
JUN 2 62014 K141376- PagedI of 3

510(k) Summary
Date: 21 May 2014
Sponsor: Nexxt Spine

14425 Bergen Blvd, Suilte B
Noblesville, IN 46060
Office: 317.436.7601
Fax: 317.245.518

Contact Person: Eric Lintula; Director of Engineering and Regulatory Affairs
Trade Names: Inertia®, Honour"', Facet Fixxr"', lhertia!M MIS, Struxxure"

*Common Names: Pedicle screw system, anterior cervical systern, vertebral body replacement
system, interbody fusion system and facet screw system

D~evice Classification, lnertiao and Inertia"' MIS
*Classification 888.3050, Spinal interlarninal fixation orthosis, KWP, Class .11

Regulations, Names & 8 8 8.3070, Pedicl .e screw spinal systemn, MNI & MNH; Class 11
Product Codes: Hour.

588.3060, Spinal intervertebral body fixation orthosis, MOP, Class 11
88:3080, lntervertebraI body fusion device, ODP.& MAX, Class 11

Facet FiXXTM
Unclassified, System, facet screw spinal device, MRW

Struxxurer"'
888.3060, Spinal intervertebral body fixation orthosis, KWO, Class 11

*Submission Purpose: This submission modifies the sterilization ahd packaging state of the.Nexxt
Spine spinal systems implants. ThelInertia®, Honour TM , Facet Fixx h arid
StruxxureTM i mplants will be optionally available as sterile:

*Device Descriptions: The Inertiae Pedicle Screw Syst em consi Ists of rods polyaxial screws and set
screws. Rods are available in either straight or pre-contoured (curved) forms
and in a variety, of lenigths. Polybxial screws are available in a variety of
diameter-length combinations. Set screws are used to fasten th6 rod and
polyaxial screw,
The HONOUR h Spacer System is a collection of radiolucent cage devices.
The basic shape of these implants is a structural column: The superior and
inferior surfaces are open with serrations to facilitate implant stability. The
implants are available in an assortmenit of.height, length, width and
anteroposterior angulation combinations to accommodate a variety, of
anatomic requirements.
The Facet F ixXTM System is a posterior facet spinal fixation system consisting
of screws with and without washers. The cannulated screw is offered partially
or fully threaded in various diameter and length combinations..
Struxxure"' consists of plates and screws in 6 variety of sizes. Plates from.1-
to 5-levels are offered: Fixed and variable angle screws are available in two
diameters in both self-tapping and self-drilling versions.

Intended Use: The Intended Use for each cleared spinal system is unchanged.
The Inertia® Pedicle Screw System is intended to provide immobilization
and stabilization of spinal segmnts in skeletally mature patients as an
adjunct to fusion in the treatment of the followirig acute and chronic,
instabilities or deformities of the thoracic, lumbar, and sacral spine: severe
spondylolisthesis (grades 3 and 4) of the L5-SI vertebra; degenerative
spondylolisthesis with objective evidence of neurologic imnpairme~nt; fracture;
dislocation; scoliosis; kphosis; spinal tumor; and failed previous fusion
(pseudarthrosis).



