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Date: 20OMay 2010
Sponsor: OsteoMed Spine Inc*

3885 Arapaho Road
Addison, TX 75001'
Phone: (972) 677-4787
Fax: (972) 677-4778
*whioiiy owned subsidiary of OsteoMed LP

Contact Person: Rebecca Ellis
Vice President, RA/QA & Organizational Excellence

Proposed Trade PrimaLOK~msp Interspinous Fusion System
Name:
Device Classification Class 11
Classification Name: Spinal interlaminal fixation orthosis
Regulation: 888.3050
Device Product Code: KWP
Device Description: The PrimaILOK TMsp Interspinous Fusion System is a bilateral

locking plate system which attaches to the spine at the
spinous processes. It is available in various interspinous
heights and widths to accommodate differing anatomic
requirements.

Intended Use: The PrimaLOK Tmsp Interspinous Fusion System is a
posterior, non-pedicle supplemental fixation device,
intended for use in the non-cervical spine (Ti-Sil). It is
intended for plate fixation/attachment to spinous process for
the purpose of achieving supplemental fusion in the
following conditions: degenerative disc disease (defined as
back pain of discogenic origin with degeneration of the disc
confirmed by history and radiographic studies),
spondylolisthesis, trauma (i.e., fracture or dislocation),
and/or tumor. The PrimaLOKT rmsp Interspinous Fusion
System is intended for use at one tevel, with bone graft
material and not intended for stand-alone use.

Materials: The PrimaLOK TM sp Interspinous Fusion System components
are manufactured from titanium alloy (Ti-6Ai-4V) as
described by ASTM F 136.

Predicate Devices: CD Horizon® Spire Plate (Medtronic, K043053)
Spinous Process Fusion [aka Aspen] Plate (Larnx, Inc.,
K071 877)
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Technological The Primal-OKTMsp Interspinous Fusion System possesses
Characteristics: the same technological characteristics as one or more of the

predicates. These include:
* basic design: bilateral locking plate, having an

interspinous cavity for bone graft that attaches to the
spinous processes via spikes,

* material: titanium alloy,
* sizing: plate sizes are within the range of those in the

predicate systems, and
• intended use: as described above

The Primal-OKT rmsp Interspinous Fusion System possesses
a modified technological characteristic in that it incorporates
a polyaxial gripping feature. This feature permits full boney
contact regardless of variations in spinous process
morphometry. As the plate is tightened onto the spinous
processes, the grips seat and lock. In this final, locked
position, the spikes function exactly as the predicates.
Therefore the fundamental scientific technology of the
Primal-OKTMsp Interspinous Fusion System is the same as
previously cleared devices.

Performance Data: Static compression, tension and torsion, and dynamic
compression, and torsion of the worst case PrimaLOK Tmsp
Interspinous Fusion System construct was performed
according to a modified ASTMV F1717 protocol. The
mechanical results demonstrated that the PrimaLOK Tm

3 p
Interspinous Fusion System performs as well as or better
than the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
1 0903 Newv Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

OsteoMed L.P.
% BackRoads Consulting, Inc. AUG 7 aoi
Karen E. Warden, Ph.D.
Consultant
8202 Sherman Road
Chesterland, Ohio 44026-2141

Re: K100354
Trade/Device Name: PrimaLOKrtp Interspinous Fusion System
Regulation Number: 21 CFR 888.3050
Regulation Name: Spinal interlarainal fixation orthosis
Regulatory Class: Class II
Product Code: KWP
Dated: August 06, 20 10
Received: August 09, 201 0

Dear Dr. Warden:

We have reviewed your Section 5 10(k) premnarket 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 prernarket 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.

If your device is classified (see above) into either class II (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 detennination 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
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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 .CFR 1000-1 050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 80 1), please
go to http://vwww. fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15 809.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" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www. fda.g~ov/MedicalDevices/Safety/Rep~ortaProblenm/default.htm for the CDRI-l'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.v~ov/MedicalDevices/ResourcesforYou/Industry/default.htin.

Sincerely yours,

kvlark AN.Me`lkeon
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use Statement

510(k) Number: KItblS5i
Device Name: PrimaLOKT 'sp Interspinous Fusion System
Indications for Use:

The Primal-OK TM sp Interspinous Fusion System is a posterior, non-pedicle supplemental
fixation device, intended for use in the non-cervical spine (Ti-Si). It is intended for plate
fixation/attachment to spinous process for the purpose of achieving supplemental fusion in
the fol lowing conditions: degenerative disc disease (defined as back pain of discogenic
origin with degeneration of the disc confirmed by history and radiographic studies),
spondylolisthesis, trauma (i.e., fracture or dislocation), and/or tumor. The PrimaLOK Tmsp
Interspinous Fusion System is intended for use at one level, with bone graft material and
not intended for stand-alone use.

Prescription Use X AND/OR Over-the-Counter Use_____
(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)

DIion Sg-n
DI Ofb oSurgical, Orhopedic,

and estratve Devices

SIO (k) NumberVro 4
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