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A. Submitter Information
Submitter's Name: Theken Spine, LLC
Address: 283 E. Waterloo MAY 3 0 2007

Akron, Ohio 44319
Telephone Number: 330-773-7677 x221
Fax Number: 330-773-7697
Contact Person: Dale Davison
Date Prepared: 05 March 2007

B. Device Information

Trade Name: AtollTM Cervico-Thoracic System

Common Name: Posterior Cervical Instrumentation

Classification: Class 11 System with the corresponding product codes:
KWP 888.3050 - Spinal Interlaminal Fixation Orthosis
MNI 888.3070(b)(1) - Pedicle Screw Spinal System

Predicate Device: Synthes (USA) - Cervifix System (K990965)fStarlock
System

Medtronic Sofamor Danek USA, Inc. - VERTEX
Reconstruction System (K003780)

DePuy-AcroMed, I nc.-Summit Occipito-Crevico-Thoracic
(OCT) Spinal System (K002733)

Material Composition: Implant Grade Titanium Alloy (Ti-6AI-4V) per ASTM F136
and ISO 5832-3

Subject Device Description: The Atoll Cervico-Thoracic System is intended for use as an
aid in spine fusion. It consists of screws, hooks, rods, and
connectors. These components are available in a variety of
sizes to allow for a variety of configurations to better fit each
individual patient physiology.

The Atoll Cervico-Thoracic System components are
manufactured from medical implant grade titanium alloy Ti-
6AI-4V (ELI) per ASTM F1 36 and ISO 5832-3.

To achieve the best results, unless otherwise specifically
described in another Theken Spine document, do not use
Atoll Cervico-Thoracic System components in conjunction
with components for any other system or manufacturer.

Intended Use: The Atoll Cervico-Thoracic System is indicated to promote
fusion of the cervico-thoracic regions of the spine (Cl - T3).
The intended indications are as follows:

* Degenerative Disc Disease (as identified by neck or
back pain of discogenic origin with degeneration of the
disc confirmed by history and radiographic studies)

* Spondylolisthesis
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* Spinal Stenosis
* Fracture/Dislocation
* Deformities or Curvature
· Tumors
* Pseudoarthrosis
* Revision of previous cervical and upper thoracic spine

surgery

The use of the screws is limited to placement in the upper
thoracic spine (T1-T3) in treating thoracic conditions only.
The screws are not intended for use in the cervical spine.

The hooks and rods are also intended to provide stabilization
to promote fusion following reduction of fracture/dislocation
or trauma in the cervical/upper thoracic (Cl-T3) spine.

C. Substantial Equivalence

The characteristics of the Atoll Cervico-Thoracic System are similar to the following predicate
devices:

1. CerviFix System (K990965)/Starlock System manufactured by Synthes (USA)
and cleared by the FDA on July 1, 1999.

2. VERTEX Reconstruction System (K003780) manufactured by Medtronic
Sofamor Danek USA, Inc. and cleared by the FDA on September 28, 2001

3. Summit OCT Spinal System (K002733) manufactured by DePuy AcroMed, Inc
and cleared by the FDA on December 15, 2000.

Equivalence for the Atoll Cervico-Thoracic System is based on similarities of intended use,
design, and physical characteristics when compared to the predicate devices. Therefore, Theken
Spine believes that there is sufficient evidence to conclude that the Atoll Cervico-Thoracic System
is substantially equivalent to existing legally marketed devices.
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