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URGENT – ACTION CORRECTIVE DE SECURITE 

GE Healthcare 
Healthcare Systems 
9900 Innovation Drive 
Wauwatosa, WI 53226  
États-Unis 

 
Référence GE Healthcare: FMI 36106  

16 septembre 2014 
 
Destinataires: Directeur de l'établissement / gestionnaire des risques 

Chef des infirmiers 
Directeur du service biomédical 
Correspondant local de Matériovigilance 

 
Objet: Défaillance d'un élément du capteur d'O2 sur les modules respiratoires CARESCAPE E-sCO, E-

sCOV, E-sCAiO, E-sCAiOV, E-sCAiOE, E-sCAiOVE, les modules de gaz respiratoire N-CAiO en option 
et les unités d'échange de services respectives 

 
GE Healthcare a récemment pris connaissance d'un problème potentiel de sécurité dû à une défaillance d'un élément 
du capteur d'O2 associé aux modules respiratoires CARESCAPE, aux modules de gaz respiratoire en option et à leurs 
unités d'échange de services respectives. Assurez-vous que tous les utilisateurs potentiels de votre établissement 
ont pris connaissance de cet avis de sécurité et des actions recommandées. 

 
Problème  
de sécurité 

Les valeurs Et-/Fi O2 affichées risquent d'être erronées. Un écart aléatoire des limites de tolérance 
autorisées d'un élément du capteur d'O2 sur les modules respiratoires CARESCAPE, les modules de gaz 
respiratoire en option et leurs unités d'échange de services respectives peut entraîner une erreur lors 
du prélèvement des valeurs Et-/Fi O2 (jusqu'à 50 % d'écart). Une valeur Et- /Fi O2 erronée peut 
provoquer un événement hypoxique ou compromettre les prises de décisions cliniques. 

 
Instructions  
de sécurité 

Vérifiez le numéro de série des modules respiratoires CARESCAPE et des modules de gaz respiratoire en 
option utilisés dans vos unités de soins. Le numéro de série (NS) du module se trouve sur la plaque 
signalétique de ce dernier, comme l'illustre l'image ci-dessous. La plaque signalétique de l'appareil se 
situe sur le côté du module. 
 

 
 
Comparez le numéro de série de votre module à la liste des numéros de série des modules concernés 
qui se trouve en annexe du présent avis. Si le numéro de série de votre module se trouve dans la liste 
des modules concernés, cessez immédiatement d'utiliser le module et contactez le service 
d'assistance technique ou votre représentant local de maintenance. 

 
Produits 
concernés 

Les numéros de série des modules respiratoires CARESCAPE concernés (E-sCO, E-sCOV, E-sCAiO, E-
sCAiOV,  
E-sCAiOE, E-sCAiOVE) , des modules de gaz respiratoire N-CAiO en option et de leurs unités d'échange 
de services respectives sont disponibles dans la liste fournie en annexe du présent avis.  
 
Il est possible que les modules concernés soient actuellement utilisés avec les appareils hôtes GE 
suivants :  

 Modules respiratoires CARESCAPE avec moniteurs CARESCAPE B850, B650 et B450, moniteurs 
modulaires S/5, dispositifs d'anesthésie Avance CS2 et Aisys CS2 et moniteur patient B40  

 Modules de gaz respiratoire N-CAiO en option avec moniteur patient B40 
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Correction  
du produit 

GE Healthcare procèdera à une correction gratuite. Nous vous contacterons pour organiser cette 
correction. 

 
Contact 
 

Pour toutes questions relatives à cet avis de sécurité ou à l’identification des systèmes concernés, 
n'hésitez pas à prendre contact avec  
votre représentant local de vente ou le service d'assistance technique au 04 78 66 62 38 choix 1.  
. 
 

 
GE Healthcare confirme que les autorités règlementaires concernées ont été informées de cet avis de sécurité. 
 
Soyez assurés que le maintien d’un niveau de sécurité et de qualité élevé est notre principale priorité. Pour toute 
question, n'hésitez pas à nous contacter immédiatement. 
 
