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Conlpany': Alphatec Spine, Inc.
5818 El Camnino RealJU 18
Carlsbad, CA 92008 JNI821
Direct: (760) 494-6770
Fax: (760) 43 1-0289

Contact Pirson: Cheryl Allen, Regulatory Affairs Submissions Specialist

Trade/Proprietary Name: Zodiac® Polyaxial Spinal Fixation System

Common Name: Pedicle Screw Spinal Device

Classification Names: Spinal Interliaminal Fixation Orthosis
Pedicle Screw Spinal System

Classification Nunihier(s)/Product Code(s): 21 CFR 888.3050, 888.3070
KWP, MMN, MNH-

Product lDescription:

The Zodiac ~Polyaxial Spinal Fixation System is intended for use as a posterior spinal fixation
device to aid in the surgical correction of various spinal deformities and pathologies in the thoraco-
lurnbo-sacral iliac portion of the spine. It is intended to provide stabilization during the
development of fusion utilizing a bone graft. Specific indications for the Zodiac®o Polyaxial Spinal
Fixation System are dependent in part on the configuration of' the assembled device and the method
of attachment to the spine. The Zodiac® Polyaxial Spinal Fixation System implants are
manufactured] from Titanium Alloy conformiing to ASTM Fl1 36 or ASTM F67, Stainless Steel
conforming to ASTN4 Fl' 38 or ASTM F2229, or Cobalt Chrome conforming to ASTM F799 or
ASTM F1537,

Indications for Use:

The Zodiac4 Polyaxial Spinal Fixation System is intended for use as a posterior spinal fixation
device to aid in the surgical correction of various spinal deformities land pathologies of the spine. It
is intended to provide stabilization during the development of fusion utilizing a bone graft. Specific
indications for the Zodiac`®' Polyaxial Spinal Fixation System are dependent in part on the
configuration of the assembled device and the method ofrattachmient to the spine.

It is intended that this device, in Cany system configuration, be removed after development of solid
fusion mass. Hook component indications are limited to T7-L5. Sacral-iliaic screw indications arc
limited to the sacruLm-iliac crest only.
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1. The Zodiac®~ Polyaxial Spinal Fixation System when used as a hook and sacral iliac screw
fixation system (nonpcd~iclc screw) is intended for:
a. Patients having firactUres of the thoracic and lumbar spine.
b. Patients having deformity (i.e. idioscoliosis, neuromuUscular SCOliosisor kyphoscoliosis with
associated paralysis or spasticity).
c. Patients having spondylolisthesis (i.e, istlhmic spondxdoiisthes is, degenerative spondylolisthesis,
and acute pars fracture allowing spondylolisthlesis).
2- The Zodiac'®8 Polyaxial Spinal Fixation System, when used as a pedicle screw system in the
thoraco-lumbo-sacral iliac region of the spine is intended for degenerative spondylolisthesis with
objective evidence of neurologic impairment, fracture, dislocation, scoliosis, kyphosis, spinal tumor
and failed previous fusion (pseudoarthrosis).
3. In addition, the Zodiac® Polyaxial Spinal Fixation Systemr, when used as a pedicle screxv systemn
is in tended bor:
a. Patients receiving autograft or allograft bone.
b. Patient having the device fixed or attached to the lumbar and sacral iliac spine and having severe
spondylolisthesis grade 3 or 4 at the fif~h lumbar-first sacral (L5-S I) vertebral joint.
4. The Zodiac*lt Polyaxial Spinal Fixation System, When used as a lamninar hook and bone screw
system is intended for:
a. Patients having fractures of thoracic and lumbar spine.
b. Patients having tlioracolumbar deformity (i.e. idioscolijosis, neuromulscular scolOioSs,
kyphoscoliosis or kyphoseoliosis with associated paralysis or spasticity),
c. Patients having spondylolisthecsis (i.e. Isthmic spondylolisthesis, degenerative spondylolisthiesis
and acute pars fracture allowing spondylolisthesis).

Substantial Equivalence:

The Zodiac®e Polyaxial Spinal Fixation System additional components, are substantially equivalent
to the following predicate device:

Trade/Proprietary/Model Namne Manufacturer 510(k) No.
Zodiacex Polyaxial Spinal Fixation System Aiphatec Spine, Inc. K033090
Zodiac`®' Polyaxial Spinal Fixation System Aiphatec Spine, Inc. K(042673
Zodac® Stainless Steel Spinal Fixation System Aiphatec Spine. Inc K05 1286

Zodiac® 4.0 Polyaxial Spinal Fixation System Alphatec Spine, Inc. K071890
Zodiac® Polyaxial Spinal Fixation System Alphatec Spine, Inc. K(093077

Performance Data:
Mechanical and dynamic testing was perfbrnined which provides reasonable assurance of safety and
effectiveness for its intended use. The testing (lemonstrated that additional components are
substantially equivalent to the predicate Zodiac®k Polyaxial Spinal Fixation System device. It is
similar in terms of general design, intended use, and tecehnological characteristics to the predicate
devices.
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The following preelinical testing was performed:

ASTM Ft 717 Mechanical Testing.

