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Date Prepared: May 31, 2011

Sponsor: Synthes (USA)
Thomas N. Shea
1301 Goshen Parkway
West Chester, PA 19380
(610) 719-6941

Device Name: Synthes 3.5mm LCP Clavicle Plate System

Classification: Class 11, §888.3030 - Single / multiple component metallic bone fixation
appliance and accessories.

Predicate Synthes 2.7/3.5mm VA-LCP Anterior Clavicle Plate System (1(101536)
Devices: Synthes 3.5mm LCP Clavicle Plate System (K073186)

Synthes Small Fragment Dynamic Compression Locking System
(K000684)

Device The Synthes 3.5mm LCP Clavicle Plate System consists of metallic
Description: plates and screws that offer screw to plate locking designed for various

fracture modes of the clavicle.

Intended Use: The Synthes 3.5mm LCP Clavicle Plate System is indicated for fixation
of fractures, malunions, non-unions, and osteotomies of the clavicle in
adults, and in both adolescents (12-IS years) and transitional adolescents
(18-21 years), in which the clavicular growth plates have fused or in
which the growth plates will not be crossed by the plate system.

Substantial The features of the subject components are substantially equivalent to
Equivalence: the predicate devices based on similarities in intended use and design.

Mechanical testing demonstrates substantial equivalence of the subject
components to the predicate devise in terms of mechanical strength. In
addition, the intended use, manufacturing methods, packaging, and
sterilization of the predicate and subject components are identical.

The subject and predicate devices are made from stainless steel and
titanium alloy. Functional and mechanical testing demonstrates the
comparable mechanical & functional properties of the subject Synthes
3.5mm LCP Clavicle Plate System to the predicate devices.

Testing conducted to support the substantial equivalence for the Synthes
3.5mm LCP Clavicle Plate System was performed to assess the bending
strength of the subject device compared to the predicate.
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Food and Drm'g Administrio
10903 New I ipshire Avenue
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Sv nthcs (US A)
%/ MbI hornas N. Shea
Rcuu'latot Affa~irs S pecialist nf
1 301 G oshen Park way
West Chester. Pennsylvania I19380

Re: K I111540
Trade/Device Name: Synthes 3.5mmn LCP Clavicle Plate Systeml
Regu1-lation Number: 21 CFR 888.3030
ReguI-lation Naime: Si ngl c/multiple component metal lie bone Fixation app1liance and

accessories
Regulatory Class: Class 11
ProduIct Code: 1-11RS
Dated: May 3 1 , 2011
Rceived: June 2, 2011

Dear Mr. Shea:

We have reviewed your' Section 5 10(k) premarket notification of intent to market thle device
referenced above and have determined the device is substantially equivalent (for the indications
for1 use stated inl the enclosure) to legally marketed predicate devices marketed in interstato'
commerce pr ior to May 28, 1 976, 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 (PMvA).
You may, therefiore, market the device, subject to thle general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good mlanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR]-] does not evaluate information related to contract liability
warranties. \We iemind you, however, that device labeling must be truthful and not misleading.

If y'our device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
mnay be Stubject to additional controls. Existing major regulations affecting your device canl be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announ11=cMnS concerning your device in the Federal Register.

['lease be advisedl 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 o f 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 (2 1
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CUR Part 807); labeling (211 CUR Part 801 ); medical device reporting (reporting of' medlical
devic-r elated adl\erse eventIs) (2 1 CUR 80);- good manuf'actur ing practi ce requirements ais set
forth in the qunal ity systemIs (QS) regulation (21I CUR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CUR 1 000-1050.

F yVou desire specific advice for your device on our labeling regrilation (2 1 CUR Part 801), please
go to [it t://www.[agovAoiFA eieisffcs/DII/Cl JOfIeSLITI 15 809.1htm for
the Center for Devices and Radiological HeIalth's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premrarket notification" (2 1 CUR Part
807.97). For questions regarding the reporting of adverse events under the M4DR regulation (21
CUR Part 803), please go to
hittp://\vww.tfda-i(,ov/MedlicalDevices/Safety/Repol-taPiroblenii/defauthtltni for the CDRI-1 's Office
Of Surveillance and Biometrics/Division of Postmarkct Surveil lance.

You may obtain other general information on your responsibilities under the Act from the
Division of Smuall Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301) 796-7100 or at its Internet address
littp2://wxvw.fdla.Qo/eia vcsRSLrefro~/rdit- dl ll~iii

Sincerely yours,

Mark N. Melker on
Director
Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



SYNTHS®
2.0 Indications for Use

510(k) Number (if known): kJI4

Device Name: Svnthes 3.5mm LCP Clavicle Plate System

Indications for Use:

The Synthes 3.5mm LCP Clavicle Plate System is indicated for fixation of
fractures, malunions, non-unions, and osteotomies of the clavicle in adults, and in
both adolescents (12-18 years) and transitional adolescents (18-21 years), in
which the clavicular growth plates have fused or in which the growth plates will
not be crossed by the plate system.

Prescription Use X AND/OR Over-The-Counter Use____
(Per 21 CFR 801.109) (21 CER 807 Subpart C)

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

Concurrence of CDRI-l Office of Device Evaluation (ODE)

and RestO wve Devices
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