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SOVEREIGNT Spinal System 0CT -4 2011
510(k) Summary
Date Prepared: September 28, 2011
I Company: Medtronic Sofamor Danek, inc.
: 1800 Pyramid Place
Memphis, Tennessee 38132
Contact: Sowmya Shetty
Regulatory Affairs Specialist
Telephone: (901) 396-3133
Fax: (901) 346-9738
I Product Name: SOVEREIGN™ Spinal System
Common Name: Intervertebral Fusion Device
Classification: 21 CFR 8838.3080
Product Code: OvD
HN Description. The SOVEREIGN™ Spinal System is an intervertebral body fusion device with intomal

screw fixation. The screws protrude through the interbody portion of the device and stabilize the vertebral body
while preventing expulsion of the implant. The implant is lens-shaped with three holes for placement of titanium
screws. The SOVEREIGN™ Spinal System contains both a fixed and a variable angle screw option. The fixed angle
screw option provides an interference fit with the PEEK interbody implant. The variable angle screw option
provides a slight clearance between the PEEK interbody implant and the screw which allows for a small amount of
variable screw angulation. This system is intended to be radiolucent and the interior space of the product is to be
used with autogenous bone graft. The accompanying cover plate is designed to resist screw backout and must be

used when the variable angle screws are implanted.

The SOVEREIGN™ Spinal System interbody device is manufactured from PEEK Optima® (polyetheretherketone)

and contains tantalum radiopaque markers. The screws used with this device are manufactured from titanium alloy.

Iv. Indications for Use: The SOVEREIGN™ Spinal System is indicated for use with autogenous bone graft

in patients with degenerative disc disease (DDD} at one or two contiguous levels from L2 to S1. DDD is defined as
discogenic back pain with degeneration of the disc confirmed by history and radiographic studies. These patients
siwuld be skeleiaily mature and have had six months of non-operative treatment. These implants may b¢ iiiptanicd

via a laparoscopic or an open anterior approach.

The SOVEREIGN™ Interbody System may be used as a stand-alone device or in conjunction with supplemental

fixation.




VI. .

VIL

Kt o063
pige 2 3

When used as a stand-alone device, the SOVEREIGN™ interbody device is intended to be used with the three
titanium alloy fixed or variable angle screws. The accompanying cover plate MUST be used anytime the device is
used with any number of variable angle screws. If the physician chooses to use less than three or none of the

provided screws, then additional supplemental fixation for use in the lumbar spine must be used to augment stability.

Summary of the Technological Characteristics:

The purpose of this 510(k) is te include modified screws to the SOVEREIGN™ Spinal Systern. The new subisct,

screw contains a larger major diameter near the head of the screw which will allow some interference between the

screw and implant.

This system is cleared for indications from levels L2 to $1. The SOVEREIGN™ Spinal System is an intervertebral
body fusion device with internal screw fixation. The SOVEREIGN™ Spinal System is manufactured from PEEK
Optima® (polyetheretherketone) and contains tantalum radiopaque markers. The screws used with this device are

manufactured from titanium alloy.

The subject and the predicate SOVEREIGN™ Spinal System are substantially equivalent in terms of design,

material, indications for use, intended use and fundamental technology.

Identification of Legally Marketed Devices:

The design features, matertals, and indications for use of the subject SOVEREIGNT™ Spinal System fixed angle
screws are substantially equivalent to the previously cleared predicate SOVEREIGN™ Spinal System (K091813 —
S.E. 11/17/2009).

Discussion of the Non-c¢linical Testing:

Medtronic believes that documentation provided demonstrates that the subject SOVEREIGN™ Spinal System

devices do not introduce new issues of safety or effectiveness. The following testing was performed on the subject

device:

1. Static Screw Push-out Testing

2. Static Compression Testing in accordance with ASTM Standard F2077-03 “Test Methods for Intervertebral Body
Fusion Devices”

3. Compression Fatigue Testing in accordance with ASTM Standard F2077-03 “Test Methods for Intervertebral
Body Fusion Devices” |

4. Static Compression-Shear Testing in accordance with ASTM Standard F2267-04 “Standard Test Method for
Measuring Load Induced Subsidence of an Intervertebral Body Fusion Device under Static Axial Compression”

5. Compression-Shear Fatigue in accordance with ASTM Standard F2267-04 “Standard Test Method for Measuring

Load Induced Subsidence of an Intervertebral Body Fusion Device under Static Axial Compression™




VIIL

K eoks
page 3of 3

6. Static Subsidence Testing in accordance with ASTM Standard F2267-04 “Standard Test Method for Measuring
Load Induced Subsidence of an Intervertebral Body Fusion Device under Static Axial Compression”
7. Analysis of Particulate from Fatigue Testing in accordance with ASTM Standard F1877-05 “Standard Practice for

Characterization of Particles”

Conclusion:

Based on the non-clinical testing conducted in accordance with ASTM F2077 and ASTM F2267 and additional
supporting documentation provided in this premarket notification, the subject device df:lnonstrated substantial
equivalence to the predicate SOVEREIGNT™ Spinal System (K091813 — S.E. 11/17/2009) in terms of design,

intended use, indications for use and fundamental technology.