Cordialement, 

 
James Dennison 
Vice-président QARA 
GE Healthcare Systems 

 
Douglas M. Hansell, M.D., MPH 
Responsable médical en chef 
GE Healthcare 



Annexe 

 
Liste des numéros de série des appareils concernés : modules respiratoires CARESCAPE E-sCO, E-sCOV, E-sCAiO, E-
sCAiOV, E-sCAiOE, E-sCAiOVE ; modules de gaz respiratoire N-CAiO en option et unités d'échange de services 
respectives 
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SGV14019647HA 

SGV14127799HA 

SGV14138150HA 

SGV14148744HA 

SGV14148747HA 

SGV14148788HA 

SGV14149258HA 

SGV14150000HA 

SGV14150001HA 

SGV14150002HA 

SGV14150003HA 

SGV14150005HA 

SGV14150006HA 

SGV14150007HA 

SGV14150036HA 

SGV14150037HA 

SGV14150038HA 

SGV14150039HA 

SGV14150040HA 

SGV14150041HA 

SGV14150042HA 

SGV14150043HA 

SGV14150044HA 

SGV14150045HA 

SGV14150046HA 

SGV14150048HA 

SGV14150049HA 

SGV14150050HA 

SGV14150051HA 

SGV14150052HA 

SGV14150053HA 

SGV14150054HA 

SGV14150055HA 

SGV14150056HA 

SGV14150057HA 

SGV14150058HA 

SGV14150059HA 

SGV14150060HA 

SGV14150061HA 

SGV14150062HA 

SGV14150063HA 

SGV14150064HA 

SGV14150066HA 

SGV14150067HA 

SGV14150068HA 

SGV14150069HA 

SGV14150070HA 

SGV14150071HA 

SGV14150072HA 

SGV14150073HA 

SGV14150074HA 

SGV14150075HA 

SGV14150076HA 

SGV14150078HA 

SGV14150079HA 

SGV14150165HA 

SGV14150167HA 

SGV14150168HA 

SGV14150169HA 

SGV14150170HA 

SGV14150171HA 

SGV14150172HA 

SGV14150173HA 

SGV14150174HA 

SGV14150175HA 

SGV14150176HA 

SGV14150177HA 

SGV14150178HA 

SGV14150179HA 

SGV14150180HA 

SGV14150181HA 

SGV14150182HA 

SGV14150183HA 

SGV14150184HA 

SGV14150185HA 

SGV14150186HA 

SGV14150187HA 

SGV14150188HA 

SGV14150189HA 

SGV14150190HA 

SGV14150191HA 

SGV14150192HA 

SGV14150193HA 

SGV14150194HA 

SGV14150195HA 

SGV14150196HA 

SGV14150197HA 

SGV14150198HA 

SGV14150199HA 

SGV14150200HA 

