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510(k) Summary
Degas Anterior Cervical Plate System

Premarket Notification

SUBMITTED BY Accel Spine
14901 Quorum Dr. Ste. 125
Dallas, TX 75254

ESTABLISHMENT 3009051471
REGISTRATION NUMBER

OWNERIOPERATOR 10035914 SE 03 2073
NUMBER

CONTACT PERSON Aekta Patel
General Counsel
Accel Spine
Phone: 214-545-5833
Fax: 888-831-4892

SUBMISSION PREPARED BY Lisa Peterson
Kaedpn Consulting, LLC
Email: ipeterson~kaedonconsuting.com
Phone: 512-507-0746

DATE PREPARED July 24. 2013

CLASSIFICATION NAME Spinal Intervertebral Body Fixation Orthosis

DEVICE CLASS Class 11

REGULATION NUMBER 888.3060 (Product Code KWQ)

COMMON NAME Anterior Cervical Plate System

PROPRIETARY NAME Degas Anterior Cervical Plate System

IDENTIFICATION OF PREDICATE
DEVICE(S) Dio Medical Rex Anterior Cervical Plate System (K1 21862)
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DEVICE DESCRIPTION
The Degas Anterior Cervical Plate System consists of a variety of shapes and sizes of main plates,
screws, sub-plates, rivets and associated instruments. The sub-plate is pre-assembled to the main plate
and designed to prevent screws from backing out using the elastic behavior during the screw insertion.

The rivets are pre-assembled to the main plate, which firmly attach the sub-plate component to the main
plate. Each component is color anodized to differentiate the screw type and diameter and to facilitate the
surgical process.

The plates range in length to accommodate one, two, three, and four level procedures. Main plates are
available from 20mm to 110mm. Screws are available in lengths from 10mm to 20mm in 2mm
increments. The screws have either a 3.5mm or 4.0mm diameter. They are provided in fixed self-tapping,
variable self-tapping, fixed self-drilling and variable self-drilling configurations.

INDICATIONS
The Degas Anterior Cervical Plate System is intended for anterior fixation to the cervical spine. The
specific clinical indications include:

degenerative disc disease (DDD) (defined as neck pain of discogenic origin with degeneration of the disc
confirmed by history and radiographic studies). spondylolisthesis, trauma (i.e., fracture or dislocation),
spinal stenosis, deformities or curvatures (i.e., scoliosis, kylphosis, and/or lordosis), tumor,
pseudoarthrosis, and failed previous fusion.

SUMMARY OF TECHNOLOGICAL CHARACTERISTICS
The purpose of this Special 510(k) is to obtain clearance to market the subject device as the Degas
Anterior Cervical Plate System. The subject device was previously cleared as the Dio Medical Rex
Anterior Cervical Plate System (K121862). Documentation demonstrating the legal right to distribute the
Degas Anterior Cervical Plate System is maintained at Accel Spine.

The subject device is identical to the previously cleared Rex System in terms of indications for use, device
dimensions, instrumentation, manufacturing process, clean ing/sterilization process and labeling. The
System implant components are supplied non-sterile, are single use and are fabricated from titanium alloy
(Ti-6A1-4V ELI) that conforms to ASTM F1 36.

DISCUSSION OF NON-CLINICAL TESTING
Non-clinical testing was not performed as part of this submission.

CONCLUSIONS
The subject device is identical to the predicate device in terms of indications for use, device dimensions,
instrumentation, manufacturing process, cleaning/sterilization process and labeling. Documentation was
provided as part of this Special 510(k) to demonstrate that the Degas Anterior Cervical Plate System is
substantially equivalent to the predicate device.
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Regulatory Class: Class 11
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Dear Ms. Peterson:

We have reviewed your Section 5 10(k) premarket notification of intent to market tile device
referenced above and have determined the device is substantially equivalent (lbr 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 thle provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval ol'a premarket approval application (PMIA).
You may. therefore, market thle device, subject to thle general controls provisions of the Act. Thle
general controls provisions of the Act include requirements fotr annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluiate 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 Ill (PMA). it
may be subject to additional controls. Existing major regulations aflecting y'our device can be
found in the Code of Federal Regulations. Title 2 1. Parts 800 to 898. In addition. FDA may'
publish further announcements concerning your device in thie 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 (2 1
CFR Part 807): labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (2 1 CFER 803); good manuihecturing practice requirements as set
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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.

ifyou desire specific advice for your device onl our labeling regulation (21 CF-R Part 801). please
contact the Division of Sinai] Manufacturers. International and Consumer Assistancc at its toil-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://svww.fda.pov/Mcdical Devices/ResourcesforYou/lnduistrv/default.htin. Also, please note
the regulation entitled. "Misbranding by reference to preniarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events undcr the MDR regulation (21
CUR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safet-y/ReportaProblem/default.htm Ibr the CDRI Is Office
of Surveillance and Biomectrics/Division of Postinarket Surveillance.

You may obtain other general information on your responsibilities tinder the Act from the
Division of Sinai] Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address
http://wwwN.fda.qov/Mcdica[IDev ices/ResourcesforYou/Industry/defa ilt .htim.

Sincerely yours.

Mark N,.rMedkrson -S
Mark N. Melkerson
Director
Division of Orthopedic Devices
Office of Device Evaluation
Center for D~evices and

Radiological Health

Enclosure



INDICATIONS FOR USE

510(k) Number (if known): K1 32366
Device Name: Degas Anterior Cervical Plate System

Indications for Use:

The Degas Anterior Cervical Plate System is intended for anterior fixation to the cervical spine. The
specific clinical indications include:

degenerative disc disease (DDD) (defined as neck pain of discogenic origin with dlegeneraion of the
disc confirmed by history and radiographic studies), spondylalisthesis, trauma (i.e., fracture or
dislocation), spinal stenosis, deformities or curvatures (i.e., scoliosis, kyphosis. and/or lordosis). tumor.
pseudoarthrosis, and failed previous fusion.

Prescription Use _X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Anton E. Dmtrlev. PhD
Division of Orthopedic Devices


