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5. 5 10O(K) SUMMARY

Submiffer's Name: [[Spinal USA
Submitter's Address: 2050 Executive Drive

Pearl, MS 39208
[Submitter's Telephone 601-420-4244

Authorized Contact Name: Meredith May, Authorized Contact Person

Contact's Telephone: 793777

Date Summary was-7 [ 30-Apr-13
Prepared:

Taeor ProprietaryName:. ReForm Pedicle Screw System

Common or Usual Name: Orthosis, Spinal Pedicle Fixation
Orthosis, Spondylolisthesis Spinal Fixation

OrhsiS ina nterlaminal Fixation

[Class ification: ______ Class 11 per 21 CFR §888.3070 and §888.3050

MNH

Clasiicaio Panel Orthopedic and Rehabilitation Devices Panel

Predicate Devices: Spinal USA PSS System (ReForm Pedicle Screw
System), K121 172, K092 128, K090033, K073240,
K07 1438
Biomet 5.5 Polaris SpinalSystem K09 1067

DESCRIPTION OF THE DEVICE SUBJECT TO PREMARKET NOTIFICATION:
The Reform System is a top-loading, multiple component, posterior spinal fixation system which
consists of pedicle screws, rods, cross-connectors, locking cap screws, and cross connectors. All
of the components are available in a variety of sizes to match more closely to the patient's
anatomy. All components are made from medical grade stainless steel, cobalt chromium alloys,
titanium or titanium alloy described by such standards as ASTM F 138, ASTM F 1537, ISO 5832-
12, ASTM F 136 or ISO 5832-3.

CHANGE FROM PREDICATE:
The purpose of this submission is to make modifications/additions to the components of the PSS
System (ReForm Pedicle Screw System) cleared in K121 172, K092128, K090033, K073240,
and K071438. The standard construct is modified by the addition of an additional design and
sizes of cross connectors.
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TECHNOLOGICAL CHARACTERISTICS:

The intended use and technological features of the modifications/additions to the components of
the PSS System (ReForm Pedicle Screw System) do not substantially differ from the legally
marketed predicate devices, which are the PSS System (ReForm Pedicle Screw System,
K121 172, K092128, K090033, K073240, and K071438) and the Biomet 5.5 Polaris Spinal
System (K091 1067). The predicate devices and the subject additions to the PSS (ReForm) system
are designed for posterior stabilization to provide immobilization and stabilization of spinal
segments as an adjunct to fusion.

INDICATIONS FOR USE
The ReFormn Pedicle Screw System is 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 thoracic, lumbar, and sacral spine:
degenerative spondylolisthesis with objective evidence of neurological impairment, fracture,
dislocation, scoliosis, kyphosis, spinal tumor, and failed previous fusion (pseudarthrosis).

The ReForm Pedicle Screw System is also intended for non-cervical pedicle screw fixation for
the following indications: severe spondylolisthesis (grades 3and 4of the L5-SlI 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. It is also intended for the following indications: trauma (i.e. fracture or dislocation);
spinal stenosis; curvatures (i.e. scoliosis, kyphosis; and/or lordosis) spinal tumor;
pseudloarthrosis; and failed previous fusion.

PERFORMANCE EVALUATION
Engineering analysis was performed to show that the subject devices are substantially equivalent
to the predicate devices and do not represent a new worst-case.

CONCLUSION
The overall technology characteristics and engineering analysis lead to the conclusion that
ReFonn Pedicle Screw System is substantially equivalent to the predicate devices.
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DEPARTMIENT OF HALH& UMNSEVIE PubliciHealth Senice

Food and lDrug Adrinistration

1 0903 Newv i larnpsbin Avenue
lDocument Control Center - W066.0609
Silver Spring. %iH) 20993-0002

July 24. 2013

Spinal USA
%/ Empirical Testing Corporation
Ms. Meredith May
4628 Northipark Drive
Colorado Springs, Colorado 80918

Re: K 13 1343
Trade/Device Name: ReFormi Pedicle Screwv System
Regulation Number: 21 CER 888.3070
Regulation Name: Pedicle screw spinal system
Regulatory Class: Class 11
Product Code: MN!, MNI
Dated: May 22, 2013
Received: May 28, 201 3

Dear Ms. May:

We have reviewed your Section 5 10(k) premrarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent ([or the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prir t May 28, 1976. the enactment date of the Meldical Device Amendments, or to
devices that have been reclassified in accordance with the provisions ofthe Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a preniarket 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 manufaceturing practice, labeling, and prohibitions against imisbrand ing and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device label ing mu Lst be truth InjI and not mnisleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting Yotur device can be
found in the Code of Federal Regulations, Title 21. Parts 800 to 898. In addition, FDA mnay
publish Further announcements concerning your device in the Federal 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 wvith other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply wvith all the Act's requirements. including, but not I im ted to: registration and Ilisting (2 I
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (2 1 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 ofthec Act); 21 CFR 1000- 1050.
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If you desire specific advice for your device on our labeling regtilation (21 CFR Part 801). please
contact the Division of Small Manuiheturers. International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.2gov/MedicalDevices/ResouircesforYou/Iiiduistry/defhuILlt.htm. Also, please note
the regulation entitled. "Misbranding by reflerence to premtarket notification' (21 CFR Part
807.97). For questions regarding the reporting of adverse events tinder the MDR regulation (2 1
CFR Part 803), please go to
http:// Nww.f'da.gov/MedicalDevices/Saf'etv/RcportaProbleii/defaLult.htm- for the CDRI-l's Office
of Surveillance and Biometrics/Division of IPostmarket Surveillance.

You may obtain oilier general information on your responsibilities tinder the Act 1rom the
Division of Small Manufacturers, International and Consumner Assistance at its toll-frece number
(800) 638-204 1 or (301) 796-7100 or at its Internet address
http://Avwvv.fda.gov/Medica]Devices/ResourcesforYou/induistry/default.htm.

Sincerely V0Lurs.

Erin I. Keith
For

Mark N. Melkerson
Director
Division ofOrthopedic Devices
Office of Device Evaluation
Center for Devices and

Radiological H-ealth

Enclosure



4. INDICATIONS FOR USE STATEMENT

Device Name: ReForm Pedicle Screw System

The ReForm Pedicle 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 thoracic, lumbar, and sacral spine:
degenerative spondylolisthesis with objective evidence of neurological impairment, fracture,
dislocation, scoliosis. kyphosis, spinal tumor, and failed previous fusion (pseudarthrosis).

The ReForm Pedicle Screw System is also intended for non-cervical pedicle screw fixation for
the following indications: severe spondylolisthesis (grades 3 and 4 of the Li-S I 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. It is also intended for the following indications: trauma (i.e. fracture or dislocation);
spinal stenosis; curvatures (i.e. scoliosis. kyphosis; and/or lordosis) spinal tumor;
pseudloarthrosis; and failed previous fusion.

Prescription Use __X - AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

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

Concurrence of CDRH. Office of Device Evaluation (ODE)

Ronald P. Jean -S
(Division Sign-Off)
Division of Orthopedic Devices
5 10(k) Number: K 131343
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