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Medical Concepts Interbody Fusion System

Premarket Notification

SUBMITTED BY Medical Concepts, Inc SEP 1 3 2011
11467 Huebner Rd
Suite 350
San Antonio, TX 78230

ESTABLISHMENT
REGISTRATION NUMBER Pending

OWNERIOPERATOR
NUMBER Pending

CONTACT PERSON Christopher T. Canis
Vice President, Operations
Medical Concepts, Inc.
Phone: 210-344-1855
Fax: 210-344-1846

SUBMISSION PREPARED BY QA Consulting, Inc.

Phone: 512-328-9404

DATE PREPARED 24 June 2011

CLASSIFICATION NAME I ntervertebral Fusion Device with Bone Graft, Lumbar (MAX)
I ntervertebral Fusion Device with Bone Graft, Cervical (ODP)
Spinal Intervertebral Body Fixation Orthosis (MOP)

DEVICE CLASS Class 11

REGULATION NUMBER 888.3080 (Product Code: MAX)
888.3080 (Product Code ODP)
888.3060 (Product Code MOP)

COMMON NAME Intervertebral Body Fusion Device (MAX, ODP)
Vertebral Body Replacement Device (MQP)

PROPRIETARY NAME Medical Concepts Interbody Fusion System

IDENTIFICATION OF PREDICATE
DEVICE(S) Predicate devices include various cleared interbody fusion

and vertebral body replacement systems:

- Eminent Spine System (K090064)
- MC+ (K043479, K091088)
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DEVICE DESCRIPTION

The Medical Concepts Interbody Fusion System will be offered in various device configurations based
on surgical approach and patient anatomy, and consist of:

1) Medical Concepts cervical interbody fusion device(s), which may be implanted as a
single device via an anterior approach.

2) Medical Concepts lumbar interbody fusion device(s), which may be implanted

- bi-laterally via a posterior (PLIF) approach;

- as a single device via a transforaminal (TLIF) approach; or

- as as a single device via an anterior/anterolateral (ALIF) or direct lateral (DLIF)
approach.

3) Medical Concepts vertebral body replacement device(s), which may be implanted in the
thoracic and/or thoracolumbar spine (T1-L5).

The Medical Concepts Interbody Fusion System implant components are made of polyether ether
ketone (PEEK Optima LTl) that conforms to ASTM F2026. Additionally, the devices contain tantalum
markers (ASTM F560) to assist the surgeon with proper placement of the device.

The Medical Concepts Interbody Fusion System is implanted using a combination of device specific
and universal class I instruments manufactured from stainless steel materials that conform to ASTM
F899.

INDICATIONS
When used as a cervical intervertebral body fusion device, the Medical Concepts Interbody Fusion
System is indicated for intervertebral body fusion in skeletally mature patients with degenerative disc
disease (ODD) of the cervical spine with accompanying radicular symptoms at one disc level from the
C2-C3 disc to the C7-Tl disc. ODD is defined as discogenic pain with degeneration of the disc
confirmed by history and radiographic studies. The device system is designed for use with
supplemental fixation and with autograft to facilitate fusion. Patients should have at least six (6)
weeks of non-operative treatment prior to treatment with an intervertebral cage.

When used as a lumbar intervertebral body fusion device, the Medical Concepts Interbody Fusion
System is indicated for intervertebral body fusion of the lumbar spine, from L2 to S1, in skeletally
mature patients who have had six months of non-operative treatment. The device is intended for use
at either one level or two contiguous levels for the treatment of degenerative disc disease (DOD) with
up to Grade I spondylolisthesis or retrolisthesis at the involved level(s). ODD is defined as back pain
of discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The
device system is designed for use with supplemental fixation and with autograft to facilitate fusion.

When used as a vertebral body replacement device, the Medical Concepts System is indicated for
use to replace a vertebral body that has been resected or excised (i.e. partial or total vertebrectomy)
due to tumor or trauma/fracture. The device system is intended for use in the thoracolumbar spine
(from Ti to L5) and is intended for use with supplemental fixation. These devices are designed to
restore the biomnechanical integrity of the anterior, middle and posterior spinal column even in the
absence of fusion for a prolonged period. The device system is intended to be used with autograft or
allograft bone.
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SUMMARY OF TECHNOLOGICAL CHARACTERISTICS
The purpose of this premarket notification is to obtain clearance to market the Medical Concepts
Interbody Fusion System. The Medical Concepts Interbody Fusion System is comprised of various
device configurations designed to accommodate patient anatomy and provide the surgeon with
different surgical approach options.

