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Date Prepared November 15, 2012

Submitter Synthes (USA)
1301 Goshen Parkway NV1 0
West Chester, PA 19380 NV1921
United States of America

Contact Alan T. Haley
haley.alan@synthes.com
(484) 356-9763

Trade Name MatrixMANDIBLE Plate and Screw System

Common Name Bone Plate

Classification Name Bone Plate, 21 CFR 872.4760, Product Code JEY

Predicate Devices MatrixMANDIBLE Plate and Screw System (K063790)
Synthes 2.0 mmn Locking Plate System (K9745 55)

Intended Use

The Synthes MatrixMANDIBLE plate and screw system is intended for oral, maxillofacial surgery:
* Trauma
" Reconstructive surgery
" Orthognathic surgery (surgical correction of dentofacial deformities)

Device Description

The Synthes MatrixMANDIBLE Plate and Screw S ystem consists of a variety of plates offered in
multiple shapes and sizes and a variety of screws offered in multiple diameters and lengths to meet the
anatomical needs of the patient.

This submission pertains to 1.5 mm thick MatrixMANDIBLE Reconstruction Plates, which are available
as left and right single angle reconstruction plates and in three sizes of double angle reconstruction plates.
These plates are made from pure titanium and may be offered sterile or non-sterile (non-sterile implants
must be sterilized prior to use).

MatrixMANDIBLE 1.5 mm thick reconstruction plates are intended for single use only.

MatrixMANDIBLF Plate and Screw System
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Comparison to Predicate Devices

Indications for Use

The Indications for Use statement for the proposed device is identical to the Indications for Use statement
for the Synthes MatrixMANDIBLE Plate and Screw System predicate (K063790).

The Indications for Use statement for the proposed device is similar to the Indications for Use statement
for the Synthes 2.0 mm Locking Plate System predicate (K974555). Both statements include oral,
maxillofacial surgery, trauma, reconstructive surgery, and surgical correction of dentofacial deformities.

The differences in the Indications statement for the proposed device in comparison to the predicates do
not constitute a new intended use.

Technological Similarities

* The proposed device has the same principles of operation (metallic plate used for the internal fixation
of mandibular bone) as the predicate devices.

* The proposed device is offered in single angle (right and left) and double angle (three sizes)
configurations; the predicate devices are offered in the same configurations.

* The double angle configurations of the proposed device have the same number of holes as the double
angle configurations of the predicate devices.

* The single angle configurations of the proposed device have the same number of holes as the single
angle configurations of the Synthes MatrixMANDIBLE Plate and Screw System predicate
(K063790).

* The proposed device is made of the same material (titanium) as the predicate devices.
* The thickness of the proposed device is within the range of thicknesses as the predicate devices.
*The proposed device and the predicate devices have threaded static locking screw holes.
*The proposed device is compatible with the same MatrixMANDIBLE screws as the Synthes

MatrixMANDIBLE Plate and Screw System predicate (K063790).

Technological Differences

*The width of the proposed devices is slightly greater than the width of the predicate devices.
* In addition to the single and double angle configurations, the predicate devices are offered in a

straight (no angle) configuration. The proposed device is not offered in a straight configuration.
*The single angle configurations of the proposed device have one more hole and are slightly longer

than the single angle configurations of the Synthes 2.0 mm Locking Plate System predicate
(K974555).

K 113567 - MatrixMANDIBLE Plate and Screw System
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Non-Clinical Performance Data

An engineering assessment, including a cross sectioni analysis and finite element analysis, was used to
compare the 1.5 mm thick MatrixMANDIBLE Reconstruction Plates to the predicate devices. The
analysis determined that the in-plane and out-of-plane mechanical properties of the 1.5 mm thick
MatrixM4ANDIBLE Reconstruction Plates are comparable to the in-plane and out-of-plane mechanical
properties for the predicate Synthes 2.0 mm Locking Plate System (K974555).

Clinical Performance Data

No clinical testing was performed to support this submission.

Substantial Equivalence

The proposed devices have the same intended use as the predicate devices. The non-clinical performance
data included in this submission demonstrate that the proposed devices are as safe, as effective, and
perform as well as or bellter than the predicate devices. It is concluded that the information included in
this submission supports substantial equivalence.

(end of summary)

KI 13567 - MatrixMANDIBLE Plate and Screw System



Al DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

V Food and Drug Administration
*10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring, MD 20993-002

November 19, 2012

Mr. Alan T. Haley
Regulatory Affairs Specialist
Synthes®l Incorporated
1301 Goshen Parkway
West Chester, Pennsylvania 19380

Re: K1 13567
Trade/Device Name: MatrixMANDIBLE Plate and Screw System
Regulation Number: 21 CFR 872.4760
Regulation Name: Bone Plate
Regulatory Class: 11
Product Code: JEY
Dated: November 9, 2012
Received: November 13, 2012

Dear Mr. Haley:

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 genera! 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: 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 classified (see above) into either class 11 (Special Controls) or class III
(PMIA), 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, FDA may publish further announcements concerning your device in the Federal
Register.



Page 2 - Mr. Haley

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 CER 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 53 1-542 of
the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to
http://wwwN.fda.gov/AboutFDA/Centers~fices/CDRHICDRHOffices/ucm II 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. 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://wAww.fda.2ov/MedicalDevices/Safetv/ReportaProblem/default.htin 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 Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 63 8-2041 or (301) 796-7100 or at its Internet address
http://Nwv.fda.gov/MedicalDevices/ResourcesforYou/industrv/default.htm.

Sincerely yours,
DN: c-lS, o=U.S. Government,
ou=HHS, ou=FDA, ou=People,

'I ~. ~ cn=Anthony D. Watson,
0.9.23 42.192 003 00. 100.1 .1=1300
092402

Anthony 0. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
*Center for Devices and

Radiological Health

Enclosure
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5 10(k) Number (if known): K<1113,56-1

Device Name: MatrixMANDIBLE Plate and Screw System

Indications for Use: The Synthes MatrixMANDIBLE plate and screw system is
intended for oral, maxillofacial surgery:

* Trauma
* Reconstructive surgery
* Orthogntthic surgery (surgical correction of dento facial

deformities)

Prescription Use X ANDI'OR Over-The-Counter Use_ __
(Part 21 CFR 80 1 Subpart D) (Part 21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Mary S. USo.Go-rmennu.HHS,

Runner -

(Division Sign-0ff)
Division of AnOSthBssiotkj Y- GanuS Haspil
Infection Control. DO,"' Device

h10pk) Number.KhS~
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