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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Baxter Healthcare Corporation Baxter Sigma Spectrum Infusion System and Baxter Spectrum IQ
Infusion System with Dose 1Q Safety Software

Recall Date Product Description Recalling Firm Recall Reason
03/06/2025 Baxter Sigma Spectrum Baxter Healthcare There is the potential
Infusion System (V6 Platform), | Corporation for missing motor
Product Code 35700BAX mounting screws,
which may have
Baxter Spectrum IQ Infusion occurred during the
System with Dose 1Q Safety servicing process.
Software, Product Code
3570009
Rl Product Identification Distribution Affected Dates
Class
I UDI/DI: 00085412091570 66 units nationwide February and prior
Serial Numbers:
704198 - 1024109
UDI/DI: 00085412610900 323 units nationwide
Serial Numbers:
3020290 - 3718985

For additional information, please visit: EDA Website (Sigma Spectrum) and EDA Website
(Spectrum 1Q).
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https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=212492
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=212493
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=212493



