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Saudi Food & Drug Authority

Urgent Warning

Urgent device correction to the Continuous Renal
Replacement Therapy device - Prismaflex issued by
Baxter Healthcare.

Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring
to your attention that Baxter Healthcare is initiating a
field action in order to update software versions of the
Prismaflex Control Unit - Continuous Renal
Replacement Therapy. Baxter has received reports of
device operators failing to adhere to the instructions
for use pertaining to the safe unloading of disposable
sets from the Prismaflex Control Unit. These steps are
required to safely disconnect the patient before
proceeding to unload the filter set after treatment.
Unloading of the disposable set without following the
instructions and warnings on the Prismaflex Control
Units may lead to severe blood loss and potentially fatal
outcomes.

The affected devices are:
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Prismaflex
Product Code Product Description Serial Number
Y.veay Prismaflex System All
VAY LAY Prismaflex 4.11 All
VATAVE Prismaflex 5.00 Row All
YY) EEA] Prismaflex 6.10 Row All
YYEAY . Prismaflex 7.XX Row All
955052 Prismaflex 8. XX Row All
6023014700 Prismaflex All
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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For further information, please see the recall by
Click Here.

Recommendation:
- Contact Baxter AR to arrange for software
update
- Prior to this software update and to ensure that
the operators correctly unload the disposable
set, Baxter is reminding its customers to follow
the instructions provided in the Operator's
manual, and displayed on screen, which are as
follows:
1- Clamp all lines,
2- Disconnect Access and Return blood line
from the blood access device, and
3- Verify that all lines are clamped and the
patient is disconnected.

You should be aware of the mentioned risks in the
notice and contact the Authorized Representative
for corrective action.
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10754
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10754

National Center For Medical
Devices Reporting
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Mr. Ziad Awadallah A pase ) fawd)

Mobile: 0557640902 Js

Email: ziad awadallah@baxter.com gAY Wl
mourad khelifi@baxter.com

Please share this information with Healthcare aSiliie A Cpaidal) ae o sleall 038 AS L o
Professionals in your facility.

Healthcare Professionals should report any adverse dmSe &als i g £3Y) Laall ddle JlU cpaidall e oy
events suspected to be associated with affected ()'J b e gi }i) oSl 5 ) yaidl 8 jeall Ledals ) b Ay

devices above (or other Medical Devices) to: A
National Center for Medical Devices Reporting (NCMDR (28 5l Lo ) Agadal) cilaiiall g 8 jgal) e kgl 38 sall
Website). Al aiiall 5 5 jga Y plad

Medical Devices Sector
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Postal Address: Saudi Arabia - Saudi Food and Drug okl Jall an el (g 3l B phll YY AT gl Gl siall
Authority (3292) 43 ) Ay pal) ASledd) TYAAN YT Y
North Ring Road - Al Nafal Unit (1) YEV oYY Ve AL sas YAFAYYY (0)) 414 cails
Riyadh 13312 - 6288 YVOVY£6 (1)) 417 Sl

Tel: +966 (11) 2038222 Ext: 2406 -2412 - 2430
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 30 (o> 8 sl Slsle diuYl g &l piadll JAT e J suasll
NCMDR website: e 3l 38 pal g ST adsal)
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Sincerely, NCMDR ¢l allA ae
NCMDR Team e Cle Ml 8 e 5
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