The Medical Concepts Interbody Fusion System implant components are made of polyether ether
ketone (PEEK Optima LT1) that conforms to ASTM F2026. Additionally, the devices contain tantalum
markers (ASTM F560) to assist the surgeon with proper placement of the device.

The subject system has similar technological characteristics as the predicate devices identified
above. Specifically, the following characteristics support this conclusion:

- Intended for use at either one level or two contiguous levels from L2-S1 for the treatment of
degenerative disc disease (DOD) with up to Grade I spondylolisthesis or retrolisthesis at the
involved level(s).

- Intended for use at one level from the C2-C3 disc to the C7-TI disc for the treatment of
degenerative disc disease (DDD) of the cervical spine with accompanying radicular
symptoms.

- Intended for use as a vertebral body replacement device (partial or total vertebrectomy) due
to tumor or trauma/fracture.

- Substantially equivalent results of non-clinical testing relative to static and dynamic testing
(per ASTM F2077-03), subsidence (per ASTM F2267-04), and expulsion (per ASTM Draft
Standard F-04.25.02.02)

DISCUSSION OF NON-CLINICAL TESTING
The following non-clinical tests were conducted:

- Static and dynamic compression testing, conducted in accordance with ASTM F2077-03
- Static and dynamic torsion testing, conducted in accordance with ASTM F2077-03
- Subsidence testing, conducted in accordance with ASTM F2267-04
- Expulsion testing, conducted in accordance with ASTM Draft Standard F-04.25.02.02

CONCLUSIONS
The subject and predicate device(s) share the same intended use, primary implant design and
equivalent material of manufacture. The non-clinical mechanical test results demonstrate that any
minor differences do not impact device performance as compared to the predicates and demonstrate
that the Medical Concepts Interbody Fusion System is substantially equivalent to the predicate
device.



1)11 RTV ENT OF H-EALTH & HUMAN SERVICES Public I-uictlt Service

N'Clcal Concepts: Inc.7T
1 % NI r. Christopher T. Can is
11467 HICII cne ad. Snit Ic350

Sanl Antonio, Texas 78230

Re: Kl 10659
lrade/ Device Name: N/fed ical Concepts I ntevlbody lusion SV~Steml
RCu'lation Nuntlei: 21 CE-R 888.3080
RCU lation Name: Intervertebral body fusion device
Reg'LIuator Class. Class 11
ProdcLIt CodeC: IMAX. ODP.1 N4QP1
Dated: September 01,. 20 11
Recei ved: September 02, 20 11

Dear Nd r. Can is:

We have reviewed \'our Section 510(k) premrarket niotificationl of intent to market the device
ic ferenced above and have determined the device is substantial l eq (Llival eml (for1 the jul icat ions
for Use stated inl theC enlosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1 976, the enractment (late of the Nied ical Device Amendments, or to
devices that have been reclassified inl accordance wi th the provisions offthe Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (lINMA).
YOU mlay. there Ibre. market the device, sLibj ect to the general controls provisions of the Act. Thie
Cleneral controls provisions of the Act inlu~Lde reqluirements for annual registration, listing of
CleviCcs. good manufIacturIing practice. labeling, and prohibitions aogai nst misbranding and
aICIltl ertio n. jPlease nIote: CD RI-I does no0t evIalu-ate int fbrati on re lated to contract Iliabili ty
warranties. We rem li id YOtU; how~ever, that device label ing Mo Lst be truLthf l and not iislead i ng.

If Your (levriCe is classified (see above) into either class 11 (Special Controls) or class Ill (PN'A), it
mlay be subject to additional controls. Fx isting major regulations affecting y'our device canl be
found Ii thle Code of' Federal Regulations. Title 2 1, Pairs 800 to 898. Ini addition, F DA may
publish fturther anounIFcemlents concernirw nc our de vice in [lhe Federal Ret-ister.

