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510(k) Summary

Proprietary Name: AxSOS 3 Ti Locking Plate System Line Extension

Common Name: Bone Screws

Classification Name and Reference: Smooth or threaded metallic bone fixation fastener

21 CFR §888.3040

Regulatory Class: Class 11

Product Codes: 87 HWC: Screw, Fixation, Bone

Sponsor: Stryker Trauma AG
Bohnackerweg I
CH-2545 Seizach
Switzerland

Contact Person: .Elijah N. Wreh
Regulatory Affairs Specialist
325 Corporate Drive
Mahwah, NJ 07430
elijah. wrehcOwstrvker.com
Phone: 201-83 1-5691
Fax: 201-831-4691

Date Prepared: November 8, 2013

Description

This Special 510(k) submission is being supplied to the U.S. FDA to introduce additional screw

types and drive features to the currently marketed AxSOS 3 Ti Locking Plate System (K 123964).

The additional screw types will include: 3.5mm and 4.5mm Cortex Shaft screws, 4mmn and 6mm

Cancellous partially and fully threaded screws. The Subject device is an internal fixation device

that consists of monoaxial locking plates and various types of screws to fit different types of

fractures in the tibia and femur. The subject device consists of anatomically contoured Femur

and Tibia plates and various types of screws which were previously cleared in K123964. All

components are manufactured from Titanium alloy per ASTM Fl136. The Distal Lateral Femur

plates are fixed to the femur using 5mm locking screws or non-locking screws with either or
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4.5mmn Cortex and 6mm cancellous non-locking screws. The Proximal Lateral Tibia plates are

fixed to the tibia using 4mm locking screws with either or 3.5mm Cortex and 4mm cancellous

non-locking screws.

Intended Use

The AxSOS 3 Ti Locking Plate System Line Extension is intended for long bone fracture

fixation.

Indications

The AxSOS 3 Ti Locking Plate System Line Extension is intended for long bone fracture
fixation. Indications include:

* Diaphyseal, metaphyseal, epiphyseal, extra- and intra-articular fractures
* Non-unions and malunions
* Normal and osteopenic bone
* Osteotomies

Substantial Equivalency

The subject device components are substantially equivalent to the AxSOS 3 Ti Locking Plate

System (K123964) and the Osteo BOS System (K972323, currently marketed as the Stryker

Plating System) in regards to intended use, design, materials, and operational principles for use

for long bone fracture fixation.

Non-Clinical Test

A risk analysis was performed according to the requirements of ISO 14971: "Medical Devices-

Application of risk management of medical devices." The evaluation demonstrated that the

subject device did not present a new worst case and that the same verification and validation

methods were applied to the subject components in comparison to the previously cleared

predicate devices (K123964 & K972323). The analyses demonstrated that the subject

components met the performance requirements and are as safe and effective as the predicate

devices.

Conclusion

The subject components of the AxSOS 3 Ti Locking Plate System Line Extension are

substantially equivalent to the predicate devices identified throughout this submission.

Page 23 of 236



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service< 4 Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066.0609

Silver Spring, ME) 20993-0002

December 18, 2013

Stryker Trauma AG
Mr. Elijah Wreh
Regulatory Affairs Specialist
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K133440
Trade/Device Name: AxSOS 3 Ti Locking Plate System (Line Extension)
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: Class II
Product Code: HWC
Dated: November 21, 2013
Received: November 22, 2013

Dear Mr. Wreh:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-I does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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Forth in the qua Ili systemis (QS) regtrlation (2 1 CUR Part 820); and if applicable. tile electronic
product radiation control provisions (Sections i531-542 of the Act); 2!1 CUR 1000- 1050.

I f you desir e speciflie advice For your device On our labell ig reg'Ulatiori (2 I C FR Part 80 1). please
con tact thle Div is in of Small M antil'ac torers. [Itermatironal anrd Cornsumru Assistance at its toll -
free riurrber (800) 638-204 1 or (30 1 ) 796-7 1 00 or at its Inrterri'et address
http://wwwN%.fda.g-ov/McIdical Dcv'iCCS/ReSOurcl-C r01YoLu/IiduiStr/defatul.itnii. Also, please note
tile reIr.I ~at in ent itlfed. "NIis branrd i ug by re fe runce to preria rket not ificat ion" (21I CUR Part
807.97). For q testions regarding ie repIor-t lg of adverse events Under tile 'VI DR regir union (2 1
CUR Part 803), please go to
http://wwvw.fda.,-ov/MvedicaII)evics/Saetv/RportaPobleuu/default.ltiii [for the CDR]I- Offi1ce
Of SUrrveilIlaruce aiud Bionet rics/D iv isiori of Postruuarkei SlIrVeil Ilance.

YOo ay olbta in otlier ,ec ei-al iniforriat ion on you r res ponuslbiitics Uti tile Act fromi tile
Div is in of Srial I Mant act ier's. Intern ationial arid Conis t umer Assi stanrce at rits to Il-free numbii er
(800) 638-2041I or (30!) 796-71I00 or at its Inrterriet address
littp://Avwwv ftla. ov/Medlea lDev ices/RCSOurI'CSfOr' OL/Iiid ustrv/de f'In Ilt.ihtil.

Si ncerely yours.

Ronald P. Jean -S for

Mlark N. Melkersori
Di1rector
D~iv ision 01' rthopedic Devices
Office of' De -vice Evaluationl
Center for Devices and

Rind ilouical Hen liii

En1closure
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Indications for Use

510(k) Number (if known): K133440

Device Name: AxSOS 3 Ti Locking Plate System Line Extension

Indications for Use:

The AxSOS 3 Ti Locking Plate System Line Extension is intended for long bone fracture
fixation.
Indications include:

" Diaphyseal, rnetaphyseal, epiphyseal, extra- and intra-articular fractures

" Non-unions and malunions

* Normal and osteopenic bone

* Osteotomies

Prescription Use XOver-The-Counter Use _ _

(Part 21 CFR 80 1 Subpart D) AND/OR (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Elizabeth L. Frank -S
Division of Orthopedic Devices Pg 1o 3