SGV14150201HA 

SGV14150202HA 

SGV14150203HA 

SGV14150204HA 

SGV14150205HA 

SGV14150206HA 

SGV14150207HA 

SGV14150208HA 

SGV14159398HA 

SGV14159403HA 

SGV14159407HA 

SGV14159469HA 

SGV14159471HA 

SGV14159472HA 

SGV14159475HA 

SGV14159478HA 

SGV14159484HA 

SGV14159488HA 

SGV14159489HA 

SGV14159490HA 

SGV14159494HA 

SGV14159498HA 

SGV14159499HA 

SGV14159500HA 

SGV14159501HA 

SGV14159502HA 

SGV14159503HA 

SGV14159504HA 

SGV14159505HA 

SGV14159506HA 

SGV14159507HA 

SGV14159685HA 

SGV14159688HA 

SGV14159689HA 

SGV14159690HA 

SGV14159692HA 

SGV14159694HA 

SGV14159695HA 

SGV14159696HA 

SGV14159698HA 

SGV14159700HA 

SGV14159701HA 

SGV14159703HA 

SGV14159704HA 

SGV14159705HA 

SGV14159706HA 

SGV14159707HA 

SGV14159709HA 

SGV14159710HA 

SGV14159713HA 

SGV14159715HA 

SGV14159716HA 

SGV14159717HA 

SGV14159718HA 

SGV14159722HA 

SGV14159728HA 

SGV14159966HA 

SGV14159967HA 

SGV14159971HA 

SGV14159974HA 

SGV14159975HA 

SGV14159976HA 

SGV14159977HA 

SGV14159978HA 

SGV14159979HA 

SGV14159980HA 

SGV14159981HA 

SGV14159982HA 

SGV14159984HA 

SGV14159985HA 

SGV14159986HA 

SGV14159990HA 

SGV14159991HA 

SGV14159992HA 

SGV14159995HA 

SGV14159996HA 

SGV14159998HA 

SGV14159999HA 

SGV14160221HA 

SGV14160222HA 

SGV14160223HA 

SGV14160224HA 

SGV14160225HA 

SGV14160226HA 

SGV14160227HA 

SGV14160229HA 

SGV14160230HA 

SGV14160231HA 

SGV14160232HA 

SGV14160233HA 

SGV14160234HA 

SGV14160235HA 

SGV14160236HA 

SGV14160237HA 

SGV14160238HA 

SGV14160239HA 

SGV14160241HA 

SGV14160242HA 



Annexe 

 
Liste des numéros de série des appareils concernés : modules respiratoires CARESCAPE E-sCO, E-sCOV, E-sCAiO, E-
sCAiOV, E-sCAiOE, E-sCAiOVE ; modules de gaz respiratoire N-CAiO en option et unités d'échange de services 
respectives 
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SGV14160243HA 