['lease be advised that FDA's issuance of a substantial equivalence determination does not miean
that FDA has made a (leterm ination that your device complies With Other Iile eents of the Act
or any\ Federal saWtCS anld regulations administered by- other Federal agencies. You must
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comply wvith all the Act's IC1reuiremets. includCing, but niot limited to: reuistration and listing (2 1
CFRZ Part 807); labeling, (21 CFR lPart 801); medical device reporting" (reporting- ofl medical
device-related adlverse events) (2 1 CF R 803); good mianitactuiri n practice reCIL11nieetS as set
Fth. in the quLality' system1s (QS) reg'ulation1 (21 CFR Bait 820); and F 'applicable. the electronic
product racliation control provisions (Sections 53 1-542 of the Act); 21 CF-R 1000-1050.

If you desire speciflie advice for your1 device Onl our labeling reglationl (2 I CF PIair 80 I > please
gIO to Itp/wwW~n/buFACnes~fcsCRHCR1lfe/e 15 809.hitmr for
the Center FIor Devices and Radiological H-ealth's (CDRlI s) Office of Compliance. Also, please
note the regI1I at ion entitIed. "Nd is brani nu by refeite nee to p remarket not if[icati on''(21IC FR Pair
807.97). For queCstionIs regarding the reporting of adverse events tinder the N'IDR reguilationl (21
CFR Part 803), please go to

htt:/wwwfca. ox/N'ed ca Dvi csSa et/Reora~rblm/d Iul . tmfor the CD R[-Is 0ffice
of'S Uive iilance and B jometrics/Di vision of' Postniarket. SdrVei Ilanrce.

YOU may obtain Other general informiation Onl your responsi billities under the Act from the
Division of'Small N~alU faicturers. Internlational anrd Con1sumer Assistance at its toll -free num111ber
(800) 638-2041 or (301) 796-7100 br at its Internet address
bitLL://wvww.fda.u-o\Ti\velicalDeViCCs/RZCSOLIrcsIorYou/IlnduLIStrv/defauLIltlm.

Sinicerely yours.

Mark N. tMelkerson 9
Director
Division of Surgical, Orthopedic
and Restorative Devices

Office of Device EvalUation
Center for Devices and

Radiological Health

Enclosure



INDICATIONS FOR USE

510(k) Number (if known): K,io6sq

Device Name: Medical Concepts Interbody Fusion System

Indications for Use:

When used as a cervical intervertebral body fusion device, the Medical Concepts Interbody Fusion
System is indicated for intervertebral body fusion in skeletally mature patients with degenerative disc
disease (ODD) of the cervical spine with accompanying radicular symptoms at one disc level from the
C2-C3 disc to the C7-TI disc. DODD is defined as discogenic pain with degeneration of the disc
confirmed by history and radiographic studies. The device system is designed for use with
supplemental fixation and with autograft to facilitate fusion. Patients should have at least six (6)
weeks of non-operative treatment prior to treatment with an intervertebral cage.

When used as a lumbar intervertebral body fusion device, the Medical Concepts Interbody Fusion
System is indicated for intervertelbral body fusion of the lumbar spine, from L2 to SI, in skeletally
mature patients who have had six months of non-operative treatment. The device is intended for use
at either one level or two contiguous levels for the treatment of degenerative disc disease (ODD) with
up to Grade I spondylolisthesis or retrolisthesis at the involved level(s). DOID is defined as back pain
of discogenic origin with degeneration of the disc confirmed by history and radiographic studies. The
device system is designed for use with supplemental fixation and with autograft to facilitate fusion.

When used as a vertebral body replacement device, the Medical Concepts System is indicated for
use to replace a vertebral body that has been resected or excised (i.e. partial or total vertebrectomy)
due to tumor or trauma/fracture. The device system is intended for use in the thoracolumbar spine
(from Ti to L5) and is intended for use with supplemental fixation. These devices are designed to
restore the biomnechanical integrity of the anterior, middle and posterior spinal column even in the
absence of fusion for a prolonged period. The device system is intended to be used with autograft or
allograft bone.

Prescription Use __X_ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASEDO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Restorative Devices

510(k)Number V 11O6S9

Medical Concepts
The Forum Phone: 512-626-9599
8000 H-i 0West, Suite 1140 Fax: 210-344-1846
San Antonio, TX 783230
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