly Update 14-Aug-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

30 SFDA website
8/6/2018 8/12/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to public health:  
Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a manufacturer 
or its representative in relation to a Field Safety Corrective Action

Ref: WU1833

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Active Implantable Devices

Various Short-Term 

Hemodialysis Products

8/6/2018 Medcomp FSN AttacFarabi Trading 

Establishment

# New

Anaesthetic and respiratory devices

All lighting systems 8/8/2018 Dr. Mach GmbH & Co. KG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13030Nomas TradingNew

Deltastream Heater-

Cooler Unit

8/8/2018 Medos Medizintechnik 

AG..

2 httpsAl Mofadaly Trading Est.New

LipiVage system 8/8/2018 Genesis Biosystems Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13029Kalium Co for Scientific Equipment & Cosmetic Products w.l.lNew

Assistive products for persons with disability

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13030
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13038
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13029



[High Priority ] - A31027 : Medcomp—Various Short-Term Hemodialysis Products: Suture Wings May Crack or Break


[High Priority ] - A31027 : Medcomp—Various Short-Term Hemodialysis Products: Suture Wings May
Crack or Break
Medical Device Ongoing Action
Published: Tuesday, July 31, 2018


UMDNS Terms:
•  Catheters, Vascular, Hemodialysis, Central Venous [18663]


Product Identifier:
[Consumable]


Product
Medcomp (Medical
Components Inc)
Reference No.


UDI Lot No.


11.5 Fr X 15 cm DUO-FLOW XTP
STRAIGHT FULL SET


AAC02106 884908U00184 MCAW430, MCCF020,
MCFK440, MKAY620


11.5 Fr X 20 cm DUO-FLOW XTP
STRAIGHT FULL SET


AAC02107 884908000191 MCBR560


11.5 Fr X 24 cm DUO-FLOW XTP
STRAIGHT FULL SET


AAC02108 884908000207 MCCX620


RMS02108 884908037647 MCCH440


11 Fr X 15 cm DOUBLE LUMEN
CRRT/ABP CATHETER SET


DL 11/15 541376500519 MCAJ510, MCAP860,
MCAZ820, MCCB890,
MCCJ250, MCDF160,
MCDQ630, MCFF200,
MCFF620, MCFK200,
MCFV440, MKAK310


11 Fr X 20 cm DOUBLE LUMEN
CRRT/ABP CATHETER SET


DL 11/20 54376500520 MCAW770, MCBW430,
MCCH320, MCCJ690,
MCF8450, MCFF930,
MCFV450, MKAK320,
MKAV210


9 Fr X 15 cm DOUBLE LUMEN
CRRT/ABP CATHETER SET


DL 9/15 541376500524 MCCH330, MCAY080,
MCBD600, MCBP740,
MCBW440, MCCA030


11.5 Fr X 24 cm DUO-FLOW DOUBLE
LUMEN SOFT TIP CRRT/ABP
CATHETER SET


DL11/24 541376500521 MCAL840, MCBB800,
MCBW450, MCCH690


11.5 Fr X 12 cm DUO-FLOW IJ FULL
TRAY


MCDLT114IJ 884908026238 MCAC610, MCBA810,
MCBS660


11.5 Fr X 15 cm DUO-FLOW IJ FULL
TRAY


MCDLT116IJ 884908026276 MCAT590, MCAX580,
MCBH130, MCBK010,
MCBN350, MCBY390,
MCCH750, MCCV240,
MCDA860, MCDG370,
MCDJ730, MCDP710,
MCDQ920, MCFA850,
MCFB360, MCFD630,
MCFM700, MCFS710,
MCFV690, MCFX790,
MKAD790, MKAG470,
MKAT090, MKAX630


11.5 Fr X 20 cm DUO-FLOW IJ FULL
TRAY


MCDLT118IJ 884908026313 MCAH750, MCBA820,
MCBYS20, MCCP980,
MCFD640, MCFQ350,
MCFZ550 MKAR100


11.5 Fr X 12 cm DUO-FLOW
CATHETER FULL TRAY


MCDLT3500 884908026429 MCFV620, MKAZ210


11.5 Fr X 15 cm DUO-FLOW
CATHETER FULL TRAY


MCDLT4000 884908020436 MCBA170, MCBK870,
MCBS910, MCBZ450,
MCCP990, MCCZ440,
MCDC940, MCDN100,
MCDQ930 MCFD710,
MCFN970, MCFS730,
MKAX240
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11.5 Fr X 20 cm DUO-FLOW
CATHETER FULL TRAY


MCDLT4400 884908026443 MCAC870, MCAS340,
MCBA830, MCBR880,
MCBY910, MCCF130,
MCCQ000, MCCX150,
MCDF010, MCDG980,
MCDP120, MCFD720,
MCFG380, MCFJ060,
MCFM520, MCFW300,
MCFZ590, MKAJ380,
MKAQ920


11.5 Fr x 24 cm DUO-FLOW
CATHETER FULL TRAY


MCDLT4424# 884908026467 MCAH920, MCAS230,
MCBL150, MCBN500,
MCBZ380 MCCV010,
MCCW950, MCDF030,
MCFX080


11.5 Fr X 12 cm DUO-FLOW XTP
STRAIGHT FULL SET


RMS02105 884908037616 MKAC440


11.5 Fr X 12 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
(CATHETER ONLY)


T114C 884908056419 MHJV260, MHMJ380,
MHRC840, MHXF770,
MJAZ910, MJDV230, MJLF440,
MLCT530


11.5 Fr X 12 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
SET


T114M 884908056457 MCAH650, MCAQ240,
MCAW220, MCBC440,
MCCJ920, MCCP260, MCDC910
MCDG320, MCDL590,
MCDW940, MCFA540,
MCFG000, MCFM820,
MCFR060, MCFV060,
MKAA520, MKAL360,
MKAN510, MKAQ280,
MKAZ530


11.5 Fr X 15 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
(CATHETER ONLY)


T116C 884908056501 MCAA590, MCAD760,
MCAK990, MCBM860,
MCBQ500, MCCA150,
MCCG660, MCDD810,
MCDG250, MCDJ980,
MCDP910, MCDV760,
MKAD560, MKAL370,
MKBC340


11.5 Fr X 15 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
SET


T116M 884908056570 MBZS180, MCAH050,
MCAL000, MCBM870,
MCBT030, MCCG580,
MCCP590, MCDD570,
MCDR280, MCDX060,
MCFQ250, MCFS300,
MCFT650, MCFX880,
MKAB600, MKAM870


T116ME 8849080S6600 MBZY670, MCCT820,
MCFQ150, MKBB070


T116ME 884908056617 MJLP070, MLDH060


11.5 Fr X 20 cm SOFT-FLOW
DOUBLE LUMEN (CATHETER
ONLY)


T118C 884908056655 MHLM190, MHRX850,
MHSY930, MHYG710,
MJCV440


11.5 Fr X 20 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
SET


T118M 884908056709 MBYR870, MBZM650,
MCAH670, MCAJ630,
MCAQ250, MCAQ870,
MCBA060, MCBD890,
MCBX380, MCDF830,
MCDL020, MCDR290,
MKAG530, MCDX070,
MCFA570, MCFD860,
MCFH790, MKAF320,
MKAK390, MKAL400,
MKAM880, MKBA670


11.5 Fr X 20 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
SET


T118ME 884908056747 MCCT830


T118ME. 884908056754
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11.5 Fr X 20 cm SOFT-LINE DUO-
FLOW LUMEN CATHETER SET


MHLJ070, MHRD620,
MHRX860, MJKJ070


11.5 Fr X 24 cm SOFT LINE DUO-
FLOW DOUBLE LUMEN CATHETER
SET


T119M 884908056808 MCBC830, MCFK400


11.5 Fr X 12 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
TRAY


T3500 884908056839 MCBH160, MCCJ940,
MKAG230, MKAS240


11.5 Fr X 15 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
TRAY


T4000 884908056846 MBZV560, MCAR110,
MCBM700, MCBZ130,
MCCK670, MCCV840,
MCDC320, MCDH160,
MCDP900, MCFB210,
MCFN490, MCFP330,
MCFQ160, MCFX190,
MKAF070, MKAJ840,
MKAS430, MKAZ840


11.5 Fr X 20 cm SOFT·LINE DUO-
FLOW DOUBLE LUMEN CATHETER
TRAY


T4400 884908056853 MBZB490, MCAD070,
MCB8940, MCBH000,
MCBN030, MCBT690,
MCCK250, MCCP870,
MCDK690, MCDP260,
MCFG470, MCFV940,
MKAF420, MKAJ850,
MKAP270, MKAT230


11.5 Fr X 24 cm SOFT-LINE DUO-
FLOW DOUBLE LUMEN CATHETER
TRAY


T4424 884908056860 MCAK690, MCBD150


9 Fr X 12 cm SOFT-LINE DUO-FLOW
DOUBLE LUMEN CATHETER SET


T94C 884908056891 MCDA290


T94M 884908056907 MHLQ370, MHMZ270,
MHSN190, MHTH950,
MHTR800, MHXL900,
MJAT510, MJAZ020, MJBL200,
MJCV760, MJFP340, MJGC620,
MJGX680, MJKN210, MJLP090,
MLDF860


9 Fr X 15 cm SOFT-LINE DUO-FLOW
DOUBLE LUMEN CATHETER SET


T96M 884908056945 MHLL060, MHND620,
MHPA230, MHQZ510,
MHSR590, MHXJ990,
MHYS090, MJDW030,
MJGK930, MJGX690, MJJF710,
MLBA570, MLBK460,
MLCT650


