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510(k) Summary
for the

Range Spinal System: Component Modifications

This 5 10(k) summary for the Range Spinal System is provided as required per SectionS l 3(i)(3) of the Food, Drug
and Cosmetic Act.

1. Submitter: Contact Person
K2M, Inc. Nancy Giezen
751 Miller Drive SE, K2M, Inc,
Suite FlI Telephone: 703-777-3155
Leesburg, VA 20175

Date Prepared: 09/09/1l

2. Tradename: Range Spinal System
Common Name: Spinal Fixation System
Classification Name: Pedicle Screw Spinal System (2ICFR 888.3070)

Spinal Interlaminal Fixation Orthosis (2ICFR 888.3050)
Orthosis, Spondylolisthesis Spinal Fixation (2I CFR 888.3070)

Device Product Code: MNI, KWP, MN!]
Regulatory Class: Class II

3. Predicate or legally marketed devices which are substantially equivalent:
* K2M Range Spinal System (K070229, K080792, K08 1381)
" K2M Mesa Spinal System (K(052398, K08061 1)
* K2M Denali Spinal System (K(042635)
* DePuy Viper (K061520)

4. Description of the device:
The Range Spinal System is a top-loading, multiple component, posterior (thoracic-lumbar) spinal fixation
system which consists of pedicle screws, rods, locking set screws, and hooks.

Materials: The devices are manufactured from Titanium Alloy and Cobalt Chrome per ASTM and ISO
standards.

Function: The system functions as an adjunct to fusion to provide immobilization and stabilization of
the posterior thoracic and lumbar spine.

5. Intended Use:
The Range Spinal System is comprised of the DENALI, DENALI DEFORMITY, and MESA Spinal
Systems and the ARI Anterior Vertebral Body Staples, all of which arc cleared for the following
indications:

Non-cervical, pedicle screw ixation devices for posterior stabilization as an adjunct to fusion for the
following indications: trauma ( i.e. fracture or dislocation ); spinal stenosis; curvatures (i.e. scoliosis,
kyphosis; and/or lordosis); tumor; pseudoarthrosis; and failed previous fusion. It is also indicated for the
treatment of severe spondylolisthesis ( grades 3 and 4 ) of the Li-SI vertebra in skeletally mature patients
receiving fusion by autogenous bone graft having implants attached to the lumbar and sacial spine ( L3 to
sacrum) with removal of the implants after the attainment of a solid fusion.

Non-cervical, non-pedicle spinal fixation devices intended for posterior or anterolateral ihoracolumbar
screw stabilization as an adjunct to fusion for the following indications: degenerative disc disease (DD



Qn7
(defined as back pain of discogenic origin with degeneration of the disc confirmed by history and
radiographic studies ); spondylolisthesis; trauma ( i.e. fracture or dislocation ); spinal stenosis; curvatures
i.e. scoliosis, kyphosis; and/or lordosis); tumor; pseudoarthrosis; and failed previous fusion.

6. Comparison of the technological characteristics of the device to predicate and legally marketed devices:
The design features and sizing of the components were compared to predicate devices and the Range Spinal
System was found to be substantially the same as these systems.

7, Comparison of the performance data of the device to predicate and legally marketed devices
The modifications to the Range Spinal System were mechanically tested and compared to predicate devices.
The modified component performed equally to or better than these systems in static compression, static
torsion and dynamic compression in accordance with ASTM F1 717.

8. Conclusion:
There are no significant differences between the Range Spinal System and other systems currently being
marketed which would adversely affect the use of the product. It is substantially equivalent to these other
devices in design, function, material and intended use.



- DEPARTMENT OF HEALTH & HUMAN SERVICES l'tih] K F-I~tti ServIwce

Fnod and iDcti Aciliicistcation
10903 Nc" II ampsh t A venti
iIocumecn Control Room -W066(669
Silver Spirg. MID 20997*1)0'

K2M.L Inc.
%/ Nls Nancy Giezen
Nlanagei . RCg'LIlatory' Affairs
751 Millei Drive SE., Suite F I
L.eesbwrg. VirgQinia 20175

Re: K! 11203 7
Trade/Device Name: Rangec Spinal Systemel-61
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ReguLl anion Namue: Ped iclIcscrew spinal system
Regulatory Class: Class 11
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Received: September 13, 201 11

Dear Ms. Giezen:

\We have re viewed your Section 5 10(k) lprernarket notification of intent to market the device
referenced above and have determined the device is substanitially eqluivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to tMay 28, 1976, the enactment date of the Medical Device Amendments or to
devices that have been reclassi fled in accordance with the provisions of the Federal Food, Drug.,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PM/k).
You may, therefore, market the device, Subject to the general controls provisions of the Act. IThe
general co ntrolIs pro visions of the Act include requLirements for annual registration, listing of
devices, good manufacturing'. practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDI-1 does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not riisleading.