K141376-Page 2of 3

When used as a cervical intervertebra! fusion device, the HONOUR TM

devices are indicated for use at one level in the cervical spine, from C2-T1,
in skeletally mature patients who have had six weeks of non-,operative
treatnment for the treatment of degenerative discodisease (DOD) wth up to
Grade 1 tpondylolisthesis. DDD.is defined as neck pain of discogenic origin
with degeneration of the disc confirmed by history and radiographic studies.
The device is intended.for use with autogenous bone graft and with
supplemental fixation systemns cleared for use in the cervical spine (e.g., the
Blade® Anterior Cervical Plate System):
When used as a lumbar intervertebral fusion device, the HONOUIR
devices are indicated for use at one or two contigudus levels in the lumbar
spine, from L2-S1, in skeletally mature patients who have had six months of
non-.operative treatment for the treatment of degenerative disc disease (DOD)
with up to Grade I1 spondylolisthesis. DD is defined as back pain of
discogenic origin with degeneration of the disc confirmed by history and
radiographic studies. The device is intended for us6 with autogenous graft~
and with supplemental fixation systems cleared for use iii the lumbar spine
(e.g., the lnertiao Pedicle Screw System).
When used as a vertebral body replacement device, the HONOURTM
devic es ate indicated for use in the thoracolumbar spinie (T1-L5) for partial
replacemeant (ite, partial vertebrectomy) of a diseased vertebral body.
resected or excised for the treatmenitof tuimors or trauma/fra6tute in order to
achieve anterior decompression of the spinal cord and neural tissuesand to
restore. the height of a collapsed vertebral body. The device is intended for
use with autograft or.allograft and with supplemental internal fixation systems
cleared for use.in the thoracolumbat spine (eg., the Inertia" Pedicle Screw
System).

The Facet FixxTM System is intended to stabilize the spine as an aid to
fusion through bilateral immrobilization of the facet joinits. For transfacet
fixation, the screws areinserted through the. inferior articular process across
the facet joint and into thepedicle: For translaminar facetixation, the screws
are inserted through the lateral aspect of the spinous process, through the
lamina, through the inferior articular process, across the facet joint and into
the pedicle.
The Facet Fixx System is intended for bilateral facet fixation, with or without
bone graft, at single or multiple levels from, C2 to S1 inclusive. The Facet Finx
Systemn is indicated for treatment 6f any or all of the followingf:

*Degenerative disc disease (DOD) as defined by back pain of discogenic
origins confirmed by history and radiographic studies

*Degenerative disease of the facets with instability
* Trauma (ice. fracture or dislocation)
* spdndylolisthesis
* Spondylolysis.
* Pseddarthrosis and failed previous fusion which are symptomatic or which

may cause secondary instability or deformity
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The Struxxure TM System is intended for anterior screw fixation of the
cervicalispine. These implants have been designed to provide stabilization as
an adjunct to cervical fusion. Indications forthe use of this implant system
include degenerative discodisease (defined as neck gain of discbgenic origin
with the degeneration of the disc confirmed by history and radiographic
studies), spondylolisthesis, trauma (i.e., fractures or dislocationspia
stenosis,:deformity (i.e., kyphosis, lordosis or scoliosis), spinal
pseudarthrosis or failed previous fusion.

Materials: Nexxt Spine spinal systems implants are manufactured from a variety of
mnedical grade mat~rials including titairfi alloy ffi-6A1-4V ELI). per ASTMV

F16CP Titanium (Grade 2 or 4) per ASTMV F67, Zeniva@ ZA-500
polyetheretherketone per ASTMV F-2026 or tantalum per ASTM F-560.

Predicate Devices: . Inertia® Pedicle Screw System, Nexxt Spine, K .090984, 110 1278 & 1132412
Honour m Sp~aer System, Nexxt Spine, K<120345
Facet Fixxm , Nexxt Spine, 1131417
Struxxure Tm Anterior Cervical Plate and Screw~s, Nexxt.Spin6, 1<133475

Performance Data: Performance data is not provided in this submission.
Technological Each spinal system implant possesses the identical technological
Characteristics: characteristics as its respective predicate implant. Theseinclude:

*basic design,
*material,
*mode of operation,
*sizing and
*anatomic location.

Therefore the fundamental scientific technology of each Nenxt Spine spinal
system implant is the same as the previously cleared Nexxd Spine spinal
system imtplant.

