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Applicant/Sponsor: Medacta International SA
Strada Regina
6874 Castel San Pietro (CH)
Switzerland
Phone (+41) 91 696 60 60
Fax (+41) 91 696 60 66

Contact Person: Adam Gross
Director of Regulatory, Quality and Compliance
Medacta USA
4725 Calle Quetzal, Unit B
Camarillo, CA, 93012
Phone: (805) 322-3289
Fax: (805) 437-7553
Email: AGross(@medacta.us.com

Date Prepared: February 5, 2014

DEVICE INFORMATION

Trade/Proprietary Name: Mecta-C Cervical Plate
Common Name: Anterior Cervical Plate
Classification Name: appliance, fixation, spinal intervertebral body
21 CFR 888.3060
Class 11
Product Code(s): KWQ

Predicate Devices:
510O(k) Product 510(k) Holder Clearance Date

K000742 CSILP Synthes 3/29/2000
K001794 Anterior Cervical Plate EBI 7/12/2000
K974706 ABC Plate Aesculap 3/1 3/1 998
K050451 Vectra Synthes 3/24/2005
K081038 Atlantis Medtronic 8/15/2008
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Product Description

The Mecta-C Cervical Plate consists of single and multilevel plates up to four leviels
used to stabilize the cervical spine in order to promote fusion. The cervical plates are
offered with lengths between 20 and 92mm and are made of Ti6A14V ELI (ISO 5832-
3/ASTM F 136). The plate is fixed on the vertebral body either by means of fixed angle
or variable angle screws. Screws are available in 4mm and 4.5mm diameters with a
length between 12mm and 22mm. The screws consist of an inner locking screw and the
outermain screw shaft and are available with a self-tapping or a self-drilling tip. The
main screw shaft is made of Ti6AI4V ELI (ISO 5832-3/ASTM F 136) and the locking
screw is made of Ti6AI4V ELI (ISO 5832-3/ASTM F 136). The cervical plates and
screws are available both in sterile and unsterile packaging.

Indications for Use
The Mecta-C plate system is intended for anterior Interbody screw/plate fixation from C2
to Ti. The system is indicated for use in the temporary stabilization of the anterior
spine during the development of cervical spine fusions in patients with; 1) degenerative
disc disease (as defined by neck pain of discogenic origin with degeneration of the disc
confirmed by history and radiographic studies), 2) trauma (including fractures), 3)
tumors, 4) deformity (defined as kyphosis, lordosisor scoliosis), 5) psuedarthrosis,
and/or 6) failed previous fusion. This device system is intended for anterior cervical
intervertebral body fusions only.

Comparison to Predicate Devices

The indications for use, design features and materials of the, Mecta-C Cervical Plate are
substantially equivalent to those of the predicate devices. The substantial equivalence
of the Mecta-C Cervical Plate implants are supported by the performance testing,
materials information, and data analysis provided within this Premarket Notification.

Performance Testing

The Mecta-C Cervical Plate biomnechanical tests are defined according to the Guidance
for Industry and FDA Staff - Spinal System 51 O(k)s, issued on May 3, 2004. The
guidance suggests performing static and dynamic compression tests as well as static
torsion tests. Tests were performed on a two level construct as suggested in the ASTM
F1717 standard. In addition to the recommended tests, screw push-out tests were
performed in order to prove the substantial equivalence of the screw plate interface.
The biomnechanical test results of the Mecta-C Cervical Plate constructs were compared
with results of the predicate devices and were determined not to be worst case.
The Mecta-C Cervical Plate was tested using the worst-case device for each of the
following tests:
Static Compression yield strength - ASTM F1717
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Static Compression Stiffness -ASTM F1 717
Dynamic Compression - ASTM F1717
Static Torsion yield torque - ASTM F1 717
Static Torsion Stiffness - ASTM F 1717
Screw plate interface strength: Push-out

Conclusion:
Based on the above information, the Mecta-C Cervical Plate can be considered as
substantially equivalent to its predicate devices.
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Trade/Dev ice Name: Mecta-C Cervical Plate
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Regulation Name: Spinal intervertebral body fixation orthosis
Regulatory Class: Class 11
Product Code: KWQ
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Dear Mr. Gross:

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: 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 (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, 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
CFR 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
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 CER 1000- 1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), 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/Medical]Devices/ResourcesforYou/Industrv/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
CER Part 803), please go to
httn)://www.fda.ezov/MedicalDevices/Safetv/ReportaProbleimdefault.html 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[MedicalDevicesfResourcesforYou/itidustry/default.htm.

Sincerely yours,

Ronald P. Jean -S for
Mark N. Melkerson
Director
Division of Orthopedic Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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K140361
Device Nani
Mecta-C Cecail Plate

Indications for Use (Dewrmbe)
The Mca-C plate systemi is intended for anterior Interbody sczowiplotc, fottion from C2 to TI.
The system is indicated for use in the temporary stabilization of the anterior spine during the development of cervical spine fusions in
patients wit 1) degwncrativc disc disease (as defined by neck pain of discceniv origi with degeneration of the disc confirmed by
history end radiographic studies). 2) Unxmn (including fractures), 3) Lurots 4) defority (defined akyphosis, losdlosisorscoliosis)
5) psucdanthzwis, and/or ) railed prviows fusion. This devic system is intended for anterior cervical intervcnlhrall body fusions;
only.

Type df Use (StudI one or bot" a ppkasblt)

(9 Prosotlplort Use (Part 21 CFR 001 Subpart D) LI Over.Th,.Countor Uso (21 CFR 601 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USENLY:
Concurrence of Center for Devices and Radilogical Health (CDRH) (Stgnatuwe)

Antowr'EDmritriev. PhD

Division, o4 Ofl'hdjddlc Devices

FORM FDA 3881 (l114) Page 1 of 2 P~~tnruroS
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This section a pples only to requirements of the Paperwork Reduction Act of 1995.
-DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW

The burden time for this collection of information Is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and rwew the collection of information. Sand comments regarding this burden estimate or any other aspect
of this Information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food end Drug Administration
office of Chief Information Officer
paperwork Reduction Act PRA) Staff
PRAStaft@Moa.hhs.gov

'An agency my not conduct or sponsor. and a person is not required to respond to. a cal/action; of
information unless it displays a eunrnflfy valid 0MB number.'

FORM FDA 388I(1114) Page 2 of2