9 Fr X 20 cm SOFT-LINE DUO-FLOW
DOUBLE LUMEN CATHETER SET


T98M 884908056983 MHKJ180, MHMJ970,
MHPK440, MHRN870,
MJBP190, MJHJ860, MLBG870


11.5 Fr x 15 cm RAULERSON DUO-
FLOW IJ CUSTOM TRAY
LANKENAU HOSPITAL


TRAY #414 884908054514 MCBC900, MCBP350,
MCDC900, MCGA140


11.5 Fr X 20 cm RAULERSON DUO-
FLOW IJ CUSTOM TRAY
LANKENAU HOSPITAL


TRAY #415 884908054521 MCCD760, MKAL320


11.5 Fr X 20 cm DUO-FLOW
CATHETER FLORIDA MEDICAL
CENTER CUSTOM TRAY


TRAY #67 884908056174 MCAS020, MCCF310,
MCCV750, MCCV870,
MCDL720, MCDV440,
MCFJ760, MKAF680


11.5 Fr X 12 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP114CT 884908058673 MBZV810, MCFG890


11.5 Fr X 12 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER


XTP114IJC 884908058703 MCAC560, MCBD000,
MCBW980, MCCL620,
MCCP130, MCDV260,
MCDZ790 MCFP180
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11 Fr X 12 cm DOUBLE LUMEN
CATHETER WITH CURVED
EXTENSIONS (CATHETER ONLY)


XTP114IJC= 884908058734 MCBQ850


11.5 Fr X 12 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


XTP114IJS 884908058765 MBZV880, MCAH760,
MCAL150, MCAY870,
MCBF510, MCBY350,
MCCB930, MCCJ340,
MCCN900, MCDD110,
MCDV830, MCFA640,
MCFK060, MCFT330,
MKAB610, MKAH290,
MKAN410


XTP114IJSE 884908058857 MBZQ410, MBZV300,
MBZV890, MCAM270,
MCAT660, MCAT670,
MCAT680, MCAW340,
MCBF210, MCBG090,
MCBG440, MCBN900,
MCBP540, MCBZ560,
MCCA880, MCCF140,
MCCL210, MCCR210,
MCDD770, MCDT410,
MCDY970, MCFB780,
MKAD710, MKAJ860,
MKAM300, MKAT740,
MKBA780


11 Fr X 12 cm DOUBLE LUMEN IJ
CATHETER SET


XTP114IJS= 884908058826 MHJY740, MHLD270,
MHMW060, MHMZ280,
MHNS800, MHPT040,
MHRY250, MHTY000,
MHVK930, MHXA200,
MHXK730, MJAX000,
MJCH780


XTP114IJS=JO 884908086683 MCAJ250


11.5 Fr X 12 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP114MT 884908058895 MBYZ570, MCAT370,
MCBF000, MCDP270,
MKAH580, MKAN420


XTP114MT-C 884908124286 MCBF810


11 Fr X 12 cm DOUBLE LUMEN
CATHETER SET


XTP114MT= 884908058925 MHNZ640, MHRN880,
MHWY580, MJJL550,
MLAX320, MLCT010


11 Fr X 13.5 cm DOUBLE LUMEN IJ
CATHETER SET


XTP115IJS= 884908091960 MCFL300


11.5 Fr X 15 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP116CT 884908059014 MHKF210, MHLP880,
MHMT220, MHNL490,
MHRD110, MHSR490,
MHXA140, MHYR000,
MJBK230


11.5 Fr X 15 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER


XTP116IJC 884908059076 MBZX830, MCAX290,
MCAY730, MCBF100,
MCBG080, MCBQ930,
MCBZ390, MCCQ320,
MCDB560, MCDL600,
MCDW870, MCFA580,
MCFT970, MCFY800,
MKAA090, MKAB620,
MKAG540, MKAT120


11 Fr X 15 cm DOUBLE LUMEN
CATHETER WITH CURVED
EXTENSIONS (CATHETER ONLY)


XTP116IJC= 884908059113 MHJM830, MHJV270,
MHSF270, MHVB060,
MHXH670, MHZR140


11.5 Fr X 15 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


XTP116IJS 884908059144 MCAY880, MCBG910,
MCBK800, MCBL750,
MCCC150, MCCK660,
MCDC490, MCDL620,
MCDV520, MCDV990,
MCFA590, MCFC020,
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MCFK070, MCFT480,
MKAG550, MKAL420,
MKAY970


XTP116IJSE 884908059335 MBZV100, MBZV110,
MBZW110, MBZX210,
MCAM280, MCAM290,
MCAM300, MCAT690,
MCAT700, MCAT710,
MCAT720, MCAT730,
MCAX340, MCAX350,
MCAX810, MCAY890,
MCAY900, MCAZ660,
MCAZ670, MCBA860,
MCBB220, MCBC110,
MCBC640, MCBC960,
MCBD800, MCBF220,
MCBF770, MCBG100,
MCBM790, MCBN110,
MCBP860, MCBP870,
MCBY130, MCBY140,
MCCA470, MCCB060,
MCCB070, MCCC850,
MCCD220, MCCD390,
MCCF350, MCCF760,
MCCH000, MCCH270,
MCCH280, MCCJ090,
MCCN170, MCCN180,
MCCP770, MCCQ400,
MCCX080, MCCX090,
MCDA550, MCDC750,
MCDC760, MCDL030,
MCDL080, MCDL290,
MCDL330, MCDR390,
MCDR430, MCDR730,
MCDT220, MCDT230,
MCDV880, MCDW630,
MCDW650, MCFA620,
MCFP380, MCFP390,
MCFR490, MCFT490,
MCFT500, MCFT510,
MCFX890, MCFX900,
MCFZ000, MCFZ010,
MCFZ020, MCFZ030,
MCFZ040, MCFZ050,
MKAG560, MKAH630,
MKAL430, MKAL440,
MKAL540, MKAL550,
MKAN430, MKAN440,
MKAR600, MKAR610,
MKAT730, MKAW690,
MKAX670


XTP116IJSE. 884908059342 MCBB400, MCBLB50,
MCBT950


11 Fr X 15 cm DOUBLE LUMEN IJ
CATHETER SET


XTP116IJS= 884908059267 MHJT340, MHKT600,
MHLD280, MHMB120,
MHMT230, MHMY750,
MHPK450, MHQA360,
MHRC850, MHRY260,
MHSF280, MHSN360,
MHSP790, MHVB070,
MHVN940, MHWD770,
MHWZ900, MHXB410,
MHYW780, MHXD040,
MHXG180, MHXK740,
MHYH530, MHYQ620,
MHYW780, MHZR170,
MHZX910, MJAC390,
MJAF850, MJAQ170, MJHR000,
MJJL560


XTP116IJS== 884908059304 MHKT610


XTP116IJS=JO 884908086690 MCAX940, MCAY060


11.5 Fr X 15 cm DUO-FLOW IJ
CATHETER SET


XTP116IJS-1 884908059199 MBZT080, MBZX460,
MCAB520, MCAJ690,
MCAX720, MCBG170,
MCBG420, MCCJ410,
MCCW200, MCCX810,
MCDD860, MCDY020,
MCFG010, MCFH800,
MCFK720, MCFQ290,
MKAA530, MKAD270,
MKAJ960, MKAP800,
MKAS100, MKAY900,
MKBA590
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11.5 Fr X 15 cm RAULERSON
PRECURVED DUO-FLOW IJ
DOUBLE LUMEN CATHETER WITH
SOFT TIP SET


XTP116IJS-C 884908106183 MCDW200, MCDW210,
MCDW240, MCDW770,
MCFH680


11.5 Fr X 15 cm RAULERSON
PRECURVED DUO-FLOW IJ
DOUBLE LUMEN CATHETER
W/SOFT TIP SET, W/MINI SCALPEL,
SYRINGE AND NEEDLE


XTP116IJS-JD 884908059175 MCAX620, MCDT780,
MKAK760


11.5 Fr X 15 cm RAULERSON PRE-
CURVED DUO-FLOW IJ DOUBLE
LUMEN CATHETER WITH SOFT TIP
SET


XTP116IJS-J 884908059182 MCBW280, MCCK690,
MCCM070, MCCY530,
MCDP280


11.5 Fr X 15 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP116MT 884908059380 MHKF220, MHND730,
MHQZ520, MHSR600,
MHVC650, MHVZ510,
MHXL200, MHYS160, MJLP100


XTP116MTE 884908059496 MHKF330, MHRB840,
MHVX400, MHXL220,
MHYR010


11 Fr X 15 cm DOUBLE LUMEN
CATHETER SET


XTP116MT= 884908059434 MHJW760, MHKL220,
MHMZ290, MHNS580,
MHPF900, MHQK920,
MHRJ890, MHRX890,
MHSD980, MHTH960,
MHTQ210, MHXY000,
MHZX090, MJAC400,
MJAL920, MJBG320, MJBP200,
MJDC370, MJFP350, MJGT620,
MLBA580


XTP116MT== 884908059465 MHSF620


XTP116MT=== 884908059472 MHJJ980, MHJQ200, MHKL230,
MHRJ900, MHRX900,
MHSM570, MHXL210,
MHZF060, MHZX100,
MJAK690, MJBD080, MJBX730,
MJFB330, MJHR380, MJJL570,
MJJP430, MJJY710, MLBW960


