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510(k) Summary
for the A-Wedge Anterior Interbody System U P-821

In accordance with 21 CIFR 807.92 of the Federal Code of Regulations the following 510(k) summary is submitted
for the A-Wedge Anterior Interbody System

1. GENERAL INFORMATION

Date Prepared: April 19, 2011

Trade Name: A-Wedge Anterior Interbody System (A-Wedge A.IS.)

Common Name: intervertebral body fusion device

Classification Name: Intervertebral body fusion device - lumbar

Class: [11

Product Code: MAX

CFR section: 21 CFR section 888.3080

Device panel: Orthopedic

Legally Marketed Lucent Straight Intervertebral Body Fusion Device - K071724/ K081968
Predicate Devices: BRANTIGAN I/F CAGE - P960025

CoRent System - K071795/K100043

Submitter: SpineWorks, LLC
16742 Gothard St., Suite 101
Huntington Beach, CA 92647
714-848-4050 Office
714-848-4051 Fax

Contact: J.D. Webb
1001 Oakwood Blvd
Round Rock, TX 78681
512-388-0199 Office
512-692-3699 Fax
E-Mail: ortho.medix@sbcglobal.net

2. DEVICE DESCRIPTION
The A-Wedge Anterior Interbody System (A-Wedge A.IS.) implants were developed as implants for the
posterior stabilization of the lumbar spinal column. The body is rounded trapezoidal in shape with two large
windows allowing placement of bone graft and facilitating fusion. The superior and inferior surface of the
device has a pattern of teeth to provide increased stability and inhibit movement of the implant.

Materials:
PEEK-OPTIMA LT1 polymer (ASTM F2026)
ELI grade Ti-6A1-4V (ASTM F136)

Function:
The A-Wedge A.IS. devices are used to maintain disc space distraction in skeletally mature adults requiring
intervertebral body fusion.

3. SUBSTANTIAL EQUIVALENCE CLAIMED TO PREDICATE DEVICES
The A-Wedge A.IS. is substantially equivalent to the Lucent Straight Intervertebral Body Fusion Device
(K071724/ K081968 - Spinal Elements, Inc), BRANTIGAN I/F CAGE (P960025 - DePuy Spine) and CoRent System
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(K071795/1<100043 - NuVasive, Inc.) in terms of intended use, design, materials used, mechanical safety and
performances.

The following devices were used as predicates for testing acceptance criteria:
* RAY THREADED LUMBAR FUSION CAGE (P950019)
* BRANTIGAN I/F CAGE (13960025)

4. INTENDED USE
The A-Wedge Anterior Interbody System is indicated for intervertebral body fusion procedures in skeletally
mature patients with degenerative disc disease (ODD) of the lumbar spine at one or two contiguous levels
from L2-S1. Degenerative disc disease is defined as discogenic back pain with degeneration of the disc
confirmed by history and radiographic studies. These ODD patients may have up to Grade 1 spondylolisthesis
or retrolisthesis at the involved level(s). A-Wedge Anterior Interbody System implants are to be used with
autogenous bone graft and implanted via an anterior or anterolateral approach. The Anterior Interbody
System implants are to be used with supplemental fixation. Patients should have at least (6) months of non-
operative treatment prior to treatment with an intervertebral cage. Patients with previous non-fusion spinal
surgery at involved level may be treated with the device.

S. NON-CLINICAL TEST SUMMARY
The following tests were conducted:
" Static and dynamic compression per ASTM F2077
" Subsidence per ASTM F2267
The results of this testing indicate that the ART2 system is equivalent to predicate devices.

