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Arhrex, Inc.

Mr. David L. Rogers
Regulatory AfTairs Associate
1370 Creekside Boulevard
Maples, Florida 34108

Re: Ki41478
TradeMevice Mame: Arthrex Fracture Plates and Screws
Fegulation Mumber: 21 CFR #88.3030
Regulation Mame: Single/multiple component metallic bone fixation appliances and
Booessorics
Regulatory Class: Class [l
Product Code: HRES, HWC
Dated: June 12, 2014
Feceived: Jume 13, 2014

Dwear Mr. Rogers:

We have reviewed your Section 310{k) premarket notification of intent 1o market the deviee
referenced above and have determined the deviee is substantially equivalent (for the indications
for use stated in the enclosure) o legally marketed predicate devices marketed in interstate
commerce prior o 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 (FMA).
¥ou may, therefore, market the device, subject to the general controls provisions of the Act. The
general contrels provisions of the Aet include requirements for annual registration, listing of
devices, good manufaeturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH 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 clussified (see above) into either class 11 (Special Controls) or class TIH{PMA), it
may be subject 1o additional controls. Existing major regulations afTecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDAs 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
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good manufacturing 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 Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.sov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Lori A. Wiggins

for

Mark N. Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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2.5 IMNDICATIONS FOR USE

DEFARTMENT OF HEALTH AND HUMAN SERVICES Faim Apgeoved: CMB No. 0910-01
Faod and Drug Administraien Expiration Date: Depemmber 31, 201
Indications for Use 5ee PRA Sialement i (a8 page.

S5H0{k] Murmiber (i kncein)

KI14147H

Device Mama

Arthrex Frecture Plates and Sorews

Indicatians far Use (Descnibe]

The Arthrex Frocture Piotes ore intended to be wsed for internel bone fixation for bone fractures, fusions,
asteobomies, and man-waions in dhe ankie, foct, hond, waist, dowidle, stapula, clecrenen, umerus, rodius, whna, Hive,
colioneaus, fibiuie

The Arthrex Low Profite Screws (2.0-2.4mm soitd] are intended to be used o5 stong-mlone bone Sorews, or in 0 pehe
sorew syshem for internal bone flerhion far bone froctures, fusions, ostectomides, and nar-uaions fe the onkhe, foar,
hond, and wrist, Whan wseg with o plate, the screw may be wsen with the Arthres Low Frofife, Smol Frogmeni
Fiares, oad Dsoo Exirernily Folen

The Arthrex Low Profife Serews [L0-3.0mm connuloted] ore ntended bo be wied af 2land-alone bone sorews for
ingarral Baneg lvgtiog far Bong [facrures, [sons, orrearamiss, man nan-naipns In the ankhe, foor, Ram amd wrisr

The Arthrex Low Profife Screws [2.5mm ond larger, soifd] ere intended 1o be wied a stand-alone bone screws, o in
a plate=screw syshem for mternm Bane fieetian for booe froctures, fusions, eeleotomies, ang man-vaigns in Ehe ankle,
oo, hard, weisl, cowcle, scomndo, olecranan, fomens, rodied, e, Ve, colcaneous, femor, ond fbude Wiken
used withr 0 plote, the socrews may be vsed with the Arthrex Low Proffle, Smol Frogment Pioles, Fracture Plates,
distal Extremity Plotes, Humeral Frochuee Blates, ond Osteatomy Plotes.

The Arthrex Low Prafite Serews [3.5mm ana larges, coanalamed] are ntended io be weed o5 siond-mlang bong
sorews for mrerne! boae fvarian far boae frachenes, fusians. sstechomes, ond now-enions i the aonkle, foot, Fand,
wiist, clmacle, scopwie, afecranan, humerus, regivs, wing, tibla, colcaneows, femus, and fibude.

Typa of Lisa [Select one or both, as oppiicotde)

B Prescription Use [Part 21 CFR &0 Subpart ) O Qver-The-Counter Use (X1 CFR 804 Subpart C)

PLEASE DO HOT WRITE BELOW THIS LIME - CONTINUE ON A SEPARATE PAGE IF NEEDED,

_—

FOR FOO& USE QONLY
Concutranss of Genlar fer Davices and Radinlgina Healin (CORH) [Signature)

Elizabeth L. Frank -5

Davigion of Orbepedic Deviges

FORM FDa 3851 (B3 P bbby Brern 1002 20