11.5 Fr X 15 cm DUO·FLOW DOUBLE
LUMEN CATHETER SET


XTP116T-J 884908059540 MCAV620, MCBL170,
MCBY440, MCDN160,
MCDT980, MCFF960,
MCFP970, MCFV270,
MKAG020, MKAR230


11.5 Fr X 20 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP118CT 884908059564 MCAB010, MCAH390,
MCBB410, MCBP800,
MCBZ910, MCCL040,
MCCY680, MCDF240,
MCDP290, MCFS150,
MKAA210


11 Fr X 20 cm DOUBLE LUMEN
CATHETER (CATHETER ONLY)


XTP118CT= 884908059601 MCAX310


11.5 Fr X 20 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER


XTP118IJC 884908059618 MCAG400, MCAX300,
MCBF960, MCBQ940,
MCBW990, MCCH780,
MCCN520, MCCP880,
MCCW320, MCDC140,
MCDL640, MCDV270,
MKAL580, MCDZ800,
MCFJ110, MCFV050,
MKAA220, MKAG420,
MKAQ520, MKBA080


11 Fr X 20 cm DOUBLE LUMEN
CATHETER WITH CURVED
EXTENSION (CATHETER ONLY)


XTP118IJC= 884908059656 MCAJ300


XTP118IJS 884908059687
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11.5 Fr X 20 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


MBYN720, MCAC260,
MCBM710, MCCD940,
MKAL450


XTP118IJSE 884908059786 MCAC030, MCAM320,
MCAP990, MCAQ000,
MCAY020, MCBD380,
MCBG920, MCBM800,
MCBS830, MCBS840,
MCBY150, MCCN920,
MCDW470, MCDC500,
MCDL660, MCDR300,
MCDV530, MCDV660,
MCFA560, MCFP400,
MCFY300, MCFY750,
MKAN450, MKAN460


XTP118IJSE. 884908059793 MCAP840, MCCR420,
MCFR820, MCFV870,
MKAB500, MKAR390


11 Fr X 20 cm DOUBLE LUMEN IJ
CATHETER SET


XTP118IJS= 884908059748 MHKS230, MHMZ560,
MHPF910, MHQV880,
MHSF290, MHSK920,
MHSY140, MHTQ190,
MHTR210, MHVB680,
MHVF460, MHVV420,
MHWD520, MHWG700,
MHXC510, MHXD470,
MHXK750, MHYK840,
MHYW490, MLAL360,
MLAX330, MLBH890


11.5 Fr X 20 cm RAULERSON PRE-
CURVED DUO-FLOW IJ DOUBLE
LUMEN CATHETER W/SOFT TIP
SET, W/MINI SCALPEL, SYRINGE,
AND NEEDLE


XTP118IJS-ID 884908059700 MCCM420, MCDT790,
MKAK770


11.5 Fr X 20 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP118MT 884908059823 MHJR940, MHLF250,
MHPT560, MHRK810,
MHVC660, MHZT950,
MJCL770, MJGY460, MJHR020,
MJKT120, MJLK630, MJNF240


XTP118MT# 884908059861 MHJT350, MHHK820,
MHVZ520, MJCV780


XTP118MT-C 884908126488 MCBD590, MCBG760


XTP118MTE 884908059946 MHJT360, MHNZ430,
MHQA380, MHRB850,
MHSM610, MHSY580,
MHVX280, MHXL910,
MHYA320, MHZT970,
MJFA360, MJGC640, MJHR400,
MJJQ710, MJKM370, MLBG470


XTP118T-J 884908059991 MCAG410, MCAT790,
MCBL290, MCBS610,
MCCFZ40, MCFC100


11 Fr X 20 cm DOUBLE LUMEN
CATHETER SET


XTP118MT= 884908059885 MHKT980, MHMW310,
MHNC850, MHPF920,
MHPY070, MHRF770,
MHRM830, MHSC110,
MHSM580, MHTF170,
MHTR690, MHVL230,
MHWB750, MHXA430,
MHXD480, MHXG190,
MHXV200, MHYZ570,
MHZD970, MHZK690,
MHZS550, MJAA880,
MJAQ370, MJAZ040, MJBD090,
MJCK450, MJCP440, MJGX700,
MJHJ880, MJJT580, MJJY720,
MJKN850, MJLG700,
MJLM270, MJMH210,
MJMQ430, MLAL930,
MLBA590, MLCT020


XTP118MT== 884908059915
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MHJJ990, MHNN510,
MHQK930, MHWB760,
MJGC630, MJLN680, MLBA600


XTP118MT=== 884908059922 MHXH680, MHYG860,
MHYZ290, MJAQ560,
MJAY110, MJBF030, MJCS330,
MJJL580, MJLG550, MJMD580


11.5 Fr X 20 cm DUO-FLOW DOUBLE
LUMEN CATHETER W/SOFT TIP
SET, W/MINI SCALPEL, SYRINGE,
AND NEEDLE


XTP118MT-ID 884908059854 MCDW910


11.5 Fr X 24 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP119CT 884908060027 MCCG670, MCCQ550


11.5 Fr X 24 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP119MT 884908060041 MHKF230, MHQZ530,
MJDS460, MJLP110


XTP119MTE 884908060072 MHJF530, MHKT960,
MHLF260, MHPC950,
MHTV740, MJAA970


XTP119T-J 884908060102 MCBJ000, MCCB880,
MCFL380, MCFP980,
MKAG030, MKAS360


11 Fr X 24 cm DOUBLE LUMEN
CATHETER SET


XTP119MT= 884908060065 MHJS170, MHKS240,
MHMZ300, MHNS810,
MHPC980, MHQA940,
MHRF780, MHVB690,
MHVS860, MHXD650,
MHXG200, MHZF590,
MHZT980, MJLP120,
MJMD590, MLAK410,
MLAK420, MLBA610,
MLDF870, MLDH930


9 Fr X 12 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP94CT 884908061079 MCDG510, MCBA920,
MCDH590


9 Fr x 12 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


XTP94IJS 884908061116 MBZB460, MBZZ990,
MCBC840, MCCD240,
MCCP250, MCDL670,
MCDT540, MCDT880,
MCFS940


9 Fr X 12 cm IJ CATH SET XTP94IJS= 884908061147 MCAB890, MCCJ970,
MCFT850, MKAF460


9 Fr X 12 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP94MT 884908061161 MCAV020, MCAZ480,
MCBD160, MCBG700,
MCCN590, MCCQ560,
MCDA800, MCDC240,
MCDJ300, MCFF150, MCFF780,
MCFH060, MCFT170,
MKAD730, MKAH230,
MKAL500, MKAQ470


9 Fr X 12 cm DOUBLE LUMEN
CATHETER SET


XTP94MT= 884908061185 MBZS030, MCAM160,
MCAY210, MCBF020,
MCBG540, MCBN560,
MCBZ350, MCCC690,
MCCP270, MCCS690,
MCCZ050, MCDA350,
MCDM770, MCDN620,
MCDW970, MKAJ140,
MKAL900, MKAN710,
MKBA420


9 Fr X 12 cm (4-3/4) DUO-FLOW
DOUBLE LUMEN CATHETER SET


XTP94MTE. 884908061192 MCBA200, MCDA260,
MCDA310, MCFF180


9 Fr X 15 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


XTP96IJS 884908061253 MCAF080, MCAM120,
MCBD990, MCBP300,
MCCD040, MCCQ950,
MCDB810, MCDJ710, MCFT340
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9 Fr X 15 cm INTERNAL JUGULAR
CATHETER SET


XTP96IJS= 884908061284 MCDS480, MKAP710,
MKBG590


9 Fr X 15 cm IJ DOUBLE LUMEN
CATHETER SET


XTP96IJS-J 884908061277 MKAJ710


9 Fr X 15 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP96MT 884908061314 MCAC570, MCAM130,
MCAP330, MCBC460,
MCBG520, MCBY460,
MCCN840, MCCY370,
MCDA700, MCDN010,
MCDW960, MCDY490,
MCDY900, MCFF580,
MCFR440, MCFV680,
MKAD740, MKAF790,
MKAG870, MKAP280


9 Fr X 15 cm DOUBLE LUMEN
CATHETER SET


XTP96MT= 884908061345 MHNZ630, MHQC250,
MHSN210, MJCV830,
MJLQ630, MLCL520


XTP96T-J 884908061369 MCAZ490, MHQC250,
MHSN210, MJCV830,
MJLQ630, MLCL520


9 Fr X 20 cm DUO-FLOW DOUBLE
LUMEN CATHETER


XTP98CT 884908061376 MCDN710


9 Fr X 20 cm RAULERSON DUO-
FLOW IJ DOUBLE LUMEN
CATHETER SET


XTP9BIJS 884908061406 MCCF730, MCCN530,
MCDD430, MCDV950,
MCFT260


9 Fr X 20 cm DUO-FLOW DOUBLE
LUMEN CATHETER SET


XTP98MT 884908061444 MBZQ280, MCAL970,
MCBF520, MCCM220,
MCDR490, MKAN470


9 Fr X 20 cm DOUBLE LUMEN
CATHETER SET


XTP98T-J 884908061482 MBWY270, MCBX160,
MCCM080, MCFL390


Geographic Regions: Algeria, Angola, Antigua, Argentina, Australia, Austria, Bahrain, Belgium, Bolivia, Brazil, Bulgaria, Cameroon, Canada,
Chile, China, Colombia, Croatia, Czech Republic, Dominican Republic, Ecuador, El Salvador, France, Germany, Ghana, Greece, Honduras, Hong
Kong, Hungary, India, Indonesia, Iran, Ireland, Israel, Italy, Jamaica, Japan, Jordan, Kenya, Korea, Kosovo, Lebanon, Malaysia, Mauritania, Mexico,
Morocco, Myanmar, Nairobi, The Netherlands, New Zealand, Oman, Pakistan, Panama, Peru, Philippines, Poland, Portugal, Puerto Rico, Qatar,
Senegal, Serbia, Singapore, Slovenia, South Africa, Spain, Surinam, Sweden, Switzerland, Thailand, Trinidad & Tobago, Turkey, United Arab
Emirates, U.K., U.S., Vietnam


Manufacturer(s): Medcomp (Medical Components Inc)1499 Delp Dr, Harleysville, PA 19438-2936, United States


Suggested Distribution: Critical Care, Dialysis/Nephrology, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, IV Therapy,
Materials Management


Problem:
In a July 9, 2018, Product Recall letter submitted by ECRI Institute member hospitals and a July 13, 2018, Important Field Safety Corrective Action
Product Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Medcomp states that the suture wings of the
above products may crack or break, potentially leading to catheter dislocation, bleeding, and air emboli. Medcomp also states that it has received no
reports of patient injury associated with this problem. Health Canada states that the manufacturer initiated a recall on July 13, 2018.
 


