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Submitter: Captiva Spine
967 Alt AlIA Suite I
Jupiter, FL 33477
Phone: 877-772-5571
Fax: 866-318-322

Contact Person: John Sanders
QualiReg Resources LLC
2361 NW 105t1h Ln
Sunrise, FIL 33322
Phone: 954-993-5581
Fax: 954-944-1910
Email: johnsanders~qualireg.com

Date Prepared: September 8, 2011

Trade Name: Captiva Spine CapLOX 11 Spinal System

Classification Class 11

Classification Name Pedicle Screw Spinal System

Classification Number 21 CFR 888.3070

Product Code: MNI, MNH

Predicate Device(s): The subject device is substantially equivalent to the following devices:
K 100956 Spondy Spinal Fixation System
K024096 Optima, Spinal System
K950099 Synergy VILS System
K100605 Spine Wave MIS System

Device Description: The Captiva Spine CapLOX 11 Spinal System is a top-loading spinal
fixation system consisting of polyaxial pedicle screws, cannulated polyaxial
pedicle screws set screws, rods, and cross connectors assembled to create a
rigid spinal construct. It is intended to provide stabilization during the
development of fusion utilizing a bone graft as well as aid in the surgical
correction of various spinal deformities and pathologies in the
thoracolumbo-sacral iliac portion of the spine. The titanium alloy, single-
use components are provided clean and non-sterile. Various sizes of the
implants (screws and rods) are available to accommodate individual patient
anatomy. The purpose of this submission is to add additional screws to the
pedicle screw system.

Indications for use/Intended Use

The CapLOX 11 Spinal System is a posterior, non-cervical pedicle fixation
system intended to provide immobilization and stabilization of spinal
segments in skeletally mature patients as an adjunct to fusion in the
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treatment of the following acute and chronic instabilities or deformities of
the thoracic, lumbar and sacral spine including degenerative
spondylolisthesis with objective evidence of neurologic impairment,
fracture, dislocation, scoliosis, kyphosis, spinal tumor, pseudoarthrosis and
failed previous fusion.

In addition, when use 'd as a pedicle screw fixation system, the CapLOX 11
Spinal System is intended for skeletally mature patients with severe
spondylolisthesis (Grades 3 and 4) of the fifth lumbar-first sacral, L5-S1I
vertebra, who are receiving fusion by autogenous bone graft only, who are
having the device attached to the lumbar and sacral spine (levels may be
from L3 to the sacrum/ilium), who are having the device removed after the
attainment of a solid fusion.

Statement of Technological Comparison

The subject spinal implant system is substantially equivalent to the above
listed predicate devices in terms of materials, design, indications for use and
operational principles.

Performance Data: Verification activities including FEA and engineering analysis indicates
subject device is substantially equivalent to predicates.

Conclusion: Documentation provided demonstrates that the Captiva Spine CapLOX 11
Spinal System is substantially equivalent to predicate devices.
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Caiptiva Spine.7 Inc.
%QUaliC1 Resour11cs. LLC ~

N'l r. John Sn riders
2361 N\W\ 105'1 Lal
Sunrise, Florida 333,22

Re: KI 111115
ruade/Device *Namle: Captiva S pilne Cap ho X 1 S pinaI System

Regu'Llation Number: 21 tElk 888.3070
Regu'Llation Name: Pedicle screw spinal system
Rci.'tilatorv Class: Class 1I
Plod Net CodeC: [VN I. 1\41\1-1
Dated: AuguIst 1 2. 2011
Received: AuguIst I5. 2011

Dear N'r.Sanders:

We have lCViCewed Y'our Section 5 1 0(k) preinarket notification ofintent to market the (device
re eenced above and have determllined the1 device is sulbstantiall\ Cjia ent (1 0r the inldications

1'o rUtse stated in the ecillosure1) to legally Marketed preCL teate devices marketed in interstate
comillerce pi Or to M\,ay 28 1976, the enactment date of the Mledical Device Amendments, or to
dcvices that have been i-eelassifbed in accordance with the provisions of the Federal Food, Drag.
and Cosmetic Act (Act) that do not require appvll-V1 oFl a Icinlrket approval application (PMivA).
You may, there I r ic market the device, stibj CCl to thle general controls provisions of the Act. The
,"enera I controls 1)0visions of the Act i l ude reluirementCIs for' annual registration, listing of
dlev'ices. good mann facturiin rig ractice, labeling, and prohibitions against mi sbrandi ng and
adulteration. Please note: CDRFI does not eValulate inf'ormation related to contract liability
warrarities. We rem inrd VouI: how\ever, that devi ce labeling Must be truthful and not mislead imrg

