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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Biosense Webster, Inc. VARIPULSE Bi-Directional Ablation Catheter

Recall Date Product Description Recalling Firm Recall Reason
02/28/2025 VARIPULSE Bi-Directional Biosense Webster, Due to an observed
Ablation Catheter Inc. trend of

neurovascular events
REF: D141201

The Field Catheter is indicated
for use in catheter based
cardiac electrophysiological
mapping (stimulating and
recording) and, when used for
TRUPULSE Generator, for the
treatment of drug refractory
recurrent symptomatic
paroxysmal atrial fibrillation.
The catheter provides location
information when used with the
CARTO 3 System.

Recall

Product Identification Distribution Affected Dates
Class

I Product Number: D141201-12  [378 units nationwide January and prior
UDI-DI code: 10846835025460

Batch Numbers:
31483574L - 31483567L

For additional information, please visit the FDA Website

CDPH Food and Drug Branch, MS 7602 e P.O. Box 997435 e Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
CDPH.ca.gov IPHAB;



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=212216