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. Affected product was shipped between February 2016 and February 2018.
If you have affected product, verify that you have received the July 9, 2018, Product Recall letter and/or the July 13, 2018, Important Field Safety
Corrective Action Product Recall letter and Product Recall Product Disposition form from Medcomp. Medcomp states that implanted catheters with
intact suture wings do not need to be removed; however, an alternative method for catheter securement should be initiated for all implanted catheters
because of the potential for the suture wings to crack or break. To arrange for product return and to obtain a returned goods authorization (RGA) number,
contact Medcomp using the information in the letter. Complete the Product Recall Product Disposition form, and return it to Medcomp using the
instructions on the form. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.
 
For Further Information:
U.S.
Medcomp customer service department
Tel.: (215) 256-4201
E-mail: complaints@medcompnet.com
Website: Click here
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�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Medcomp: multiple-list attached [online]. London: Department of


Health; 2018 Jul 23 [cited 2018 Jul 26]. (Field safety notice; reference no. 2018/007/019/291/019). Available from Internet: Click here .
● Health Canada. Recalls and safety alerts. Duo Flow double lumen and soft-line catheter sets, Raulerson pre-curved Duo-Flow IJ catgeter 


[sic] with soft tip [online]. 2018 Jul 27 [cited 2018 Jul 31]. Available from Internet: Click here


Comments:


● The lot number MSHN190 listed by Health Canada does not appear in the letters submitted by ECRI Institute members or the letter posted
by MHRA. ECRI Institute believes that Health Canada listed this lot number in error instead of lot number MHSN190; therefore, ECRI
Institute has not included lot number MSHN190 in the Product Identifier field.


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Jul 26. Member Hospital. Medcomp letter submitted by ECRI Institute member hospitals (includes reply form) Download
● 2018 Jul 26. MHRA FSN. 2018/007/019/291/019 Download
● 2018 Jul 26. MHRA FSN. (includes reply form) Download
● 2018 Jul 31. Manufacturer. Medcomp confirmed the information provided in the source material.
● 2018 Jul 31. Health Canada Recall Listings. Type II. RA-67318 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177084/20180709MedCompShortTermHemodialysisProductsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177085/20180723MedCompShortTermHemodialysisProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177086/20180713MedCompShortTermHemodialysisProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177088/20180713MedCompShortTermHemodialysisProductsHC.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Dräger Ceiling Supply 

Unit; AGILA and Movita 

Lift Pendants

8/8/2018 Draeger Medical 

Systems Inc

2 https

://nc

Draeger Arabia Co. Ltd.New

Pessary – Panpac Medical 

Corporation

8/8/2018 sellution medical GmbH FSN httpsN/ANew

Diagnostic and therapeutic radiation devices

Capnostream 20 and 

Capnostream 20p 

Bedside Patient Monitors

8/12/2018 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Enterprise Imaging for 

Radiology.

8/7/2018 AGFA Corp. FSN httpsGulf Medical Co.New

MOSAIQ Medical 

Oncology version 2.64 

SP3 and higher

8/8/2018 Elekta Inc 2 https

://nc

Medical Regulations 

Gate

New

MX40 and MX4J Patient-

Worn Monitor Patient 

Cable Connector Pins

8/12/2018 Philips Healthcare 2 Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

MX40.. and MX4J Patient-

Worn Monitors

8/12/2018 Philips Healthcare 2 AttacPhilips Healthcare 

Saudi Arabia Ltd.

# New

MyLab Alpha in 

combination with IH 6-18

8/8/2018 Esaote  S.p.A. 2 httpsSalehiya Trading Est.New

sterEOS image review 

workstation

8/7/2018 EOS Imaging FSN httpsBio StandardsNew

Various CT and PET 

Systems

8/6/2018 GE Healthcare 2 AttacGE Healthcare# Update

XLTEK EMU40EX EEG 

Headboxes

8/12/2018 Natus Medical Inc. 2 AttacSaudi Health Services 

Co. Ltd.

# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13036
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13026
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13023
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13037
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13033
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13022



[High Priority ] - A31132 : Medtronic—Capnostream 20 and Capnostream 20p Bedside Patient Monitors: May Reset to Factory Default Settings When Powered Off


[High Priority ] - A31132 : Medtronic—Capnostream 20 and Capnostream 20p Bedside Patient
Monitors: May Reset to Factory Default Settings When Powered Off
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018
Last Updated: Thursday, August 9, 2018


UMDNS Terms:
•  Monitors, Physiologic, Respiration, Respiratory Gas, Exhaled Carbon Dioxide, Bedside/Intraoperative [16938]
•  Capnographs [18345]


Product Identifier:
[Capital Equipment]


Product Medtronic
Model


Bedside Patient Monitors Capnostream 20, Capnostream 20p


Geographic Regions: Asia Pacific, Australia, Canada, China, Europe, Japan, Latin America, U.S.


Manufacturer(s): Medtronic15 Hampshire St, Mansfield, MA 02048, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Pulmonology/Respiratory Therapy, Information Technology,
Home Care


Problem: In a July 31, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Medtronic states that it has
received reports that the date/time, nurse call, and alarm settings on the above monitors may reset to factory default settings when the monitor is powered
off. Medtronic's investigation revealed that the cause for the reset to the factory default settings is the accelerated discharge of the internal coin cell
battery. User-defined institutional default settings are not lost if the monitor is not powered off, even when the internal coin cell battery is depleted. This
problem does not affect the operation of the monitor's removable Li-ion battery or any other aspect of the monitor's operation. Medtronic also states that
it has received no reports of patient injury related to this problem.


Action Needed:
Identify any affected monitors in your inventory. If you have affected product, verify that you have received the July 31, 2018, Urgent Medical
Device Correction letter and Acknowledgment and Receipt Form from Medtronic. Medtronic states that you may continue to use affected devices. Users
should confirm that the date/time is accurately displayed. If the date/time requires reset, all user-defined settings, such as alarms and nurse call, will also
require reset until the software is updated. Follow the instructions in the operator's manual to set user-defined default settings. Medtronic is developing a
software update that will ensure that user-defined institutional default settings are not lost if the monitor is powered off, except the date/time, regardless
of the internal coin cell battery charge level. Medtronic states that it will update the operator's manual to note that the date/time setting should be verified
at power on. Complete the Acknowledgment and Receipt Form, and return it to Medtronic using the information on the form. Notify all relevant
personnel at your facility of the information in the letter, particularly in areas where nurse call may be enabled (general care floors). Forward a copy of
the letter to any facility to which you have further distributed affected product. Report any adverse reactions or quality problems experienced with the use
of affected product to the Medtronic technical service department at  rs.hqtsweb@medtronic.com  or by telephone at the number below. U.S. customers
should also report adverse reactions or quality problems experienced with the use of affected product to FDA’s MedWatch Adverse Event Reporting
program by telephone at (800) 332-1088


or by mail or fax (using postage-paid FDA Form 3500, available here ).
For Further Information:
Medtronic technical service department
Tel.: (800) 255-6774 (select option 1)
Website: Click here
Comments:


● ��For an ECRI Institute Hazard Report covering a similar problem, see Hazard H0409 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 6. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Aug 7. Manufacturer. Manufacturer confirmed information
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http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632349

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632349

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177551/20180731MedtronicCapnostreamMonitorsClient_Redacted.pdf



AFHajlan
(A31132) Medtronic-Capnostream 20.pdf




[High Priority ] - A31133 : Philips—MX40 and MX4J Patient-Worn Monitor Patient Cable Connector Pins:� May Exhibit Corrosion


[High Priority ] - A31133 : Philips—MX40 and MX4J Patient-Worn Monitor Patient Cable Connector
Pins:� May Exhibit Corrosion
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018


UMDNS Terms:
•  Monitoring Systems, Physiologic  [12636]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Model No. Serial No.


