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11. Product Name: SOVEREIGNTM Spinal System

Common Name: Intervertebral Fusion Device

Classification: 21 CFR 888.3080

Product Code: OVD

am. aa'ui..Spinal Sytmis anitretba oyfusion de'c-,i':

12 ~ci~~:The SOVEREIGNM SseTnitrvrerlbd

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 SOVEREIGNTM 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 SOVEREIGNTM 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 SOVEREIGNTM Spinal System is indicated for use with autogenous bone graft

in patients with degenerative disc disease (DOD) at one or two contiguous levels from L2 to SI1. DDD is defined as

discogenic back pain with degeneration of the disc confirmed by history and radiographic studies. These patients

b~wul uidbekeieiaily mature and have had six months of non-operative treatment. These implants may be iapa

via a laparoscopic or an open anterior approach.

The SOVEREIGNTM 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 TM 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.

V. Summary of the Technological Characteristics:

The pLurPC= of this 5 1 0(k) is to include modified screws to the SOVFREIGNTM Spinal System. The -e..~et

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 SI1. The SOVEREIGNITM Spinal System is an intervertebral

body fusion device with internal screw fixation. The SOVEREIGNTM Spinal System is manufactured from PEEK

Optimna® (polyetheretherketone) and contains tantalum radiopaque markers. The screws used with this device are

manufactured from titanium alloy.

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

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

VI. Identification of Legally Marketed Devices:

The design features, materials, and indications for use of the subject SOVERFJGNTM Spinal System fixed angle

screws are substantially equivalent to the previously cleared predicate SOVEREIGNTM Spinal System (K09 1813 -

S.E. 11/17/2009).

VII. Discussion of the Non-clinical Testing:

Medtronic believes that documentation provided demonstrates that the subject SOVEREIGN TM 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"



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 F 1877-05 "Standard Practice for

Characterization of Particles"

VilI. Conclusion:

Based on the non-clinical testing cdinducted in accordance with ASTM F2077 and ASTM F2267 and additional

supporting documentation provided in this premarket notification, the subject device demonstrated substantial

equivalence to the predicate SOVEREIGNTM Spinal System (K091813 - S.E. 11/17/2009) in terms of design,

intended use, indications for use and fundamental technology.

© 2011 Medtronic Sofiamor Danek



DEPARTMENT OF HEALTH & HUMAN SERVICES

01W.; flkwlp hnk,

I k i p! I lg A i I) NN9 Z-001)

tMeduonic Soiamoi Dmick. [lie
,pillal Lind Biologics

%N'K sowill , va Shetty
IS00 I'vmIllid I'lacc
Mcniphis. Tennessee 38 122

Re: K I 10 0 6
'I rldc/Device NaIlle: Sovelck'n,\1 spilml Ssicill
RC -'Lllation NI-11111m: 21 CFR 88S 3080
RC 'Lllatinn Name: Intel veitebril bndv I'Lision dckricc
ReLLIkIt0tV CiW -S: Ci iSS 11
PIOCILICtCOCIC: OVID
Datcd: Septembei 06: 20 1 1
Received: SepLembei 07 201 1

Deal Nds. shenk':

We havc reviewed youl Section 5 1 0(k) I)IC111,11kCt 1106111CUiOll 01'111I.C111 tO IMll-kCL tile deviCe
ICICI-e[ICCCI IbOVC III(I IM VC CICLCIIIIHICd 111L: deVICC is LlbStlllltidll -V k:CjLI1%; IlCIlt (f'O[ the il1CliCLltiQIIS
101 LISC St[tL12(i ill tile ClICIOSUIC) to ]CLEIII ' V Ill,-Ilke(CCI [)I-CCI1cILC devices malkeled ill iliterstate
commetce ptioi to Nfay 28, 1976, thc c nzictmk:nl date of'thc Medical Device Amendments, 01- LO
devices that have beell recIlISSifICCI ill ICCOICIRIICC %Vidl tile I)JOVIS1011S 01 tile I-CCICIRI F00CI. DIL12-
atid Cosmetic Act (ACL) t[Mt C10 Ilk)[ CCCII-111C 01 ll I)ICIllallket tI)p1Q\,,ll application (I)N,[A).
YOU mav. Lheiefore. market tile CICViCe. LlbjCCL to tile I'Cllel-A cotitrols piovisions ofthe Act. The
general contiols pio\,il;ions ol'the Act illUlUdC ICCjUilCII1CIIlS loi le -'iStM tiOll; IiStillg 01
(IC\'iCCS, 1-'00d IlMIILlt tClLIlilIL piactice. labclim,; and piolubitions a, ainst 11iisbianding and
ICIUIICIU6011. PICLISC 110tC: CDFd-l clues llot evL1111ale illlollll ltioll IQLlted to contlact liability
WMTMIUCS. We lelllilld VOLI: howevci. that device Libeling Most be tILIthILII Zlild [lot llliSleldillL.

