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- Drill Guide, used with a Medtronic Computer Assist:d Surgery System to help assist
with screw placement during spine surgical proceduses.

- Trade Mark: Medtronic Navigation Inc

- Local Representative:
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- Dirill Guide, used with a Medtronic Computer .Assisted Surgery System to help assist
with screw placement during spine surgical procedures.

- Trade Mark: Medtronic Navigatior: Inc

- Local Representative:
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- Drill Guide, uszd with a Medtronic Computer Assisted Surgery Systerm to hzlp assist
with screw placeme 1t during spine surgical procedures.

- Trade Mark: Medtronic Navigation Inc

- Local Reprzsentative:
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U.S. Food & Drug Administ auon

Medi(* & Radiation Emitiing Device Recalls
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FDA mmﬁedical Devices* Databases®

Advers i 3°
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CFR Title 2 '4|Radiation-Emitting Products'%|X-Ray Assembler

Back to Search Results

New Search
Class 2 Recall
Medtronic Navigation

Date Posted November 29, 2017

Recall Number Z-0441-2013
The Vertex Max Dril Tube is a component within the Navigated Vertex Max Drill Guide Set

‘ o PO .

Produc (item 9733370). The Navigated Vertex Max Drill Guide Set is intended to be used with a ‘
Medtronic Comput-r Assisted Surgery System to help assist with sgrew Aplacement' during
spine surgical procedures. The device is reusable and requires sterilization according to - -
product laeling. .

Code Information Lot number 120203.

Recalling Firm/ Medtronic Navigation, Inc. ' S

Manufacturer 826 Coal Creek Cir .
Louisville, Colorad« 80027-9710

Reason for Medtronic is recalling certain Vertex Max Drill Tubes which are used with the StealthStation System

Recall due to a defect related to the internal threading for component set up. T

Action Medtronic Navigation sent a Urgent Medical Device Recall letter dated November 13 -14, 2012, to all

affected customers. The letter identified the product the problem and the action needed to be taken
by the customer. Customers were instructed do not use the Vertex Max Cannulated Drill Tube
clinically. Medtronic Navigation will remove the Vertex Max Cannulated Drill Tube. Medtronic
Navigation wil. provide a replacement Vertex.Max Cannulated Drill Tube manufactured from a
different lot which was inspected to verify the defect has been corrected. If you have any questions
about this notification, please contact a Sales Representative in your area. For further questions
please call (720) 890-3200 Ext. 3303 .

Quantity in Commerce 12 Units

) Distribution Worldwide Distribution--US (nationwide) including the states of CA, FL, MA, LA, and Ml and the y
countries of Switzerland, Saudi Arabia, Lebanon, Canada and Korea. .

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php
3. http://www.fda.gov/default.htm
: 4, http://www.fda.gov/MedicalDevices/default.htm

5. http://www.fda.gov/MedicaIDevices/DeviceRe JuIation.andGuidance/Databases/defauIt. htm
6. /scripts/cdrh/devicesatfda/index.cfm
7. ../cfPMN/pmn.cfm .
8. ../cfRL/rl.cfm |
9. ../cfMAUDE/TextSearch.cfm

10. ../cfRES/res.cfm

11. ../cfPMA/pma.cfm

12. ../cfPCD/classification.cfm

- 13. ../cfStandards/seal;ch.cfm . = ) :

14. ../cfCFR/CFRSearch.cfm | _

15. ../cfPCD_RH/classification.cfm

16. ../cfAssem/assembler.cfm

17. ../Medsun/searchReportText.cfm

18. ../chlia/Search.t.:fm

‘http;//www.accessata.da. gov/i;ripts/cdrh/cfdocs/ches/res.cfm?ID‘

_12/1202012




