|
| i

California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Medtronic Navigation, Inc. Medtronic PIN, 200mm and 150mm Sterile Percutaneous

Recall Date Product Description Recalling Firm Recall Reason
01/27/2025 Medtronic PIN, 100mm Medtronic Navigation, [Due to an increase in
STERILE PERCUTANEOUS Inc. complaint that the
REF: 9733235 percutaneous
reference pin would
Medtronic PIN, 150MM, not fit into the patient
STERILE PERCUTANEOUS reference frame or
REF: 97733236 percutaneous pin
adapter.

The Sterile Percutaneous
Reference Pin Set is intended
to be used to place and remove
a pin percutaneously into bony
patient anatomy for rigid
attachment of a patient
reference during image-guided
surgeries using a Medtronic
computer-assisted surgery
system.

Recall

Product Identification Distribution Affected Dates
Class

I Sterile Percutaneous Pin, 100mm|67,370 units nationwide| December and
Product Number: 9733235 prior

UDI-DI code: 00613994247872
Serial/Lot Numbers:
2023071142 - 2024080530
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https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx

Sterile Percutaneous Pin, 150mm
Product Number: 9733236
UDI-DI code: 613994247865
Serial/Lot Numbers:

2023071143 - 2024080535

For additional information, please visit the EDA Website.
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https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=211670

