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Arthrex, Incorparated Letter dated; April 5, 2013

% Mis. Courtney Smith

Manager, Regulatory Affairs

1370 Creekside Boulevard

Naples, Florida 34108

Re: K123241

Trade/Device Name: Arthrex Fracture Plates

Regulaticn Number: 21 CFR 888.3030

Regrulation Name: Single/multiple component metallic bone fixation appliances and
WCCESS0TIES

Begulatory Class: Class 1T

Product Code: HRS, HWC

Dated: February 13, 2013

Received: February 235, 2013

Decar Ms. Smith:

We have reviewed your Section 510(k) premarket notification of imbent o market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to lepally marketed predicate devices marketed in interstate
commerce prior to May 2§, 1976, the enactment date of the Medical Device Amendments, or (o
devices that have been reclassified in eccordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of 4 premarket approval application (PMA).
You may, therefore, market the device, subject to the peneral confrols provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good mannfacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDREH does not evaluate information related to contract liability
warrantizs., We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) Into either class I (Special Controls) or class I {PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FD)MA may
publish further announcements concerning your devics in the Federal Register.

Please be advised that FDA's issuance of a substential equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or aty Federal statutes and regulations administered by other Federal agencies. Youn must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR. Part R07); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR B03); good manmufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, Infernational and Consumer Assistance af its toll-
free number (800) 638-2041 or (301) 796-71 IfllflI or at 1ts Internet ﬁddre.ns

hitp:tfwww. fda poviMedicalDevices Res . Also, please note
the regulation entitled, "Misbranding by u:l‘m*mn: to premarket uudﬂr.aﬂm {21CFR Part
807.97), For questions regarding the reporting of adverse events under the MDR regulation (21
CFH. Part HIIB}, plcnse g-:r to

ult.him for the CDRH's Office

ufEumzlllm:: and Brumdnw'Dnmm uan:l-s!marlm Sur-.-'m].lun:

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or ams Internet address

betpe//weow. filagov/Medical ces Res X

Melark W, Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use Form

Indications for Use

510(k) Number (if known); K12324]
Deeviee Names Avthrex Fraciure Plates

Indications For Use:

The Arthrex Fractore Plates are mdended to be wed for mieoml beno fxstion for bone
fractures, fusions, ostectomies and poo-unions in the ankle, foot, hand, wrist, clavicle,
goapula, olecranom, humers, radins, ulna, tibis, calcaneous, fibula.

PreseriptionUse v ANIVOR Over-The-Counter Use
(Per 21 CFE. 801 Subpart [} (21 CFR Bl Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Coecurrence of CORH, Offlce of Deice Evaluarion (ODE)
PAGE 1ofl

Elizabeth L. Frank -5

Division of Orthopedic Devices
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Indications for Use Form

Indications for Use
510k) Number (if known):_K12324]
Deviee Name: Arthrex Low Profile Screws

Indications For Use:

The Arthrex Low Profile Serews (2.0-2.4mm solid) are intended 1o be used as
stand-alone bons screws, or n a plate-screw system for internal bone fixation for
bone fractures, fusions, osteotories and non-unions in the ankle, foot, hand, and
wrist. When used with a plate, the screw may be used with the Arthre Low
Profile, Small Fragment Plates, and Distal Extremity Plates.

The Arthrex Low Profile Serews (2.0-3.0mm cannulated) are intended to be
used as stand-alone bone screws for intemal bone fixation for bone fractures,
fusions, osteotomies and non-unions in the ankle, foot, hand, and wrst.

The Arthrex Low Profile Serews (2.5mm and larger, solid) are intended o be
usid a5 stand-alone bone screws, of in a plate-screw system for internal bone
fixation for bone fractures, fusions, ostectomies and non-unions in the ankle, foot,
hand, wrist, clavicle, seapula, clecranon, humems, radius, ulna, tibia, calcansous,
femur and fhula. When used with a plate, the screws may be nsed with the
Arthrex Low Profile, Small Fragment Plates, Fracture Plates, Distal Exmremity Flaies,
Humeral Fracture Plates, and O=teotomy Flates.

The Arthrex Low Profile Serews (3.5mm and larger, cannulated) are intended
to be used as stand-alone bone screws for internal bone fixation for bone
fractures, fusions, osteotomics and non-unions m the ankle, foof, hand, wrist,
clavicle, scapula, olecranon, humerus, radivs, ulna, tbia, calcansous, femur and
fibula.

Prescription Use _""'i_ ANIVOR  Over-The-Counter Use
(Per21 CFR 801 SubpartDy) (21 CFR 501 Subpart C)

(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Coecusrence of CORH, Office of Device Evaluation {Q0E)
PAGE 10fl

Elizabeth Ly Frank -5
Division of Orthopedic Devices
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