Patient-Worn Monitors MX40, MX4J 865350, 865351, 865352,
866164, 867146


All


Geographic Regions: ���(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide


Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery


Problem:
��In a July 20, 2018, Service Bulletin letter submitted by an ECRI Institute member hospital, Philips states that improper cleaning and disinfecting
procedures and/or use of unapproved cleaning and disinfecting agents may cause the following problems in the above patient monitors and cable
connector pins:


● Visible black and/or green corrosion
● Visible loss of gold plating from the pin(s)
● Inability of the monitor to communicate with the patient cable (“Leadset Unplugged” technical inoperative alert [INOP])
● Inability of the monitor to acquire electrocardiogram (ECG) and/or pulse oximetry (SpO2) signals (“ECG Leads Off”, and/or “SpO2T No


Sensor” technical INOPs)
● Application of disinfecting products other than isopropyl alcohol inside the connector on the patient cable may result in corrosion and/or


chemical residue buildup.
● Application of product other than isopropyl alcohol inside the connector on the patient cable, followed by connection to the patient-worn


monitor while there is still fluid inside the patient cable connector and insertion of batteries into the device, will cause a reaction between the
base metals of the contacts, potentially resulting in corrosion to both the connector pins and patient cable connector contacts.


● Application of bleach inside the connector on the patient cable may result in corrosion and residue buildup on the contacts.


The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the July 20, 2018, Service Bulletin letter
SB86202821A and the July 20, 2018, Service Bulletin letter SB86202830A from Philips. Once corrosion of the cable connector pins occurs, it cannot be
removed or corrected. The monitors will have to be replaced via the Philips exchange process or bench repaired at the Philips Lifecycle Support Center
(U.S. and Canada only). Once corrosion of the contacts on the patient cable connector has occurred, the patient cable must be replaced. See Service
Bulletin SB86202821A  for images showing examples of corrosion. After use, the monitors and accessories must be cleaned. Use only the recommended
cleaners and disinfectants listed in the table in Service Bulletin SB86202830A . Perform the following steps to clean the monitors and accessories:


1. Remove the batteries and disconnect the patient cable. The connection between the monitor and the patient cable is rated IPX7 (protected
against the effects of temporary immersion in water). Ensure this area of connection is completely dry before reconnecting the monitor
with the patient cable. The monitor and patient cable must be connected correctly and completely in order to maintain the IPX7 rating.
Disconnecting the patient cable for cleaning is dependent on your hospital’s protocol. The battery compartment of the monitor has an
IPX3 rating (protected against the effects of spraying water). If using disposable AA batteries, remove the battery adapter tray and clean
separately. Dispose of AA batteries according to hospital policy. If using the rechargeable battery, remove and clean separately.


2. Clean the monitor, rechargeable battery, patient cables, and battery adapter tray before disinfecting. Wipe the monitor, rechargeable
battery, patient cables, and battery adapter tray using a lint-free cloth dampened with one of the cleaning or disinfecting agents listed in
the table in Service Bulletin SB86202830A .


3. Follow the manufacturer's instructions with regard to application duration.
4. Remove cleaner residue by wiping the monitor, patient cables, rechargeable battery, and battery tray with a lint-free cloth dampened with


distilled water or isopropyl alcohol. Wipe between and around the monitor pins to remove chemical residue.
5. Allow to air-dry, or dry with a non-lint-producing cloth.
6. Store the monitor until ready for use. Do not insert rechargeable or disposable batteries until ready for use.


Never immerse or soak the monitor, the patient cable, the battery adapter tray, or the rechargeable battery in any liquid solution for cleaning or
disinfecting. Use of cleaning/disinfecting agents other than isopropyl alcohol inside the patient cable connecter and battery adapter tray may result in
chemical residue buildup and damage to the contacts. Connecting the patient cable to the monitor while there is still moisture from cleaning/disinfecting
agents other than isopropyl alcohol present, then inserting the rechargeable battery or battery adapter tray and batteries into the monitor may result in
corrosion of the monitor pins and patient cable contacts. If a device is experiencing a “LEADSET UNPLUGGED” INOP and if there is no visible
corrosion or chemical residue build-up at either the monitor connector pins or the contacts inside the connector of the patient cable, the cause of the INOP
may be a failed component in the connector of the patient cable. This failure mode will require replacement of the patient cable.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177372/20180720PhilipsMX40PatientClient2.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177372/20180720PhilipsMX40PatientClient2.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177372/20180720PhilipsMX40PatientClient2.pdf?option=80F0607





For Further Information:
Philips
Website: Click here  
Comments:


● For a potentially related action, see Alert A31131 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 6. Member Hospital. Philips Service Bulletin SB86202821A Download
● 2018 Aug 6. Member Hospital. Philips Service Bulletin SB86202830A Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635592

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177440/20180720PhilipsMX40PatientClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177441/20180720PhilipsMX40PatientClient2.pdf



AFHajlan
(A31133) Philips-MX40 and MX4J.pdf




[High Priority ] - A31131 : Philips—MX40 and MX4J Patient-Worn Monitors:� Improper Cleaning and Disinfecting May Cause Multiple Problems


[High Priority ] - A31131 : Philips—MX40 and MX4J Patient-Worn Monitors:� Improper Cleaning and
Disinfecting May Cause Multiple Problems
Medical Device Ongoing Action
Published: Monday, August 6, 2018
Last Updated: Tuesday, August 7, 2018


UMDNS Terms:
•  Monitoring Systems, Physiologic  [12636]


Product Identifier:
[Capital Equipment]


Product Philips Healthcare
Model Model No. Serial No.


Patient-Worn Monitors MX40, MX4J 865350, 865351, 865352,
866164, 867146


All


Geographic Regions: ��(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery


Problem:
�In a July 20, 2018, Service Bulletin letter submitted by an ECRI Institute member hospital, Philips states that improper cleaning and disinfecting
procedures and/or use of unapproved cleaning and disinfecting agents may cause the following problems in the above patient monitors, potentially
resulting in a failure of the monitors to boot up or longer signal dropouts at the information center because of intermittent power failures and reboots:


● Failure to remove the battery adapter tray from the battery compartment for cleaning or disinfecting allows chemicals to collect and dry
under the battery adapter tray, which may result in residue buildup, contact corrosion, and damage to the bond between the silicone
membrane and the battery contacts, especially when bleach is used.


● Use of unapproved cleaning and disinfecting agents may damage the silicone membrane, potentially causing failure of the bond to the
battery contacts and corrosion to the battery contacts.


● Improper application of cleaning and disinfecting agents, such as soaking the battery adapter tray and battery compartment, may lead to
corrosion of the contacts in the AA battery adapter tray and separation of the flex circuit from the AA battery adapter tray plastic body.


● Failure to wipe the monitors and battery adapter trays with a cloth dampened with either distilled water or isopropyl alcohol to remove
chemical residue following disinfection may cause chemical residue buildup, corrosion, and separation.


The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the July 20, 2018, Service Bulletin letter
SB86202822A and the July 20, 2018, Service Bulletin letter SB86202830A from Philips. Once corrosion to the battery contacts and/or damage to the
bond between the silicone membrane and the battery contacts occurs, the monitors cannot be repaired in the field and will have to be replaced via
the Philips exchange process or repaired at the Philips Lifecycle Support Center (U.S. and Canada only). Once damage to the battery adapter tray has
occurred, the battery adapter tray must be replaced. See Service Bulletin SB86202822A  for images showing examples of corrosion or chemical residue,
failure of the bond between the silicone membrane and the battery contact, loss of battery contacts, and battery adapter tray damage. After use, the
monitors and accessories must be cleaned. Use only the recommended cleaners and disinfectants listed in the table in Service Bulletin SB86202830A .
Perform the following steps to clean the monitors and accessories:


1. Remove the batteries and disconnect the patient cable. The connection between the monitor and the patient cable is rated IPX7 (protected
against the effects of temporary immersion in water). Ensure this area of connection is completely dry before reconnecting the monitor
with the patient cable. The monitor and patient cable must be connected correctly and completely in order to maintain the IPX7 rating.
Disconnecting the patient cable for cleaning is dependent on your hospital’s protocol. The battery compartment of the monitor has an
IPX3 rating (protected against the effects of spraying water). If using disposable AA batteries, remove the battery adapter tray and clean
separately. Dispose of AA batteries according to hospital policy. If using the rechargeable battery, remove and clean separately.


2. Clean the monitor, rechargeable battery, patient cables, and battery adapter tray before disinfecting. Wipe the monitor, rechargeable
battery, patient cables, and battery adapter tray using a lint-free cloth dampened with one of the cleaning or disinfecting agents listed in
the table in Service Bulletin SB86202830A .


3. Follow the manufacturer's instructions with regard to application duration.
4. Remove cleaner residue by wiping the monitor, patient cables, rechargeable battery, and battery tray with a lint-free cloth dampened with


distilled water or isopropyl alcohol. Wipe between and around the monitor pins to remove chemical residue.
5. Allow to air-dry, or dry with a non-lint-producing cloth.
6. Store the monitor until ready for use. Do not insert rechargeable or disposable batteries until ready for use.


Never immerse or soak the monitor, the patient cable, the battery adapter tray, or the rechargeable battery in any liquid solution for cleaning or
disinfecting. Use of cleaning/disinfecting agents other than isopropyl alcohol inside the patient cable connecter and battery adapter tray may result in
chemical residue buildup and damage to the contacts. Connecting the patient cable to the monitor while there is still moisture from cleaning/disinfecting
agents other than isopropyl alcohol present, then inserting the rechargeable battery or battery adapter tray and batteries into the monitor may result in
corrosion of the monitor pins and patient cable contacts.
For Further Information:
Philips
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Website: Click here
Comments:


● For a potentially related action, see Alert A31133 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 6. Member Hospital. Philips Service Bulletin SB86202822A Download
● 2018 Aug 6. Member Hospital. Philips Service Bulletin SB86202830A Download
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[High Priority ] - A30687 01 : �GE—Various CT and PET Systems: Remote Emergency Power off Buttons Installed outside A1 Panel May Not Shut off All
Power to Entire System as Intended [Update]


[High Priority ] - A30687 01 : �GE—Various CT and PET Systems: Remote Emergency Power off
Buttons Installed outside A1 Panel May Not Shut off All Power to Entire System as Intended [Update]
Medical Device Ongoing Action
Published: Wednesday, August 1, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]
•  Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
•  Scanning Systems, Computed Tomography, Axial, Head [15955]
•  Scanning Systems, Computed Tomography, Electron Beam [16899]
•  Scanning Systems, Computed Tomography, Spiral  [18443]
•  Scanning Systems, Computed Tomography [13469]
•  Scanning Systems, Computed Tomography/Positron Emission Tomography  [20161]


Product Identifier:
[Capital Equipment]


Product GE Healthcare
Model Model No.