SGV14160244HA 

SGV14160246HA 

SGV14160247HA 

SGV14160248HA 

SGV14160250HA 

SGV14160251HA 

SGV14160252HA 

SGV14160253HA 

SGV14160254HA 

SGV14160255HA 

SGV14160256HA 

SGV14160257HA 

SGV14160258HA 

SGV14160259HA 

SGV14160260HA 

SGV14160322HA 

SGV14160323HA 

SGV14160324HA 

SGV14160325HA 

SGV14160326HA 

SGV14160327HA 

SGV14160328HA 

SGV14160329HA 

SGV14160330HA 

SGV14160331HA 

SGV14160332HA 

SGV14160333HA 

SGV14160334HA 

SGV14160336HA 

SGV14160339HA 

SGV14160343HA 

SGV14160345HA 

SGV14160346HA 

SGV14160350HA 

SGV14160351HA 

SGV14160352HA 

SGV14160511HA 

SGV14160512HA 

SGV14160513HA 

SGV14160514HA 

SGV14160515HA 

SGV14160516HA 

SGV14160518HA 

SGV14160519HA 

SGV14160520HA 

SGV14160522HA 

SGV14160524HA 

SGV14160525HA 

SGV14160526HA 

SGV14160529HA 

SGV14160530HA 

SGV14160531HA 

SGV14160532HA 

SGV14160534HA 

SGV14160535HA 

SGV14160536HA 

SGV14160538HA 

SGV14160539HA 

SGV14160540HA 

SGV14160541HA 

SGV14160542HA 

SGV14160544HA 

SGV14160545HA 

SGV14160547HA 

SGV14160548HA 

SGV14160549HA 

SGV14170898HA 

SGV14170899HA 

SGV14170900HA 

SGV14170901HA 

SGV14170902HA 

SGV14170903HA 

SGV14170904HA 

SGV14170905HA 

SGV14170906HA 

SGV14170907HA 

SGV14170908HA 

SGV14170910HA 

SGV14170912HA 

SGV14170913HA 

SGV14170914HA 

SGV14170915HA 

SGV14170916HA 

SGV14170917HA 

SGV14170918HA 

SGV14170919HA 

SGV14170921HA 

SGV14170922HA 

SGV14170923HA 

SGV14170924HA 

SGV14170925HA 

SGV14170926HA 

SGV14170927HA 

SGV14170928HA 

SGV14170929HA 

SGV14170930HA 

SGV14170932HA 

SGV14170933HA 

SGV14170935HA 

SGV14170937HA 

SGV14171145HA 

SGV14171146HA 

SGV14171147HA 

SGV14171148HA 

SGV14171149HA 

SGV14171151HA 

SGV14171152HA 

SGV14171153HA 

SGV14171154HA 

SGV14171155HA 

SGV14171156HA 

SGV14171157HA 

SGV14171158HA 

SGV14171159HA 

SGV14171160HA 

SGV14171161HA 

SGV14171164HA 

SGV14171165HA 

SGV14171166HA 

SGV14171167HA 

SGV14171168HA 

SGV14171169HA 

SGV14171170HA 

SGV14171171HA 

SGV14171172HA 

SGV14171174HA 

SGV14171175HA 

SGV14171176HA 

SGV14171177HA 

SGV14171179HA 

SGV14171180HA 

SGV14171181HA 

SGV14171182HA 

SGV14171183HA 

SGV14171184HA 

SGV14171185HA 

SGV14171186HA 

SGV14171187HA 

SGV14171188HA 

SGV14181423HA 

SGV14181424HA 

SGV14181425HA 

SGV14181426HA 

SGV14181427HA 

SGV14181428HA 

SGV14181429HA 

SGV14181430HA 

SGV14181432HA 

SGV14181433HA 

SGV14181434HA 

SGV14181435HA 

SGV14181436HA 

SGV14181437HA 

SGV14181438HA 

SGV14181439HA 

SGV14181440HA 

SGV14181441HA 

SGV14181442HA 

SGV14181445HA 

SGV14181446HA 

SGV14181447HA 

SGV14181448HA 

SGV14181450HA 

SGV14181451HA 

SGV14181452HA 

SGV14181453HA 

SGV14181454HA 

SGV14181455HA 

SGV14181456HA 

SGV14181457HA 

SGV14181458HA 

SGV14181459HA 

SGV14181460HA 

SGV14181461HA 

SGV14181609HA 

SGV14181610HA 

SGV14181611HA 

SGV14181612HA 

SGV14181613HA 

SGV14181614HA 

SGV14181615HA 

SGV14181616HA 

SGV14181617HA 

SGV14181618HA 

SGV14181619HA 

SGV14181620HA 

SGV14181621HA 

SGV14181622HA 

SGV14181623HA 

SGV14181624HA 

SGV14181625HA 



Annexe 

 
Liste des numéros de série des appareils concernés : modules respiratoires CARESCAPE E-sCO, E-sCOV, E-sCAiO, E-
sCAiOV, E-sCAiOE, E-sCAiOVE ; modules de gaz respiratoire N-CAiO en option et unités d'échange de services 
respectives 
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SGV14181627HA 