I f y Our dev\ice is classifi1ed (See above) into either class 11 (Special Controls) or class Ill (PN4lA), it
May be subi ct Lo additional controls. Existing- Inaj or regulations alffectingi- your device canl be
to tiid in the Code of' Federal Reulations. TIi tl 2 1 P)atis 800 to 898. Inl addition. FDA may
JLiHi sh I'mirther annou ncements concern il( Vit1,1ou device in the Federal Register

P lease be advised that FDA' s issuanlce of1 asu~bstantial CCi i vale rice determnination does not mean
thu t FDA hats made a detrmination that V011 urOIC dvc complies with other requiremients of the Act
or ailV FCdet-al staLtts anld regullations admnilstered b 1w othe FederIal agen[1cs. YOU mu~st
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comply with all the Act's requiremlenlts, inlu~ding- brit nlot 1lited to: reoistration and listing- (21
CFR Part 807); labeling (21 CF-R Part 801); medical dlevice reporting (reporting ofirmedical
dlevice-ic Iated ad verse events) (2 1 CF P 803);: good rnIanu fac turling' practice requiremenCIts as Set
ibribt inl the qlual it)' Systems (QS) reglation) (2 1 C R Part 820); and [ fapplicable, the electronlic
pro0duLct radiationl controlI pro visions (Sect ions 531-542 ofC the Act); 2 1 CF R 1000-1050.

1Fyxoti deCsire specci t1c ad vice for yoLr dCeVi CC Onl our l abelIing regul_ ation 1(21I C FR Part 80 I), please
go to hu:/w.ka o/buFACncs lcsCRIICD 0fle/c 15 809.htm1 for
the Center for Devices and Radiological Hecalth's (CDIIIs) Office of Compliance. Also, please
note thle reglationl entitled.l "Misbranding by reFe renrcc to P reinarke t notification"U (21 CFR P art
807.97). For questionIs regarding the reotn Of[adverse even1ts underI thle [MDR reCgulationl (2 1
CFR Part 803)), please go to

htt :/www fa. ov/'lc ial eviesSa ttvReprt P ob m/d Ftilt. tmfor the CDRI-I's Office
of'S urveilIlance arnd f3iomctrics/Division oflPostmarket Sutrveillance.

YOU may obtain other general informlationl Onl our responsibilities unoder the Act from the
IDiv ision of'Silaal IManu lacturerIs. Interniationlal anld ConIsumer Assistance at its toll -fr-ce mm iber
(800) 638-2041 or (301) 796-7100 or at its Internet address
h)ttp:H\/w\,\.fdca.Lo\/M\,edicalDevices/RCSOLII'CSf'OlYOLI/jnduLStr-v/dlefauILt.hltll.

Si ricerely x'ourS,

4Nlark N. M/elkersori
Director
Division of Sur~gical. Orthopedic,

and Restorative Devices
Office of Device Evalunation
Center for Devices and

Radiological Health

FOclosu-e



Indications for Use Statement

510(k) Number: Y(1105

Device Name: Captiva Spine CapLOX 11 Spinal System

Indications for Use:

The CapLOX 11 Spinal System is a posterior, non-cervical pedicle fixation system intended to provide
immobilization and stabilization of spinal segments in skeletally mature patients as an adjunct to fusion in the

treatment of the following acute and chronic instabilities or deformities of the thoracic, lumbar and sacrat spine
including degenerative spondylolisthesis with objective evidence of neurologic impairment, fracture, dislocation,
scoliosis, kyphosis, spinal tumor, pseudloarthrosis and failed previous fusion.

In addition, when used as a pedicle screw fixation system, the CapLOX 11 Spinal System is intended for
skeletally mature patients with severe spondylolisthesis (Grades 3 and 4) of the fifth lumbar-first sacral, [S-Si
vertebra, who are receiving fusion by autogenous bone graft only, who are having the device attached to the
lumbar and sacral spine (levels may be from [3 to the sacrum/ilium), who are having the device removed after the
attainment of a solid fusion.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CER 801 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Div ion of Surgical, OiIopcdic,
a Restorative Devk .-

Captiva Spine CapLox 11 Spinal System Page 14 of 57
51 0(k) Premarket Notification


