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Medical Device Sector   الطبية والمنتجات الأجهزة قطاع 

Surveillance & Biometrics Executive Department 
  

 الحيوية والقياسات للرقابة التنفيذية الإدارة
     

Safety Communication                                                  رسالة سلامة   
 

ABP devices shutting down while running on battery power 

Device/ Product Description: Intra-Aortic Balloon Pumps  

Brand: 

 

 

Cardiosave (Hybrid and Rescue), CS300 and CS100/CS100i 

 

Lot/Serial Number: 

 

 

ALL  

 

Manufacturer: 
 

Getinge's Maquet/Datascope 

 

Problem: 

 

The devices may shut down while running on battery power, 

leading to pump stop and loss of hemodynamic support. An 

interruption of the therapy would be unlikely to lead to a life-

threatening situation. However, in critical patients with severely 

compromised hemodynamic function dependent on continuous 

circulatory support, an interruption or delay in Intra-Aortic Balloon 

support as a result of an unexpected shutdown or failure to initiate 

therapy can occasionally/likely have more severe consequences 

that can be life threatening. 

 

Recommendation/Actions: 

 

1- review the firm’s notice, and the developed quick reference 

guides 

2- Follow each device's Operating Instructions Manual 

3- Ensure that, whenever possible, the device is plugged into 

an AC power outlet (during patient use, and when the 

system is not in use) 

4- Refer to the Operating Instructions Manual for 

recommendations on portable/battery operation when 

transporting patients. 

5- Check battery run time and replace batteries as required, as 

recommended in the Operating Instructions Manual. 

https://info.getinge.com/cs/c/?cta_guid=b6f3a5e3-a3d3-410f-951c-7c9a09cd8d9c&placement_guid=627b510e-d4be-4b7e-ac55-d42c4f2e68e3&portal_id=2608118&canon=https%3A%2F%2Finfo.getinge.com%2Fiabpbatterycarecustomerletter&redirect_url=APefjpFaCLEELWVdkww0eXOXoXdJp-D8HsphSwz-LsI_HOXAN3AAX6CJdfr-eTsEdZo4y6c3PwXBiVOzp-7JTIlsMF37vDNsvBFZYS_dpSw2iUrB-JnwXAL8955_iEYV5kMJDfxlt89EeKMV1EtCbRbZsgsd0iJuHSXX1oQYUlVUHSnkaxIesNVN3f1Jq6Vo2raCMUrvDMj1AFLGj9AN87JdUv1Q401ceJRf5U32ucN6dDfsSsr4ELgGVFXuqzvaL-KMxL1aO58QWNzRG09LV1x9YIf8amNIa8bK0ODh_yxLULP9aLkIIQZE66SXaPmCK4ys9UHVgDsrWrTCWuEonDjcb5kh06KdHvE8vKU9LxgStBwYJYTgBg50XN4TM1sxKk8HY7NQ_amBiAP6uw1zvTQs9L0soKXIvZD1anzkMuDcQmvWB2enEB8&click=ca185a5f-9221-40fd-9a5d-ab49a190982c&hsutk=918d0e1b8bc1b3c7e2578786ebba1651&signature=AAH58kE8wJB5_sfvg5XbLHrCH289QYWCjQ&utm_referrer=https%3A%2F%2Fwww.fda.gov%2Fmedical-devices%2Fletters-health-care-providers%2Fupdate-device-failure-associated-getinges-maquetdatascope-intra-aortic-balloon-pumps-letter-health%3Futm_campaign%3D2019-11-19+LHC+Update+Marquet+IABP+Failure%26utm_medium%3Demail%26utm_source%3DEloqua&pageId=11439046460&__hstc=45764219.918d0e1b8bc1b3c7e2578786ebba1651.1574229258663.1574229258663.1574247738678.2&__hssc=45764219.1.1574247738678&__hsfp=1580785452&contentType=landing-page
https://info.getinge.com/ca-batteryguides
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6- Replace batteries for the “Cardiosave” devices that are 

older than 4 years with only Datascope approved/sourced 

batteries. 

7- Follow informational messages on the display screen for 

CS100/CS300 devices regarding the batteries. 

8- Report to the SFDA events of devices shutting down while 

running on batteries. 

9- Contact the authorized representative to provide the 

required support. 

 

For more information, Please click here. 

 

Devices/Products photo: 

 

  
 

 
Authorized Representative 

Details 
AR name: Al-Jeel Medical 

Assigned Contact 

Person: 
Meshal Aleshaiwy 

Mobile/Phone: 0508827808 

Email: aljeel.sfda@aljeel.com  
 

https://ncmdr.sfda.gov.sa/ProblemReport.aspx
https://www.fda.gov/medical-devices/letters-health-care-providers/update-device-failure-associated-getinges-maquetdatascope-intra-aortic-balloon-pumps-letter-health?utm_campaign=2019-11-19%20LHC%20Update%20Marquet%20IABP%20Failure&utm_medium=email&utm_source=Eloqua
mailto:aljeel.sfda@aljeel.com