SGV14181628HA 

SGV14181629HA 

SGV14181630HA 

SGV14181631HA 

SGV14181632HA 

SGV14181633HA 

SGV14181634HA 

SGV14181635HA 

SGV14181636HA 

SGV14181637HA 

SGV14181638HA 

SGV14181639HA 

SGV14181641HA 

SGV14181642HA 

SGV14181643HA 

SGV14181645HA 

SGV14181646HA 

SGV14181647HA 

SGV14181648HA 

SGV14181852HA 

SGV14181853HA 

SGV14181854HA 

SGV14181855HA 

SGV14181856HA 

SGV14181858HA 

SGV14181859HA 

SGV14181860HA 

SGV14181861HA 

SGV14181862HA 

SGV14181863HA 

SGV14181864HA 

SGV14181865HA 

SGV14181866HA 

SGV14181867HA 

SGV14181868HA 

SGV14181869HA 

SGV14181870HA 

SGV14181871HA 

SGV14181874HA 

SGV14181875HA 

SGV14181876HA 

SGV14181887HA 

SGV14181891HA 

SGV14181892HA 

SGV14181893HA 

SGV14181894HA 

SGV14181895HA 

SGV14181896HA 

SGV14181897HA 

SGV14181898HA 

SGV14181899HA 

SGV14181900HA 

SGV14181901HA 

SGV14181903HA 

SGV14181904HA 

SGV14181905HA 

SGV14181906HA 

SGV14181908HA 

SGV14181909HA 

SGV14181910HA 

SGV14181911HA 

SGV14181997HA 

SGV14181999HA 

SGV14182000HA 

SGV14182001HA 

SGV14182003HA 

SGV14182004HA 

SGV14182005HA 

SGV14182006HA 

SGV14182007HA 

SGV14182008HA 

SGV14182009HA 

SGV14182010HA 

SGV14182011HA 

SGV14182012HA 

SGV14182014HA 

SGV14182015HA 

SGV14182016HA 

SGV14182018HA 

SGV14182019HA 

SGV14182020HA 

SGV14182021HA 

SGV14182022HA 

SGV14182023HA 

SGV14182024HA 

SGV14182026HA 

SGV14182027HA 

SGV14182030HA 

SGV14182031HA 

SGV14192245HA 

SGV14192246HA 

SGV14192247HA 

SGV14192248HA 

SGV14192249HA 

SGV14192251HA 

SGV14192252HA 

SGV14192253HA 

SGV14192254HA 

SGV14192255HA 

SGV14192256HA 

SGV14192257HA 

SGV14192258HA 

SGV14192259HA 

SGV14192260HA 

SGV14192261HA 

SGV14192262HA 

SGV14192263HA 

SGV14192264HA 

SGV14192265HA 

SGV14192266HA 

SGV14192267HA 

SGV14192268HA 

SGV14192269HA 

SGV14192270HA 

SGV14192272HA 

SGV14192273HA 

SGV14192274HA 

SGV14192277HA 

SGV14192279HA 

SGV14192280HA 

SGV14192282HA 

SGV14192287HA 

SGV14192291HA 

SGV14192292HA 

SGV14192293HA 

SGV14192294HA 

SGV14192612HA 

SGV14192613HA 

SGV14192614HA 

SGV14192615HA 

SGV14192616HA 

SGV14192617HA 

SGV14192618HA 

SGV14192619HA 

SGV14192621HA 

SGV14192622HA 

SGV14192623HA 

SGV14192624HA 

SGV14192625HA 

SGV14192626HA 

SGV14192627HA 

SGV14192628HA 

SGV14192629HA 

SGV14192630HA 

SGV14192631HA 

SGV14192632HA 

SGV14192633HA 

SGV14192634HA 

SGV14192635HA 

SGV14192636HA 

SGV14192637HA 

SGV14192638HA 

SGV14192639HA 

SGV14192640HA 

SGV14192641HA 

SGV14192642HA 

SGV14192643HA 

SGV14192644HA 

SGV14192645HA 

SGV14192646HA 

SGV14192647HA 

SGV14192649HA 

SGV14192650HA 

SGV14192651HA 

SGV14192652HA 

SGV14192653HA 

SGV14192654HA 

SGV14192655HA 

SGV14192656HA 

SGV14192657HA 

SGV14192658HA 

SGV14192659HA 

SGV14192660HA 

SGV14192661HA 

SGV14192718HA 

SGV14192721HA 

SGV14192722HA 

SGV14192723HA 

SGV14192725HA 

SGV14192726HA 

SGV14192727HA 

SGV14192728HA 

SGV14192729HA 

SGV14192730HA 

SGV14192731HA 

SGV14192732HA 

SGV14192733HA 

SGV14192735HA 

SGV14192737HA 

SGV14192738HA 

SGV14192741HA 



Annexe 

 
Liste des numéros de série des appareils concernés : modules respiratoires CARESCAPE E-sCO, E-sCOV, E-sCAiO, E-
sCAiOV, E-sCAiOE, E-sCAiOVE ; modules de gaz respiratoire N-CAiO en option et unités d'échange de services 
respectives 
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SGV14192742HA 