Conclusions:

I . Static compression values are equivalent to the pre\'iou1sly cleared legally marketed Alphatee
Spine predicate devices.

2. Static torsion values are equivalent to previously cleared legally marketed Atphatec Spine
predicate devices confirmning substantial equivalence.

3 The enitheal clyn amnic coinpression run out val te is ideaIi cal to the previously cl eaired legally
marketed Alphatec Spine predicate devices confirming substantial] equivalence.

Simulated Derotation Testing:an evahiation of the torsional stability provided by the updated
Uniplaniar screw amid the previously cleared Uniplanar screw.

Conclusion:

I. Testing of the Uniplanar screxv s showed a muILch higher ultimate moment during torsional
loading compared to the predicate.
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DEPARTMENT OF HEALTH &HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail CenTer - W066-G609

JUN 1 raSilver Sprin~g, MD 20993-0002

Alphatec Spine, Inc.
% Ms. Cheryl Allen
Regulatory Affairs Submissions Specialist
5818 El Camino Real
Carlsbad, California 92008

Re: K100685
Trade/Device Name: Zodiac®D Polyaxial Spinal Fixation System
Regulation Number: 21 CER 888.3050
Regulation Name: Spinal interlarninal fixation orthosis
Regulatory Class: 11
Product Code: KWP, MNI, MNH
Dated: May 20, 201 0
Received: May 21,2010

Dear Ms. Allen:

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 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 prohibitions against misbranding and
adulteration. Please note: CDRI- 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 LI (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, Pants 800 to 898. In addition, FDA may
publish fuirther 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
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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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to lhttp://www.fda.gov/AboutFDA/CentersOffices/CDRI-lCDRHIOfficeS/uICMI 115809.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" (2I1CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803 ), please go to
littp://www.fda.gov/MedicalDevices/Safety/Repor-taProblem/default~htiin 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) 638-2041 or (301) 796-7100 or at its Internet address
http://www. fda.g~ov/MedicalDevices/ResourcesforYoui/Industry/default~htm.

Sincerely yours,

Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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INDICATIONS FOR USE

510(k) Number (if known):

Device Name: Zodiac®o Polyaxial Spinal Fixation Systemr

1itlications for Use:,

The Zodiac® Polyaxial Spinal Fixation System is intended for use as a posterior spinal fixation

device to aid in the surgical correction of variouIs spinal deformities and pathologies of the spine. It

is intended to provide stabilization during the development of fusion utilizing a bone graft. Specific

indications for the Zodiac® Polyaxial Spinal Fixation System are dependent in part on the

configuration of the assembled device and the method of attachment to the spine.

It is intended that this device, in any system configuration, be removed after development of solid

fusion mass. Hook component indications are limited to T7-L5. Sacral-iliac screw indications are

limited to the sacrumn-iliac crest only.
1. The Zodiac® Polyaxial Spinal Fixation System when used as a hook and sacral iliac screw
fixation system (nonpedicle screw) is intended for:
a. Patients having fractures of the thoracic and lumnbar spine.
b. Patients having deformity (i.e. idioscoliosis, neuromuscular scoliosis or kyphoscoliosis with

associated paralysis or spasticity).
c. Patients having spondylolisthesis (i.e. isthmic spondylolisthesis, degenerative spondylolisthesis,

and acute pars fracture allowing spondylolisthesis).

2. The Zodiac® Polyaxial Spinal Fixation System, when used as a pedicle screw system in the

thoraco-lumbo-sacral iliac region of the spine is intended for degenerative spondylolisthesis with

objective evidence of neurologic impairment, fracture, dislocation, scoliosis, kyphosis, spinal tumor

and failed previous fusion (pseudoarthrosis).
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3. In addition, the Zodiac® Polyaxial Spinal Fixation System, when used as a pedible screw system
is intended for:
a. Patients receiving autograft or allograft bone.
b. Patient having the device fixed or attached to the lumbar and sacral iliac spine and having severe
spondylolisthesis grade 3 or 4 at the fifth lumbar-First sacral (L5-S 1) vertebral joint.

4. The Zodiac® Polyaxial Spinal Fixation System, when used as a laminar hook and hone screw
system is intended for:
a. Patients having fractures of thoracic and lumbar spine.
b. Patients having thoracolumbar deformity (i.e. idioscoliosis, neuromnuscular scoliosis,
kyphoscoliosis or kyphoscoliosis with associated paralysis or spasticity),
c. Patients having spondylolisthesis (i.e. lsthmic spondylolisthesis, degenerative spondylolisthesis
and acute pars fracture allowing spondylolisthe~sis).

Prescription Use X OR Over-The Counter Use ___

(Per 21 CFR 801.109)
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