If)'cLII device is classiiied (see above) into citherclass tl (Special Controls) Or class Ill (I'NIA) it
IM IN, be SLII JeCl L() ldditlOllill C011tiols. llk:i lill- majol reQLI1 lti0ils lI1'fkcC:l1llL1 V0111- ClU iCe C ffl 1)(2
IbLind ill tile COCIC of' Federal Refll-IlLaions. Talc 21 Pa[LS 800 to 89S. Ill acldition FDA may
I)LIbliSh rl-11-thel 1111101-111CClllents concei ting your device ill the Federal Re(-Iistel.

Plc ise be advised Lhat FDA's ISSLILHICC 01* l sub t uw2d ecI1-Ii\'Ll1CIlCc CIC[el-111111-1[iQll does 110L IlleM1
that FDA has made a determitatioll that Y0111- deViCe C0111I)IICS With OtllCl- I-CCILIiI'ClllelltS oFthe Act



l \e2-AIs. owlnvaSlet

or Lin\ ledcr'l statutes andl~ Ictiluins ai fllistCCL byv odorC ledcitl :iQercies. YoLL mui~st
coialliX witIh all the Acts vcuainit. Iciicgil4 but not linitiwd to: IL'strtion and Iistiii(21
Cl-kIla 807); label in'' (21 Cl 1k. Pa 80 1 medical device repui tin' (i eportng of medical
de'vice.-iated adversce L\cnwt ) (2I C'IIK 80)-'good imanuifactutring' Ill icdce reeuirnents as set
lordl ill the' CUalit SYMOSc QOS) WIK01(21 CIT 'art 820); and iraplicable. bhe electronic
I)IOd tict uaid tm ContIrol I )1oX' ions (Sect ions 53 10-42 of the Act); 21I C R 000- I 050.

IF vonl desire sptci lic advice lor V .ui devicti on our linig regulation (2) CIT Part. 801). please
"o to Li t ):/vv.fd.uv/h aFACi 1rs[Icc/E [li/C OR) 10 Fl0 i c'/lcr 1115869.11 Li l or
the Center for Devices and Radiological I lea It hs (CIDH 4.- ) Office If Cc)mpliance . Al so. please
note tile regukition eintitled. ''Niriiinun by re fieice to pirlalkct lou hcation" (2 1 CF 1 Part
807. FOr questions recadng tile rportic ciaderse C\ciLs ttide]r tile. M'DR regtllatioi (21
CAl lr'a 803). lease tio to

of Snrvei 118ce and Bioritns/31vision of Pcstinarket Surln1lne.

Yvou na v obtain other general i [nrion oil \'ol iCspollsibil i ies unile the ..tct frlon the
[Division of SimI 'alluicirs Internationl and Consumer Assistance at its toll-bree nuilber
(800) 638-204 1 or (30 1) 796-7 10 or c at its linernet address
litp:/N.wd~ovNl'ia k ~ ~ ig~Rsurc~ro/n LLavdfiut.t

c~o varkN. .N'elkerson
ID i cclor
Division of Surgical, Orthopedic
and Itesto rub e Devices

OfWc of IDeice Evaluation
Center for Devices and

Rkadiol ogical -lealtil

lEn closuLirI



510(k) Number (if known): KI 10063

Device Name: SOVEREGNTM Spinal System

Indications for Use:

The SOVEREIGNTM Spinal System is indicated for use with autogenous bone graft in patients with degenerative
disc disease (DOD) at one or two contiguous levels from L2 to SI1. ODD 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 SOVEREIGNTM interbody system may be used as a stand-alone device or in conjunction with supplemental
fixation.

When used as a stand-alone device, the SOvEREIGNTM 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 tile
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)
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