SGV14192743HA 

SGV14192744HA 

SGV14192746HA 

SGV14192747HA 

SGV14192748HA 

SGV14192750HA 

SGV14192751HA 

SGV14192754HA 

SGV14192755HA 

SGV14192758HA 

SGV14192760HA 

SGV14192761HA 

SGV14192762HA 

SGV14192765HA 

SGV14192977HA 

SGV14192980HA 

SGV14192983HA 

SGV14192990HA 

SGV14192994HA 

SGV14192995HA 

SGV14192998HA 

SGV14193002HA 

SGV14193003HA 

SGV14193005HA 

SGV14193006HA 

SGV14203007HA 

SGV14203008HA 

SGV14203009HA 

SGV14203011HA 

SGV14203012HA 

SGV14203013HA 

SGV14203014HA 

SGV14203015HA 

SGV14203016HA 

SGV14203017HA 

SGV14203018HA 

SGV14203019HA 

SGV14203020HA 

SGV14203021HA 

SGV14203022HA 

SGV14203023HA 

SGV14203024HA 

SGV14203025HA 

SGV14203026HA 

SGV14203027HA 

SGV14203028HA 

SGV14203030HA 

SGV14203031HA 

SGV14203032HA 

SGV14203033HA 

SGV14203034HA 

SGV14203035HA 

SGV14203036HA 

SGV14203038HA 

SGV14203039HA 

SGV14203040HA 

SGV14203042HA 

SGV14203043HA 

SGV14203044HA 

SGV14203045HA 

SGV14203048HA 

SGV14203049HA 

SGV14203050HA 

SGV14203052HA 

SGV14203053HA 

SGV14203054HA 

SGV14203055HA 

SGV14203056HA 

SGV14203245HA 

SGV14203246HA 

SGV14203247HA 

SGV14203252HA 

SGV14203253HA 

SGV14203256HA 

SGV14203257HA 

SGV14203258HA 

SGV14203261HA 

SGV14203264HA 

SGV14203265HA 

SGV14203266HA 

SGV14203267HA 

SGV14203269HA 

SGV14203270HA 

SGV14203271HA 

SGV14203272HA 

SGV14203273HA 

SGV14203274HA 

SGV14203276HA 

SGV14203279HA 

SGV14203282HA 

SGV14203283HA 

SGV14203285HA 

SGV14203286HA 

SGV14203287HA 

SGV14203288HA 

SGV14203289HA 

SGV14203290HA 

SGV14203291HA 

SGV14203292HA 

SGV14203293HA 

SGV14203294HA 

SGV14203379HA 

SGV14203392HA 

SGV14203395HA 

SGV14203396HA 

SGV14203397HA 

SGV14203398HA 

SGV14203399HA 

SGV14203400HA 

SGV14203401HA 

SGV14203402HA 

SGV14203406HA 

SGV14203408HA 

SGV14203409HA 

SGV14203411HA 

SGV14203412HA 

SGV14203414HA 

SGV14203415HA 

SGV14203417HA 

SGV14203418HA 

SGV14203658HA 

SGV14203661HA 

SGV14213834HA 

SGV14213854HA 

SGV14214087HA 

SGV14214114HA 

SGV14224431HA 

SGV14224433HA 

SGV14224434HA 

SGV14224435HA 

SGV14224436HA 

SGV14224437HA 

SGV14224438HA 

SGV14224439HA 

SGV14224440HA 

SGV14224441HA 

SGV14224443HA 

SGV14224444HA 

SGV14224445HA 

SGV14224446HA 

SGV14224447HA 

SGV14224449HA 

SGV14224450HA 

SGV14224451HA 

SGV14224452HA 

SGV14224453HA 

SGV14224454HA 

SGV14224455HA 

SGV14224456HA 

SGV14224457HA 

SGV14224458HA 

SGV14224459HA 

SGV14224460HA 

SGV14224461HA 

SGV14224462HA 

SGV14224464HA 

SGV14224465HA 

SGV14224466HA 

SGV14224467HA 

SGV14224468HA 

SGV14224469HA 

SGV14224470HA 

SGV14224471HA 

SGV14224472HA 

SGV14224473HA 

SGV14224474HA 

SGV14224475HA 

SGV14224476HA 

SGV14224477HA 

SGV14224478HA 

SGV14224479HA 

SGV14224480HA 

SGV14235437HA 

 


