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Date of Summary Preparation: August 3, 2011

Submitter: Zimmer Spine, Inc.
7375 Bush Lake Road
Minneapolis, MN 55439

Company Contact: Elsa A. Linke
Regulatory Affairs

Manufacturer: Zimmer Spine
Cite Mondiale
23 Parvis des Chartrons
33080 Bordeaux
France

Device Name: Universal Clamp® Spinal Fixation System

Common Name: Spinal Fixation System

Classification Name: Bone Fixation, Cerclage

Product Code: owl

Regulation Number: 21 CFR 888.3010

Device Classification: Class 11

Predicate Devices: Universal Clamp® Spinal Fixation System K091190,
K081622, K060009
DePuy AcroMed ISOLA System K962984
Medtronic CID Horizon Spinal System K091445
Synthes USS Small Stature K994121
Luque Segmental Spinal Instrumentation K91 3561

Description of Device:

The Universal Clamp® Spinal Fixation System is a temporary orthopedic implant intended to
provide stabilization during the development of solid bony fusion and aid in the repair of bone
fractures. The device system is designed to be incorporated into constructs and used in
conjunction with other medical device implants made of either stainless steel or titanium
whenever "wiring' may help secure the attachment of other implants.



The Universal Clamp® is available in both stainless steel and titanium versions. The stainless
steel clamp is available in 3 sizes: 5.5, 6.0 and 6.35mm. The titanium clamp is available in 2
sizes of 5.5 and 6.0 mm. The different sizes are designed for compatibility with rods of the
same sizes. A woven polyester band and locking screw are also provided.

Intended Use:

The Universal Clamp® Spinal Fixation System is a temporary implant for use in orthopedic
surgery. The system is intended to provide temporary stabilization as a bone anchor during the
development of solid bony fusion and aid in the repair of bone fractures. The indications for use
include the following applications:

1 . Spinal trauma surgery, used in sublaminar or facet wiring techniques;
2. Spinal reconstructive surgery, incorporated into constructs for the purpose of

correction of spinal deformities such as idiopathic and neuromuscular scoliosis in
patients 8 years of age and older, adult scoliosis, kyphosis, and spondylolisthesis;

3. Spinal degenerative surgery, as an adjunct to spinal fusions.

The Universal Clamp® Spinal Fixation System may also be used in conjunction with other
medical implants made of similar metals whenever "wiring" may help secure the attachment of
other implants.

Comparison of Technological Characteristics:

The Universal Clamp® Spinal Fixation System is like the predicate devices in that through
segmental fixation it stabilizes the spine as an adjunct to fusion in the correction of spinal
deformities.

Substantial Equivalence:

A review of the clinical literature establishes that the Universal Clamp® Spinal Fixation System is
substantially equivalent to the predicate devices in its safety and effectiveness profile in the
treatment of pediatric scoliosis patients.
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Dear N'ls. -i nke:

We have reviewed your Section 510(k) prmarket 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 NMay 28, 1976, the enactment dlate of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Dr ug,
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (lNiMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. TIhe
general controls provisions of the Act include requirements for anntral registration, listino of
devices, good mnanuflacturing pr1actice, 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 11 (Special Controls) or class Ill (PMN/A), it
may be sub ject to additional controls. Existing major regulations affecting your device can be
Found in the Code of Federal Regu1lations. Title 2 1, Parts 800 to 898. In addition; FDA may
purbl ish Further announcements conlcerni ng your device in the Federal Register.

Please be advised that FDA's issuanuce Of a suLbstantial equnivalence determination does not mealun
that FDA has made a (determination that your device com1plies with other requirements of'Lthe Act
or any Federal statutes and regtrlations administered by other Federal agencies. You Must
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comply wvith all the Act's requirements. i nclud ing. but not limited to: re-istration and listing (2 I
CFR P art 807); labelIing (2 1 CUR Part 801); medicalI devi ce reporting (reporting of medicalI
device-i-elated adveise events) (21 CFR 803); good Inantilbeturingf- practice reqluirements as Set
forth fin the quality systems (QS) regulation (21I CU"R part 820); and if applicable, the electronic
prodtict radiation control provisions (Sections 531-542 of the Act); 2 1 CURZ 1000-1050.

IfVyou desire specific advice for Your device on our labeling regutlation (21 CFR Bait 801), please
go to litti)://w\ww,\. fdca. o\/AbOLutFDA/Ceiters~fflces/CDRI-/CD~I-1OIffices/Lucl I115 809.1ti for
the Center For Devices and Radiological Health's (CDRl-l's) Off-ice of Compliance. Also, please
note the regulation entitled, "Misbrandilng by re ference to premarket notification'' (2 I CF [ Part
807.97). For questions regarding the reporting of adverse events Under the M/DRZ reguLlation (2 1
CURl Part 803), please go to
li :/ww. da. no v/Medical Devices/Saf'etv/Repor ta Prob lem/defaltl .html for the CD RI-I's Office
of'Surveillance and Biomnetrics/Division oflPostmarket Sutrveillance.

You may obtain other Reneral information Onl yourI responsibilities under the Act firm the
Division of Small Manufactttrers, International and Con1sumer Assistance at its toll-frece number
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhtti)://wwvw. fda.nov/MedicalDeviceS/ReSOuircesforYOL/niduiStrr/defaultlitml

Sincetrelyyo's

Mark N. Melkerson
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 (if known): Y _

Device Name: Universal Clamp® Spinal Fixation System

Indications for Use:

The Universal Clamp® Spinal Fixation System is a temporary implant for use in
orthopedic surgery. The system is intended to provide temporary stabilization as a
bone anchor during the development of solid bony fusion and aid in the repair of bone
fractures. The indications for use include the following applications:

1 . Spinal trauma surgery, used in sublaminar or facet wiring techniques;
2. Spinal reconstructive surgery, incorporated into constructs for the purpose of

correction of spinal deformities such as idiopathic and neuromuscular
scoliosis in patients 8 years of age and older, adult scoliosis, kyphosis, and
spondylolisthesis;

3. Spinal degenerative surgery, as an adjunct to spinal fusions.

The Universal Clamp® Spinal Fixation System may also be used in conjunction with
other medical implants made of similar metals whenever "wiring" may help secure the
attachment of other implants.

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

(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Retrtve Devices-

510(k) Number KMOMI