Positron Emission Tomography (PET)/Computed
Tomography (CT) Systems


20 cm 4 Ring Discovery IQ 2.0 5432539-22


PET/CT Systems Discovery MI 5454001-170


CT Systems Goldseal Optima CT 600 Not listed


Revolution EVO 3.6 Not listed


Geographic Regions: U.S.


Manufacturer(s): GE Healthcare3000 N. Grandview Blvd, Waukesha, WI 53188, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management


Summary:
�Update Reason: New system models. This Alert provides additional information based on FDA Center for Devices and Radiological Health (CDRH)
source material regarding Alert A30687 . New Information is provided in the Product Identifier field. For previously listed product, see Alert A30687 .
Problem:
�In an Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the above systems may have been
installed with a GE-supplied A1 electrical panel that may not be properly wired to the partial system uninterruptible power supply (UPS). GE also states
that when affected systems were installed, any remote emergency power off (EPO) buttons that were installed outside the A1 panel may not have been
wired correctly, potentially resulting in the EPO buttons not shutting off all power to the entire system as intended, resulting in a potential electric hazard.
Specifically, power may still be applied by the partial UPS despite the user pressing the remote EPO button(s). GE further states that the red EPO button
on the A1 panel and the main disconnect switch on the A1 panel will power off the system as expected. Emergency stop (E-stop) switches, which are
used to stop system motion and x-ray generation, are not affected by this problem and will function as intended.


Action Needed:
�The following actions are those listed in Alert A30687 . Identify any affected systems in your inventory. The systems are potentially affected if they
had a new A1 panel installed since December 2017. If you have affected systems, verify that you have received the Urgent Medical Device Correction
letter from GE. In the unlikely event of a system fire or other event that requires all power to be removed from the system, shut off power at the A1 panel
instead of the remote EPO button. During normal operation, there is no hazard for patients or CT and PET/CT operators/technicians. You can continue to
use your system until GE corrects this problem. Ensure that the organization that services your system is made aware of this potential hazard. GE will
contact your facility to arrange to correct this problem.
For Further Information:
GE service department
Tel.: (800) 437-1171
Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Recall Event ID: 80484.


GE Healthcare, LLC [online]. 2018 Jul 31 [cited 2018 Aug 1]. Available from Internet: Click here .


Comments:


● � This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 1. FDA CDRH Database. Class II. Z-2578-2018; Z-2579/2587-2018 Download
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[High Priority ] - A31110 : Natus—XLTEK EMU40EX EEG Headboxes: Gradual Degradation of Internal Electrical Component May Cause Box to Fail


[High Priority ] - A31110 : Natus—XLTEK EMU40EX EEG Headboxes: Gradual Degradation of Internal
Electrical Component May Cause Box to Fail
Medical Device Ongoing Action
Published: Friday, August 3, 2018
Last Updated: Wednesday, August 8, 2018


UMDNS Terms:
•  Electric Signal Amplifiers, Biosignal, Brain [36486]


Product Identifier:
[Capital Equipment]


Product Natus Medical Incorporated
Model Part No.


Electroencephalograph Systems XLTEK EMU40EX EEG Headbox 10406, 002933


Geographic Regions: �(Impact in additional regions have not been identified or ruled out at the time of posting), Canada, China, Cyprus,
Germany, Hong Kong, Italy, Mexico, Saudi Arabia, Spain, U.K., U.S.


Manufacturer(s): Natus Medical Incorporated2568 Bristol Circle, Oakville, ON L6H 551, Canada


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Pulmonology/Respiratory Therapy, Home Care, Neurology,
Sleep Laboratory


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that an internal electronic component on the above devices may degrade over time,
potentially causing failure. FDA's CDRH also states that this problem may also cause the box to feel hot and the plastic case to melt. FDA's
CDRH further states that the manufacturer initiated a recall by Advisory Notification letter in May 2018. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected devices in your inventory. If you have affected product, verify that you have received the Advisory
Notification letter and Advisory Verification Form from Natus. Complete the Advisory Verification Form, and return it to Natus. To obtain replacement
product, contact Natus. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product,
For Further Information:
Natus
Website: Click here
References:


United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall XLTEK EMU40EX EEG
Headbox [online]. 2018 Jul 28 [cited 2018 Aug 3]. Available from Internet: Click here .


Comments:


● �For information on a similar or potentially related Natus action, see Alert A30690 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 3. FDA CDRH Database. Class II. Z-2570-2018 Download
● 2018 Aug 8. FDA Enforcement Report. Class II. Z-2570-2018
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Ysio and Ysio MAX 

systems and Multix 

Fusion Analog , Multix 

Fusion Digital Portable , 

Multix Fusion Digital 

Integrated and Multix 

Fusion Digital Wireless

8/7/2018 SIEMENS FSN https

://nc

mdr.

sfda.

gov.s

a/Se

Siemens Medical 

Solutions

New

Electro mechanical medical devices

AMIA Automated PD 

Cycler

8/7/2018 Baxter Corp Canada 2 httpsBaxter AGNew

Think Surgical Cutter 8/8/2018 Think Surgical, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13039N/ANew

In vitro diagnostic devices

Gibco RPMI 1640 

Medium Reagents

8/12/2018 Thermo Fisher Scientific 

Inc.

2 AttacMedical supplies & 

Services Co.Ltd 

# New

Level 1 Custom Liquid 

Immunoassay Controls

8/12/2018 Randox Laboratories Ltd. 2 AttacBio Standards# New

PP2030 Mannitol Salt 

Agar Plates.

8/8/2018 Thermo Fisher Scientific 

Inc.

2 httpsMedical supplies & 

Services Co.Ltd 

New

Non-active implantable devices

Cellular- and Tissue-

Based Products

8/12/2018 Aesculap 2 AttacGulf Medical Co.# New

Ennovate Rod Persuader 8/8/2018 Aesculap FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13031Gulf Medical Co.New

Instrument trays used to 

store AltiVate Small Shell 

Trials

8/7/2018 Encore Medical, Lp 2 https

://nc

AL EWAN MEDICAL 

COMPANY

New

Modera Modular Pedicle 

Screw System

8/7/2018 New Era Orthopaedics, 

LLc

2 httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13021
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13020
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13039
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13034
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13031
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13019
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13017



[High Priority ] - A30983 : �Thermo Fisher—Gibco RPMI 1640 Medium Reagents: Seal Integrity Loss May Compromise Sterility of Bag Contents


[High Priority ] - A30983 : �Thermo Fisher—Gibco RPMI 1640 Medium Reagents: Seal Integrity Loss
May Compromise Sterility of Bag Contents
Medical Device Ongoing Action
Published: Thursday, August 9, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Virus, Cell/Tissue Culture Media, Serum [19688]


Product Identifier:
[Consumable]


Product Thermo Fisher UK Ltd
UDI Lot No. Catalog No. Expiration Date Manufacture Date


Gibco RPMI 1640
Medium Reagents


10190302004893 1930752 61870150 2018 Nov 30 2017 Sep to 2017 Dec


Geographic Regions: ���(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): Thermo Fisher UK LtdStafford House Boundary Way, Hemel Hempstead HP2 7GE, England


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: In a June 19, 2018, Urgent Medical Device RecallNotification letter posted by the U.K. Medicines and Healthcare ProductsRegulatory
Agency (MHRA), Thermo Fisher states that the bags for the abovereagents may lose seal integrity and leak, potentially compromising thesterility of the
contents. The defect is easily visible to the naked eye; thefirm states that the defect, if present on media bags in your inventory, wouldhave been
identified, and would not have passed your internal incoming qualitycontrol inspection. The bags that do not have any visible media beyond the sealor
media leakage into the dust cover have met sterility testing specificationsand are acceptable for use. The manufacturer has not confirmed the
informationprovided in the source material.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the June 19, 2018, Urgent
Medical Device Recall Notification letter and Customer Response Sheet from Thermo Fisher. Complete an inspection of the seal integrity of affected
product. There should not be visual evidence of media (red, pink, or yellow) within the space between the media bag itself and the dust cover. If you are
using product manufactured between the above dates and you have confirmed media between the media bag and dust cover, dispose of the bags and
complete the Customer Response Sheet, returning it to Thermo Fisher using the instructions on the form. If you are an EMEA customer and have
disposed of affected product, e-mail a scanned copy of the response sheet along with the letter to your local order support team. The firm will provide
your facility with credit for discarded affected product. Bags without any visible media beyond the seal meet sterility specifications and are acceptable for
use. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further
distributed affected product.
For Further Information:
Thermo Fisher


Tel.: (800) 53455345 (select option 3)


E-mail: eurotech@thermofisher.com


Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermo Fisher Scientific: Gibco™ RPMI 1640 Medium [online].