Conclusion.: In comparison to the predicate devices, the Nexxt Spine spinal system
implants have

*the same intended use (as described above),
*the same technological characteristics (as described above)

Therefore the Nexxt Spine spinal system irmplants can be found substantially
* equivalent to the predicate Nxxt Spine spinal tysten implants.
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rood and Drug Administration

iowumenl Control Center - W066&0609
Silver Spinng. MD) 20993-0002

June 26, 2014

Nexxt Spine, LLC
%/ Karen E. Warden, Ph.D.
BackRoads Consulting. Incorporated
P.O. Box 566
Chesterland, Ohio 44026

Re: K 141376
Trade/Device Name: Inertia® pedicle screw system, inertia" MIS pedicle screw system,

1-onour" interbody fusion system. Facet Fixxhm facet screw system,
and SrruxxureT anterior cervical system

Regulation Number: 21 CER 888.3070
Regulation Name: Pedicle screwv spinal system
Regulatory Class: Class 11
Product Code: MNH, MNI. KWP. MQP, O1)l, MAX, MRW7 KWQ
Dated: May 21, 2014
Received: May 28, 2Q14

Dear Dr. Warden:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for thle indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with 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, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adtilteration, Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remnind you. however. that device labeling must be truthful and not misleading.

If Your device is classified (see above) into either class It (Special Controls) or class Ill (PMA)
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Title 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Fede-ral Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

a or any Federal statutes and regulations administered by other Federal agencies. You must
comply wvith all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Pait 801 ): medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803): good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act);- 2 1 CFR 1000-1050.

lfyou desire specific advice for your device onl our labeling regulation (2 1 CFR Part 801). please
contact the Division of'Indlustry and Consumer Education at its toll-free number (800) 638-2041
or (30 1) 796-7100 or at its Internet address
hittp:H/~v\w\\.fda.uov/MedicalDevices/ReSOuircesfoirYoui/Industrv/default.hitm. Also, please note
the regulation entitled. "Misbranding by reference to premarket notification" (21 CUR Part
807.97). For questions regarding the reporting of adverse events uinder the MDR regulation (21
CFR Part 803), please go to
http,://wvww.fdaagov/MvedicalDevices/Safetv/ReportaiProblemi/default.hitm for the CDRH's Office
of Surveillance and Biomnetrics/Division of Postmarket Sturveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-firee number (800) 638-2041 or (301)
796-7 100 or at its I nternet address
littp://\vwvw.fda.L,,o,/cdicaIDeiCS/ReSOurcesfOi'YL)L/iindLstrv/default.htin.

Sincerely Yours,

Ronald P. Jean -S for

Mark N. Melkerson
Director
Division of Orthopedic Devices
Office of' Device Evaluation
Center For Devices and

Radiological Health

Enclosure



510(k) Number (if known)
KC141i376

Device Name
Inertia®l and InertiaTm MIS pedicle screw systems

Indications for Use (Describe)
The InertiaTM Pedlicle Screw System is intended to provide immobilization and stabilization of spinal segments in
skeletally mature patients as an adjunct to fuision in the treatment of the following acute and chronic instabilities or
deformities of the thoracic, lumbar, and sacral spine (TI to S2): severe spondylolisthesis (grades 3 and 4) of the LS-S I
vertebra; degenerative spondylolisthesis with objective evidence of neurologic impairment; fracture; dislocation; spinal
stenosis; scoliosis; kyphosis; spinal tumor; and failed previous fusion (pseudarthrosis).

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart. C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORN) (Signature)

Zane W. Wyatt
Division of Orthopedic Devices

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PfiAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number'

FORM FDA 3881 (1/14) Page 1 of 1 McriascEao Fu4o2



510(k) Number (if known)
K 141376

Device Name
HONOUR Tm interbody fusion system

Indications for Use (Describe)
When used as a cervical intervertebral fusion device, the HONOUR"' devices are indicated for use at one level in the
cervical spine, from C2-TI, in skeletally mature patients who have had six weeks of non-operative treatment for the
treatment of degenerative disc disease (DDD) with up to Grade I spondylolisthesis. DDD is defined as neck pain of
discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The device is intended for
use with autogenous bone graft and with supplemental fixation systems cleared for use in the cervical spine (e.g., the
Blade®) Anterior Cervical Plate System).

