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Safety Communication 4aadl Jilu

Malfunction in Intra-Aortic Balloon Pumps
(IABP) manufactured by Maquet

Device/Product Name:

Magquet/Datascope CS Intra-Aortic Balloon Pumps

Lot numbers/Serials:

CS100 0998-00-3013-XX, 0998-UC-3013-XX CS100i 0998-UC-
0446HXX, 0998-UC-0479HXX CS300 0998-00-3023-XX, 0998-
UC-3023-XX

Dates:

March 24, 2003 through December 11, 2013

Manufacturer:

Maquet

Manufacturing country:

USA

Problem:

A complaint was received involving a CS300 IABP that did not
pump due to an electrical test failure code #58 (power up vent
tests fail), maintenance code #3, and an autofill failure, which
has been associated to a patient death due to the failure of the

device to initiate therapy.

Recommendation/Actions:

- Pursuant to the WARNINGS section of the
Operating/User Instructions, clinicians are
instructed not to leave the patient unattended
during IABP therapy;

- Until the service is performed, Getinge
recommends powering on the IABP prior to
inserting the 1AB catheter to allow the IABP to

successfully complete its self-test. This action will
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take less than 60 seconds to perform; Al ey Jleall S Gandl) Slial pae Alls & -
- In the event the IABP fails to complete the self- i ¢ b el pasdll jliial) adey Aslatiall 58 o8 5 4y judad
test and exhibits electrical test failure code 58, ka5 pandll US 6l elesin g Aeadl) (e Sleall dlagin
remove the IABP from service and contact your e lead) Aladind A Lalie Jle Gipa dlla 4 -
local Maquet/Getinge Sales & Service Office; e Ala i AT Slea e el U cany iy sl
- In the unlikely event that a sudden interruption Alasiuly 3 ylavdll A3 e Salal T—Jﬁegﬁa)i‘ Slea b
of therapy occurs, transfer the patient to an Gy Lalall Cladetl daal e ali s o sibiell e S el sell
alternative IABP. If an alternative IABP is o Ly aa g ‘;ﬂ\“" I 8l sen 3L AS S WY -
unavailable; manually inflate the IAB with air or 53l s 3y il 5 56291

helium and immediately aspirate. Please refer to
the intra-aortic balloon catheter instructions for
use; and

- Each affected facility will be contacted by
Magquet/Getinge Service Team to schedule on-site
service.
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CS300 IABP
PRODUCT FEATURES

CS100° IABP
PRODUCT FEATURES

For further information, please see the Safety notice Laall) Zdlll Hladl e g3hY) o pn cDlaglaall (a2 3l
(Click Here ). (LG

You should be aware of the mentioned risks in the LIV I KT I POV RSV REON P W O S PE P g e
notice and contact the Authorized Representative (il o) 2 Y sl S Gl Jiedl ae Jual g3l 5
for corrective action.
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Devices Reporting

Al-Jeel Medical & Trading Co. dgdall Jaal) 48 )
Alaa Mohamed Mahmoud dgana daas ¢ds
Phone/Mobile: +966597715854 s/
Email: amohamed@elajougroup.com 1A AN 4 )

Healthcare Professionals should report any adverse 4wmsSe Zdla i e 30Y) dnall 4o Il Cppaiaall o Jray
events suspected to be associated with affected (LAl b Slea sl sf) oMeis ) puaiall 3 3ea U Ledalsi ) 8 4idy

devices above (or other Medical Devices) to: ‘&
National Center for Medical Devices Reporting (NCMDR (28 5a)) Loyl ) el claiiall 9 3 3ga) cile Ml il gl 3 sall
Website). Al clatiall 93 3aY) gUad

Medical Devices Sector
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Postal Address: Saudi Arabia - Saudi Food and Drug o=l U-Jal) oa- el (5 flall 3 yhall 329315 ) () sl
Authority (3292) 493 gl Ay jall ASlaall 6288-13312
North Rlng Road - Al Nafal Unit (1) 2406:“:.’}33 2038222 (11) 966+:aila

Riyadh 13312 - 6288
Tel: +966 (11) 2038222 Ext: 2406
Fax: +966 (11) 2757245

2757245 (11) 966+: Sl

For latest published Recalls/Alerts, please visit 3L o n sl Glelexin¥) g <l pdadll JAT e J guaall
NCMDR website: e 3Ll 38 el g IV ad sal)
SnerE,
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NCMDR Team National Center For Medical QLGM‘ )5)4 LB:’_)B
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