London: Department of Health; 2018 Jul 9 [cited 2018 Aug 8]. (Field safety notice; reference no. 2018/007/004/291/001). Available from
Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 8. MHRA FSN. 2018/007/004/291/001 Download
● 2018 Aug 8. MHRA FSN. (includes reply form) Download
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[High Priority ] - A30997 : �Randox—Level 1 Custom Liquid Immunoassay Controls: May Exhibit Unacceptable Vial-to-Vial Variability for Troponin T


[High Priority ] - A30997 : �Randox—Level 1 Custom Liquid Immunoassay Controls: May Exhibit
Unacceptable Vial-to-Vial Variability for Troponin T
Medical Device Ongoing Action
Published: Monday, August 6, 2018
Last Updated: Friday, August 10, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Control [17058]


Product Identifier:
[Consumable]


Product Randox Laboratories Ltd
Catalog No. Lot No. Expiration Date Manufacture Date


Level 1 Custom Liquid
Immunoassay Controls


LIA3148 1798ECCM 2020 Apr 28 2018 May 1


Geographic Regions: U.K.


Manufacturer(s): Randox Laboratories Ltd55 Diamond Road, Crumlin BT29 4QY, Northern Ireland


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a July 4, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Randox states
that the above controls may exhibit unacceptable vial-to-vial variability for troponin T, potentially leading to a delay in reporting troponin T results.
Randox also states that a diagnosis of a myocardial infarction (MI) requires careful clinical evaluation, involving an accurate electrocardiogram (ECG)
interpretation.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 4, 2018,
Urgent Field Safety Notice letter and Vigilance Response Form from Randox. It is important not to interpret an elevated troponin T result when tested in
isolation. It indicates an MI only if the clinical findings also support this diagnosis. Complete the Vigilance Response Form, and return it to Randox using
the instructions in the letter. Discuss the letter with your medical director. Notify all relevant personnel at your facility of the information in the letter, and
forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Randox technical services department
Tel.: 44 (28) 94451070
E-mail: technical.services@randox.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Randox Laboratories: LIA3148 custom liquid immunoassay control


level 1 [online]. London: Department of Health; 2018 Jul 16 [cited 2018 Jul 16]. (Field safety notice; reference no. 2018/007/005/601/003).
Available from Internet: Click here .


Comments:


● �The lot number is listed incorrectly as "1789ECCM" in the Reason for Recall section of the Randox letter. The correct lot number is
1798ECCM, as stated above and in the Detail on Affected Devices section of the letter.


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Jul 16. MHRA FSN. 2018/007/005/601/003 Download
● 2018 Jul 16. MHRA FSN. Complaint Reference 341 (includes reply form) Download
● 2018 Jul 24. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31130 : Aesculap—Cellular- and Tissue-Based Products: Storage Distribution Conditions May Have Been Inappropriately Controlled


[High Priority ] - A31130 : Aesculap—Cellular- and Tissue-Based Products: Storage Distribution
Conditions May Have Been Inappropriately Controlled
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018


UMDNS Terms:
•  Bone Graft Substitutes [37286]
•  Bone Graft Substitutes, Cell-based [37288]


Product Identifier:
[Consumable]


Product Aesculap Inc A B Braun Group Co
Item No. Distribution Date


7 x 7 mm x 0� PROSPACE BONE PLIF MC400 >= 2016


9 x 7 mm x 0� PROSPACE BONE PLIF MC401 >= 2016


9 x 9 mm x 0� PROSPACE BONE PLIF MC402 >= 2016


11 x 7 mm x 0� PROSPACE BONE PLIF MC403 >= 2016


11 x 9 mm x 0� PROSPACE BONE PLIF MC404 >= 2016


7 x 7 mm x 5� PROSPACE BONE PLIF MC405 >= 2016


9 x 7 mm x 5� PROSPACE BONE PLIF MC406 >= 2016


9 x 9 mm x 5� PROSPACE BONE PLIF MC407 >= 2016


11 x 7 mm x 5� PROSPACE BONE PLIF MC408 >= 2016


11 x 9 mm x 5� PROSPACE BONE PLIF MC409 >= 2016


13 x 9 mm x 0� PROSPACE BONE PLIF MC410 >= 2016


13 x 9 mm x 5� PROSPACE BONE PLIF MC411 >= 2016


5 x 14 x 11.5 mm CESPACE Bone Lordotic MC645 >= 2016


6 x 14 x 11.5 mm CESPACE Bone Lordotic MC646 >= 2016


7 x 14 x 11.5 mm CESPACE Bone Lordotic MC647 >= 2016


8 x 14 x 11.5 mm CESPACE Bone Lordotic MC648 >= 2016


9 x 14 x 11.5 mm CESPACE Bone Lordotic MC649 >= 2016


10 x 14 x 11.5 mm CESPACE Bone Lordotic MC650 >= 2016


11 x 14 x 11.5 mm CESPACE Bone Lordotic MC651 >= 2016


5 x 16 x 13.5 mm CESPACE Bone Lordotic MC655 >= 2016


6 x 16 x 13.5 mm CESPACE Bone Lordotic MC656 >= 2016


7 x 16 x 13.5 mm CESPACE Bone Lordotic MC657 >= 2016


8 x 16 x 13.5 mm CESPACE Bone Lordotic MC658 >= 2016


9 x 16 x 13.5 mm CESPACE Bone Lordotic MC659 >= 2016
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10 x 16 x 13.5 mm CESPACE Bone Lordotic MC660 >= 2016


11 x 16 x 13.5 mm CESPACE Bone Lordotic MC661 >= 2016


12 x 16 x 13.5 mm CESPACE Bone Lordotic MC662 >= 2016


5 x 14 x 11.5 mm CESPACE Bone Parallel MC745 >= 2016


6 x 14 x 11.5 mm CESPACE Bone Parallel MC746 >= 2016


7 x 14 x 11.5 mm CESPACE Bone Parallel MC747 >= 2016


8 x 14 x 11.5 mm CESPACE Bone Parallel MC748 >= 2016


9 x 14 x 11.5 mm CESPACE Bone Parallel MC749 >= 2016


10 x 14 x 11.5 mm CESPACE Bone Parallel MC750 >= 2016


11 x 14 x 11.5 mm CESPACE Bone Parallel MC751 >= 2016


12 x 14 x 11.5 mm CESPACE Bone Parallel MC756 >= 2016


7 x 16 x 13.5 mm CESPACE Bone Parallel MC757 >= 2016


Small Allograft Shipping Case MD885 >= 2016


11 mm x 6� PROSPACE BONE ALIF MD411 >= 2016


13 mm x 6� PROSPACE BONE ALIF MD413 >= 2016


15 mm x 6� PROSPACE BONE ALIF MD415 >= 2016


17 mm x 12� PROSPACE BONE ALIF MD417 >= 2016


MD437 >= 2016


11 mm x 12� PROSPACE BONE ALIF MD431 >= 2016


13 mm x 12� PROSPACE BONE ALIF MD433 >= 2016


15 mm x 12� PROSPACE BONE ALIF MD435 >= 2016


Sample Laminoplasty Spacer ME501 >= 2016


4 mm Laminoplasty Allograft Spacer ME504 >= 2016


6 mm Laminoplasty Allograft Spacer ME506 >= 2016


8 mm Laminoplasty Allograft Spacer ME508 >= 2016


10 mm Laminoplasty Allograft Spacer ME510 >= 2016


12 mm Laminoplasty Allograft Spacer ME512 >= 2016


7 mm PROSPACE Bone TLIF Chamfered ME517 >= 2016


9 mm PROSPACE Bone TLIF Chamfered ME519 >= 2016
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11 mm PROSPACE Bone TLIF Chamfered ME521 >= 2016


13 mm PROSPACE Bone TLIF Chamfered ME523 >= 2016


15 mm PROSPACE Bone TLIF Chamfered ME525 >= 2016


5 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME645 >= 2016


6 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME646 >= 2016


7 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME647 >= 2016


8 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME648 >= 2016


9 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME649 >= 2016


10 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME650 >= 2016


11 x 14 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME651 >= 2016


5 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME655 >= 2016


6 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME656 >= 2016


7 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME657 >= 2016


8 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME658 >= 2016


9 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME659 >= 2016


10 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME660 >= 2016


11 x 16 x 11.5 mm CESPACE Bone CORT CAN
Lordotic


ME661 >= 2016


10 cc PROSPACE DBM-D FD Paste Syringe ME701 >= 2016


1 cc PROSPACE DBM-D FD CCC Moldable Putty ME720 >= 2016


1 to 4 mm 15 cc Cancellous Chips ME725 >= 2016


5 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME745 >= 2016


6 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME746 >= 2016


7 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME747 >= 2016


8 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME748 >= 2016
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9 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME749 >= 2016


10 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME750 >= 2016


11 x 14 x 11.5 mm CESPACE Bone CORT CAN
Parallel


ME751 >= 2016


5 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME755 >= 2016


6 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME756 >= 2016


7 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME757 >= 2016


8 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME758 >= 2016


9 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME759 >= 2016


10 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME760 >= 2016


11 x 16 x 13.5 mm CESPACE Bone CORT CAN
Parallel


ME761 >= 2016


2.5 cc PROSPACE DBM Paste Syringe ME911 >= 2016


ME911 >= 2016


5.0 cc PROSPACE DBM Paste Syringe ME912 >= 2016


10.0 cc PROSPACE DBM Paste Syringe ME913 >= 2016


2.5 cc PROSPACE DBM Moldable Putty Jar ME914 >= 2016


5.0 cc PROSPACE DBM Moldable Putty Jar ME915 >= 2016


10.0 cc PROSPACE DBM Moldable Putty Jar ME916 >= 2016


PROSPACE DBM Paste Syringe Sample/Demo ME917 >= 2016


PROSPACE DBM Putty Jar Sample/Demo ME918 >= 2016


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Aesculap Inc A B Braun Group Co 3773 Corporate Pkwy, Center Valley, PA 18034, United States 


Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem: In a July 27, 2018, Urgent HCT/P Recall Notification letter submitted by an ECRI Institute member hospital, Aesculap states that it is
recalling the above human cells, tissues, and cellular- and tissue-based products (HCT/Ps) because of internal failures in appropriately controlling the
storage distribution conditions of affected product. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. For assistance in locating the product identification numbers, see the
illustration in the letter . If you have affected product, verify that you have received the July 27, 2018, Urgent HCT/P Recall Notification letter and
Acknowledgment Response Form from Aesculap. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product. Do not destroy affected product. Regardless of whether you have affected
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product, complete the Acknowledgment Response Form and return it to Aesculap using the instructions in the letter. To obtain a RGR number and call
tag, contact the Aesculap customer service department using the information below. Return affected product, along with a copy of the Acknowledgment
Response Form, by mail to Aesculap Inc., Attn: Ted Dachroeden, 615 Lambert Pointe Drive, Hazelwood, MO 63042, United States. If you have no
product to return, return the form to Lindsay Chromiak, Aesculap, by e-mail at lindsay.chromiak@aesculapusa.com  or by fax at (610) 791-6882.
For Further Information:
Aesculap customer service department
Tel.: (800) 282-9000
E-mail: Aesculap_Emailorders.BBmus_service@aesculapusa.com
Lindsay Chromiak, Aesculap principal quality administrator
Tel.: (610) 984-9072
E-mail: Lindsay.Chromiak@aesculapusa.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 3. Member Hospital. Aesculap letter submitted by an ECRI Institute member hospital (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Sterile cannulated screws, 

Cannulated Screw 7.5

8/8/2018 aap Implantate AG. FSN httpsCure Development 

International Ltd

New

Ophthalmic and optical devices

Uretero-Renoscope, 

Nephroscope

8/8/2018 Scholly Fiberoptic GMBH FSN httpsMedical regulations 

gate

New

Single-use devices

Covidien Kerlix AMD, 

Kerlix, and Dermacea 

Bandage and Gauze Rolls

8/12/2018 Covidien LLC…. 2 Attac

hed

Medtronic Saudi Arabia# New

DUREX Love Collection, 

DUREX Natural Feeling 

and DUREX Natural 

Feeling Easy Glide

8/8/2018 Reckitt Benckiser 

Healthcare

FSN https

://nc

mdr.

Cigalah GroupNew

Prep Kits Containing BD 

Prefilled Normal Saline 

Syringes

8/12/2018 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around 
KSA, studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may 
differ from the distributors you are dealing with

*     The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13027
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13028
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A31129 : Cardinal Health—Covidien Kerlix AMD, Kerlix, and Dermacea Bandage and Gauze Rolls: Sterility May Be Compromised


[High Priority ] - A31129 : Cardinal Health—Covidien Kerlix AMD, Kerlix, and Dermacea Bandage and
Gauze Rolls: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018
Last Updated: Thursday, August 9, 2018


UMDNS Terms:
•  Bandages, Plain Gauze [10281]
•  Bandages, Retention, Non-Elastic, Cotton/Gauze [25164]


Product Identifier:
[Consumable]


Product
Medtronic Minimally Invasive Therapies
Group (MITG)
Item No.


Lot No.


4.5-Inch x 4.1 yd DERMACEA Fluff Roll, 6 Ply,
Stretched, Sterile


441103 18D180662, 18E070362, 18E222362, 18F072362


441106 18D180762, 18D180862, 18E029062, 18E029162,
18E029262, 18E029362, 18E070662, 18E070462,
18E070562, 18E130962, 18E131062, 18E166462,
18E166562, 18E131162, 18E222562, 18E222462,
18F034562, 18F034462, 18F034362, 18F072562,
18F072462, 18F122462, 18F122362


4.5-Inch x 4.1 yd KERLIX AMD Antimicrobial Large
Roll, 6 Ply


3332 18D180962, 18D181062, 18E029462, 18E029562,
18E070762, 18E131262, 18E131362, 18E131462,
18E166662, 18E167362, 18E223462, 18E223362,
18F054362, 18E222662, 18F034762, 18F034662,
18F035562, 18F072862, 18F072662, 18F072962,
18F123062, 18F122562, 18F122662


4 1/2-Inch x 4 1/8 yd, KERLIX 100% Bandage Cotton
Large Roll, 6 Ply, Sterile


6715 18D181262, 18D181162, 18E029662, 18E029762,
18E029862, 18E029962, 18E030062, 18E030162,
18E030262, 18E030362, 18E070962, 18E071062,
18E071162, 18E071262, 18E071362, 18E071462,
18E071562, 18E071662, 18E131562, 18E131962,
18E132062, 18E132162, 18E131662, 18E131762,
18E131862, 18E166762, 18E167462, 18E166862,
18E166962, 18E167562, 18E167162, 18E167062,
18E167762, 18E167662, 18E167262, 18E222762,
18E223162, 18E223062, 18E222962, 18E222862,
18E223662, 18E223562, 18E224062, 18E223962,
18E223862, 18E223762, 18F035862, 18F034962,
18F034862, 18F035262, 18F035162, 18F035062,
18F035362, 18F035962, 18F035762, 18F035462,
18F089262, 18F036262, 18F036162, 18F036062,
18F073062, 18F072762, 18F123262, 18F123162,
18F158462, 18F158362, 18G004562


4 1/2-Inch x 4 1/8 yd KERLIX Gauze Large Roll, 6 Ply,
Sterile


7880 18E030462, 18E223262, 18F122962


4 1/2-Inch x 9.3 ft KERLIX 100% Bandage Cotton
Large Roll, 8 Ply, Sterile


6716 18E071762, 18E072262, 18E072362, 18E132262,
18E132362


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Distributor(s): •  Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States


Manufacturer(s): Medtronic Minimally Invasive Therapies Group (MITG)710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, Dermatology,
EMS/Transport, Materials Management


Problem:
�In an August 1, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cardinal Health states that the packaging of
the above bandage and gauze rolls may have an open seal or a pinched seal defect in the primary flexible sealed pouches, potentially compromising
product sterility. Cardinal Health also states that if a nonsterile product is used, infection may occur. The firm has received no reports of patient injury or
harm associated with this problem. Cardinal Health has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the August 1,
2018, Urgent Medical Device Recall and Recall Acknowledgment Form from Cardinal Health. Regardless of whether you have affected product,
complete the Recall Acknowledgment Form and return it to Cardinal Health using the instructions on the form. Forward a copy of the Urgent Product
Recall letter to any facility to which you have further distributed affected product. To arrange for product return and to receive credit, contact the Cardinal
Health customer service group by telephone at (800) 964-5227 (hospitals), (800) 444-1166 (federal government), or (888) 444-5440 (all other customers).
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If you experience quality problems or adverse events related to use of affected product, notify Cardinal Health by e-mail at 
GMB_PRComplaints@cardinalhealth.com . U.S. customers should report serious adverse events or product quality problems relating to the use of
affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the 
website .
 
For Further Information:
Cardinal Health
Tel.: (800) 292-9332
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 7. Member Hospital. Cardinal Health letter Download
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[High Priority ] - A31125 : Medtronic—Prep Kits Containing BD Prefilled Normal Saline Syringes: Syringes May Be Contaminated with Serratia marcescens


[High Priority ] - A31125 : Medtronic—Prep Kits Containing BD Prefilled Normal Saline Syringes:
Syringes May Be Contaminated with Serratia marcescens
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018


UMDNS Terms:
•  Needles, Injection, Intravenous  [12748]
•  Procedure Kit/Trays, Spinal Surgery, Kyphoplasty/Vertebroplasty [32908]


Product Identifier:
[Consumable]


Product Medtronic Inc
Catalog No. Lot No.


Medium Prep Kits KPKM001 1301680, 1302354


Medium Prep Kits with Mallets KPKM002 1301684, 1302353


Large Prep Kits KPKL001 1306130


Large Prep Kits with Mallets KPKL002 1305064, 1306134


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States Ikit manufacturer&#58; 
BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (syringe manufacturer)


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Orthopedics, IV Therapy, Materials
Management


Problem:
In a July 6, 2018, Urgent Voluntary Market Removal Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above kits
contain BD prefilled normal saline flush syringes that were recalled by BD because they may be contaminated with Serratia maracescens bacteria.
Medtronic has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 6,
2018, Urgent Voluntary Market Removal Recall letter and Customer Confirmation Form from Medtronic. Complete the Customer Confirmation Form,
and return it to Medtronic by e-mail at rs.sdmriskmgt@medtronic.com . A Medtronic representative will contact your facility to arrange for product
return and replacement. Report adverse health consequences associated with the use of affected product to Medtronic. U.S. customers should also report
serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
 
For Further Information:
Medtronic
Website: Click here
Comments:


● For information on the action initiated by BD, see Alert A30457 .
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 2. Member Hospital. Medtronic letter submitted by an ECRI Institute member hospital Download
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