© 2011 Medtronic Sofamor Danek
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Meduronic Sofamor Danek, [nc.

Spinal and Biologics

% Ms. Sownva Sheuy

1800 Pyramid Place

Memphis, Tennessee 38122 0L

Re: K110063 ‘
Trade/Device Name: Sovereign Spinal Svsiem
Regulation Number: 21 CER 88853080
Regulation Name: Intervertebral body fuston device
Regulaiory Class: Class [l
Product Code: OVD
Dated: Seplember 06, 2011
Received: September 07, 201

Dear Ms. Sheuy:

We have reviewed vour Section 310(k) premarket notificaiion of fntent 1o markel the device
referenced above and have deternmined the device is substantially equivaient (for the indications
for use stated in the enclosure) o legally marketed predicate devices marketed in interstate
cominerce prior Lo May 28, 1976, the enuctment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance wiil the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application {(PMA).
You may, therefore, markei ihe device, subject to the general controls provisions of the Act. The
gencral controls provisions ol the Act include requirements for annual registration, listing of
devices, good manufaciuring praciice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRM does not evaluate information related 1o contract ability
warganties. We remind vou; however. that device labeling must be truthful and not misleading.
(U your device is classilied (see above) into either class 1] {Special Controls) or class HI (PMA), it
may be subject to additional conwols, Existing major reeulations affecting vour device can be
found i the Code of Federal Regulaiions, Title 21, Parts 800 10 §98. In addition, FDA may
publish further announcements concerning your device in the Federal Reaisier.

Please be advised that FDA's issuance of 2 substantial equivatence determination does not mean
that FDA has made a determination that vour device complics with other requirementis of the Act
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ol any Federad statuies and regulaions admimistered by other Federal agencies. You must
comply with all the AcUs requurements. including, but not linted w: regstration and listng (21
CER Pari §U7); tabelime (21 CFR Part 801 ): medhcal device reporting (reporting of medical
device-related adverse events) (21 CFR 8G3): cood manufacturing praciice requirements as sci
forth in the quality systems (QS) regulation (21 CFR Part 820); and iFapplicable, the electronic
product radiation contrel provisions (Sceiinns 3531-342 of the Acy; 21 CIFR 1000-1030.

ITvou desire specilic advice for vour device on our labeling regulaton (21 CFR Part S01). pleasc
00 1o it www da eov/Abouil D *\f‘Ccnicrs‘Oi’t‘ ces/CHRH/CDRHOMees/uem T T3809 i for
the Center for Devices and Radiological Health's (CDRHs) Office of Compliance. Also, please
note the regulation entided. "Misbranding by m[umtz to premarket nctification” (21CFR Part
807.97). For guestions regarding the reporting of adverse events under the MDR regalation (21
CFR Part 803), please ¢o w

hitp/Awvway. fda.voviMedical Devices/Saluiv/Reportal roblem/de faulthun for tie CORM's Oflice
of Surveillonce and Biometrics/Division of Postmarket Surveillance.

You may obtam other eeneral informarion an vour responsibititics under the Act from the
Drvision of Small Manufaciurers, Internavonat and Consumer Assisiance ai its ioll-free number
(800) 658-2041 or (301) 796-7100 or at its Internet address

htpo/fvy fa,oov/Medical Devices/Resourcestor Y ow/Indusiry/de faull i,
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For Mark N. Melkerson
Direcior
Division of Surgical, Orthopedic
and Restoralive Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure




510(k) Number (if known): K110063

Device Name: SOVEREIGN™ Spinal System

Indications for Use:

The SOVEREIGN™ Spinal System is indicated for use with autogenous bone graft in patients with degenerative
disc disease (DDD) at one or two contiguous levels from L2 to S1. DDD is defined as discogenic back pain with
degeneration of the disc confirmed by history and radiographic studies. These patients should be skeletally
mature and have had six months of non-operative treatment. These implants may be implanted via a
laparoscopic or an open anterior approach.

The SOVEREIGN™ interbody system may be used as a stand-alone device or in conjunction with supplemental
fixation.

When used as a stand-alone device, the SOVEREIGN™ interbody device is intended to be used with the three
titanium alloy fixed or variable angle screws. The accompanying cover plate MUST be used anytime the device
is used with any number of variable angle screws. [f the physician chooses to use less than three or none of the
provided screws, then additional supplemental fixation for use in the lumbar spine must be used to augment
stability.

Prescription Use X AND/OR Over-The-Counter Use
(Part 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)

(Divigion Sign-Off) '
Divigion of Surgical, Orthopedic,
Restorative Devices

510(k) Number___K1'0063




