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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Brainlab AG Origin Data Management

Recall Date Product Description Recalling Firm Recall Reason
03/18/2025 Origin Data Management Brainlab AG Under certain
circumstances, it can
Software versions: 3.1.0, 3.1.1, occur that patient
3.1.2,3.2.0,3.2.1 records from

unrelated individuals
are automatically
merged into one
patient record without
user notification.

%?;il Product Identification Distribution Affected Dates
Il Origin Data Management 135 installations in February and prior
software version 3.1 is California
04056481145118

Origin Data Management
software version 3.2 is
04056481146078

For additional information, please visit the EDA Website.
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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=212401