If your device is classified (see above) into either class [1 (Special Controls) or class Ill (PNIX),
it may be Subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Reg-ulations, Title 2 1, Parts 800 to 898. In addition. FDA mray
publish further announceents concerning your device in the Federal Reister.

P lease be advised that FDA's i ssuiance of a Stubstanti al equivalence dleterination (foes not mean
that FDA has made a determination that your device complies withI other requiremrents of the Act
or- anly Federal StattieS and regulations adm iistered by other Federal agncies. Yo tiMust
comply with all the Act's requirements, inclutding, but not Ilim ited to: registration and listing (2 I
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C FR Part 807); Ilabeli ng (21I C FR Parn 801I); medical device reporting (reporting of medical
device-re fated ad verse ev\ents) (21I C FR 803); good manU factUrinrg practice requiremlents as set
to rth in the qua lity systems (QS) reglation (21 CUR Part 820); and if applicable, the electronic
product radiation Control provisions (Sections 531-542 of the Act); 21 CUR 1000-1050.

Ifyou Cdesire specific advice for your device on our labeling regulation (21 CUR Part 801), please
go to hatt1://\ww\w\. fda.Lo \'/AbO itlF DA/Ceinter-sOt'fices/C[D)I-I/CD1)I1-10f'ices/Lucri 11I5809.1itm for
the Center for Devices and Radiolog-ical H-e alth's (CDRI-l's) Oft-ice of Compliance. Also, please
note th e~ainette,"'~srandling, by reference to premiarkbt notification" (21ICUR Part

807.97). For questions reg4arding the reporting of adverse events Under the N4DR reglation (2
CU"R P'art 803), please go to

Ii p /Avw.Ida cy/N cli alDevce/Sfet/Rpora~ob~rnde ar t.htvrfor the CD RI-I's Office
of 'S tirVeill ance and Biornetri es/Divi'sion of Postmnarkct Surveillance.

YOU may obtain other genieral in formation on yourH responsibilities Uinder the Act from the
Division of Small NManulhtcires, International and Constumer Assistance at its toll-free number
(800) 638-204 1 or (301) 796-7100 or at its Internet address

htt:/wwx~fa~ov/edca~evce/RsoucefoYOU/ I ndCLIutv/de farltI .htm~.

Sincerely y'ourIs,

Mark N. tMelkerson
Director A
Division Of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological H-ealth

Enclosuire
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Indications for Use

5 10(k) Number (if known):

Device Name: Range Spinal System

Indications for Use:

The Range Spinal System is comprised of the DENALI, DENALI DEFORMITY, and MESA Spinal
Systems and the ARI Anterior Vertebral Body Staples, all of which are cleared for the following indications:

Non-cervical, pedicle screw fixation devices for posterior stabilization as an adjunct to fusion for the
following indications: trauma ( i.e. fracture or dislocation ); spinal stenosis; curvatures (i.e. scoliosis,
kyphosis; and/or lordosis); tumor; pseudoarthrosis; and failed previous fusion. It is also indicated for the
treatment of severe spondylolisthesis ( grades 3 and 4 ) of the L5-SI vertebra in skeletally mature patients
receiving fusion by autogenous bone graft having implants attached to the lumbar and sacral spine ( L3 to
sacrum) with removal of the implants after the attainment of a solid fusion.

Non-cervical, non-pedicle spinal fixation devices intended for posterior or anterolateral thoracolumbar screw
stabilization as an adjunct to fusion for the following indications: degenerative disc disease (DDD ) (defined
as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic studies
); spondylolisthesis; trauma ( i.e. fracture or dislocation ); spinal stenosis; curvatures ( i.e. scoliosis,
kyphasis; and/or lordosis); tumor; pseudoarthrosis; and failed previous fusion.

Prescription Use X AND/OR Over-the-counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS-LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Dii o Sign-Off)
Div/kionnof Surgical, Orthopedic,

i Restorative Devices

510(k)Numbcr IIZ2&
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