When used as a lumbar intervertebrall fusion device, the HONQURTh devices are indicated for use at one or two
contiguous levels in the lumbar spine, from L2-S 1, in skeletally mature patients who have had six months of -non-
operative treatment for the treatment of degenerative disc disease (DDD) with up to Grade I spondylolisthesis. DDD is
defined as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The
device is intended for use with autogenous graft and with supplemental fixation systems cleared for Use in the lumbar
spinie (e.g., the Inertia® Pedicle Screw System).

When used as a vertebral body replacement device, the HONOUR"" devices are indicated for use in the thoracolumbar
spine (TI-LS) for partial replacement (i.e., partial vertebrectomy) of a diseased vertebral body resected or excised for the
treatment of tumors or trauma/fracture in order to achieve anterior decompression of the spinal cord and neural tissues,
and to restore the height of a collapsed vertebral body. The device is intended for use with autograft or allograft and with
supplemental internal fixation systems cleared for use in the thoracolurnbar spine (e.g.. the Inertia®) Pedicle Screw
System).
Type of Use (Select one or both, as applicable)

CRPrescription Use (Part 21 CFR 801 Subpart D) 03 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Zanq3Wl'IMt
Division of cIt Wit Devices

FORM FDA 3881 (1/14) Page 1 of 2 Vl~~,C~W



This section applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRE88 BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number

FORM FDA 3881 (1114) Page 2 of 2



Food and Drug Administration Expirtion Date: January 31, 2017

510(k) Number (if known)
K141376

Device Name
Facet FiXXTM facet screw system

Indications for Use (De scribe)
The Facet Fixx System is intended to stabilize the spine as an aid, to fiusion through bilateral immobilization of the facet
joints. For transfacet fixation, the screws are inserted through the inferior articular process across the facet joint and into
the pedicle. For translanninar facet fixation, the screws are inserted through the lateral aspect of the spinous process,
through the lamina, through the inferior articular process, across the facet joint and into the pedicle.

The Facet Finx System is intended for bilateral facet fixation, with or without bone graft, at single or multiple levels from
C2 to S I inclusive. The Facet Fixx System is indicated for treatment of any or all of the following:

* Degenerative disc disease (DOD) as defined by back pain of discogenic origins confirmed by history and radiographic
studies
* Degenerative disease of the facets with instability
* Trauma (i.e. fracture or dislocation)
* Spondylolisthesis
* Spondlylolysis
" Pseudoarthrosis and failed previous fussion which are symptomatic or which may cause secondary instability or
deformity

Type of Use (Select one or both, as applicable)

to Presciption Use (Part 21 CFR 801 Subpart 0) 03 Over-The-Counter Use (21 CFR 8101 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Zammw)Ntt
Division of O-t/th C-1 Devices

This section applies only to requirements of the Paperwork Reduction Act of 1995.
O00 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.-

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for redudng this burden, to:

- Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs~gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB nme.

FORM FDA 3881 (1114) Page 1 of 1 vc.nso E



510(k) Number (f known)
K141376

Device Name
SlnsxxureTm anterior cervical system

Indications for Use (Describe)
The Struxxurem System is intended for anterior screw fixation of the cervical spine. These implants have been designed
to provide stabilization as an adjunct to cervical fusion, Indications for the use of this implant system include degenerative
disc disease (defined as neck pain of discogenic origin with'the degeneration of the disc confirmed by history and
radiographic studies), spondylolisthesis, trauma (i.e., fractures or dislocations), spinal stenosis, deformity (i.e., kyphosis,
lordosis or scoliosis), tumor, pseudarthrosis or failed previous fusion.

Type of Use (Select one or both, as applicable)

0R Prescription Use (Part 21 CFR 801 Subpart D) ElOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of thePaperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time,,to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number."

FORM FDA 3881 (1114) Page 1 of 1ncs.aoIo.e