6. CLINICAL TEST SUMMARY
No clinical studies were performed

7. CONCLUSIONS NONCLINICAL AND CLINICAL
The A-Wedge A.IS. is substantially equivalent to the predicate devices in terms of indications for use, design,
material, performance and function.
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SpineWorks, LLC
1/o Gi tho~ledix GrouIp. I no.
Mvr..J.D. Webb -29A

1001 Oakwood Boulevard
Round Rook, T'exas 78681

Re: K11ll166
TFrade/Device Name: A-\Vedge Anterior Inter-body Systemu
Regulation Number: 21 CFR 888.3080
Regulation Name: Intervertebral body Fusion device
Regulatory Class: Class 11
P~roduct Code: MAX
Dated: July 22, 2011
Recived: [.ilvy27, 2011

Dear Mr. Webb:

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 reolassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premnarket 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 pirohibitions 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 Ill (PMA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
fou1-nd in the Code of Federal Reglations. Tritle 21, Parts 800 to 898. In addition, FDA may
puiblish fur1ther annou0Lncemients COncer-ning your device in the Federal Register.

Please be advised that FDA's issu~ance Of a Substantial equivalence determination does not mean
that F7DA has made a determination that your device complies with other reqluirements of the Act
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or any\ Federal Itutes and reguloat ions ad minis tercd by other Federal agencies. You must
comply with all the Act's req uirements, inC IL ting, but not limi ted to: regi stration and listing (2 1
CFR Part 807);l labeling (2 1 C1 R lPar 8 0 I); medical dlevice reporting (reportingf OfI medicle
cdevice-related adlverse events) (2 1 CUR 803); good manufacturin1g practice r-eqiLrements as set
for-th inl thle dual itv systems (QS5) regulation (2 I CU-R Part 8 20); and if app! icable. the el ectronic
prodcIIt radiation control provisions (Sections 53 1-542 of the Act); 2 1 CU"R 1000-1050.

If you desire specific advice For- your device Onl our1 labeling reguI.lationl (2 1 CUR Part 80 1), please
go to htti)://w\w\w. fda.(,,o\/AbOuliFDA/CeiiteisOiffices/CD)RI-I/CDRI-101'fices/uicim II 5809.htni for
the Center for Devices and Radiological lHealth's (CDRZI-l's) Office of Compliance. Also, please
nIote thle regulation entitled, ''Misbranding by reference to premarket notification' (2 I CUR Part
807.97). For quecstionIs regarding the reporting of ad verse e\'ents under the Pd DR reuu I ationl (2 I
CUR Part 803), please go to
hitti)://\v\ww\.fdla.uov/iMedical DevieS/SaIIbtv'/RCj)OIrtali'lOblCm/CIetfault.lhtlm for lie CDR I-I's Office
Of Surveillance and B iorneirics/D ivision of IPostmarket Sur-ve iI lance.

YOU may obtain other general in formlation Onl \ou-reis ponsi biIi ties tinderCI the Act From thle
Di vision of Small ManuLIfactur.1--S International and Consumer Assistance at its toll -fr-ee nlumber
(800) 638-2041 or (301) 796-7 100 Or at its Internet address
litti)://\wv.fdta.L2ov/i\l-dicaIDeviCS/IZCSOLIICeSfO1-YOL/I11(ILStiV/(Iet'uLt.11[11.

Slnccrcl\ vqti~s

Drirector 2
Division of'SurIgical. Orthopedic

arid Restorative Devices
Office of' Device Evaluation
Center for Devices and

Rad 101 ogi cal H-eal th
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INDICATIONS FOR USE

510(k) Number (if known): I1II(~
Device Name: A-Wedge Anterior I nterbody System

Indications for Use:

The A-Wedge Anterior Interbody System is indicated for intervertebral body fusion
procedures in skeletally mature patients with degenerative disc disease (ODD) of the lumbar
spine at one or two contiguous levels from [2-Si. Degenerative disc disease is defined as
discogenic back pain with degeneration of the disc confirmed by history and radiographic
studies. These DDD patients may have up to Grade 1 spondylolisthesis or retrolisthesis at
the involved level(s). A-Wedge Anterior Interbody System implants are to be used with
autogenous bone graft and implanted via a transforaminal approach, or an open posterior
or lateral approach. The A-Wedge Anterior Interbody System implants are to be used with
supplemental fixation. Patients should have at least (6) months of non-operative treatment
prior to treatment with an intervertebral cage. Patients with previous non-fusion spinal
surgery at involved level may be treated with the device.

Prescription Use X NDO Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 807 Subpart C)

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

Concurrence of tDRH, Office of Device Evaluation (ODE)
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