
510(k) Summary
for the AMT FUSE Cage FF8B 9 20H

In accordance with 21 CFR 807.92 of the Federal Code of Regulations
the following 510(k) summary is submitted for the AMT FUSE /Cage.

Date Prepared: March 31, 2010

1. Submitter: Contact Person:
Advanced Medical Technologies AG JOD. Webb
Kasteler Strasse 11 The Orthoedix Group, Inc.
66620 Non nweiler-Brau nhausen 1001 Oakwood Blvd
Germany Round Rock, TX 78681

Telephone: 512-388-0199

2. Trade name: FUSE Cages
Common Name: intervertebral body fusion device
Classification Name: intervertebral body fusion device - lumbar

21 CFR section 888.3080
MAX
Class 11

3. Predicate or legally marketed devices which are substantially equivalent:
WAVE (K080401)

4. Description of the device:
The FUSE is rectangular in shape and it has a honeycomb structure thru the implant in the
superior/inferior direction. There is an oval opening in the M/L direction. There is a roughened surface on
the superior and inferior surfaces. There are neutral, 4* and 8' lordlosis configurations. The posterior end
has a threaded hole for attaching insertion instruments, while the other end is solid and tapered.

Materials:
Commercially pure titanium

Function:

The FUSE Cage was developed as an implant for the posterior stabilization of the lumbar spinal column
with the technique of Posterior Lumbar Interbody Fusion (PLIF).

Intended Use:

The FUSE Cage is indicated for intervertebral body spinal fusion procedures in skeletally mature patients
with degenerative disc disease (ODD) at one or two contiguous levels from L2-S1. DDD is defined as
discogenic back pain with degeneration of the disc confirmed by patient history and radiographic studies.
These ODD patients may also have up to Grade I spondylolisthesis or retrolisthesis at the involved level(s).
FUSE implants are to be used with autogenous bone graft and implanted via an open posterior approach.
The FUSE Cage is to be used with supplemental fixation. Patients should have at least six (6) months of
non-operative treatment prior to treatment with an intervertebral cage.

5. Comparison of the technological characteristics of the device to predicate and legally marketed devices:
The AMT FUSE Cage has the same indications and material, and similar designs as previously cleared
devices.

6. Summary of Nonclinical Tests
Tests performed according to ASTM F2077/F 2267 indicate that the AMT FUSE Cage meets required
mechanical strengths.
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Advanced Medical Technologies AG
I/0 The Orthovedix Group, Inc.

Mr.J.D. Webb
100 1 Oakwood Boulevard
Round Rock, Texas 7868 1

Re: K100945
Trade/Device Name: FUSE Cages
Regulation Number: 21 CFR 888.3080
Regulation Name: Intervertebral body fusion device
Regulatory Class: Class 11
Product Code: MAX
Dated: January 20, 2011
Received: January 26, 2011

Dear Mr. Webb:

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 the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce piior 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
adulteration. Please note: CDRH- does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

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 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 Federal Register.

Please be advised that.FDA's issuance of a substantial equivalence determination does not mean
that FDA has maclb a determination that your device complies with other requirements of the Act
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or any Federal statutes and regu1.lations acm i nistered by other Federal agencies, You must
comply wvith all the Act's requnirements, inc I tding, but riot limited to: registration and Ilistinig (2 I
CFR Part 807): labeling (21 CF7R P'art 801); medcical device reporting (reporting ofimedical
device-related adverse events) (21 CFR 803)); good inanulacturing practice reqluiremlents as set
forth inl the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic
product radiation control p~rovisions (Sections 531-542 of the A ct); 21 CFR 1000-1050.

IFyou desire specific advice for youir device onl otir labeling regulation (21 CFR Part 801), please
go to hitti)://www, . fda-.u-o\v/AbOitF-DA/CentctisOfflces/ClDRJ-l/CDR-101'ficeS/uICIIII 15809.hitm for
the Center For Devices and Radiological Flealth's (CDRI-ls) Office of Comnpliance. Also, please
no0te the regu"lation entitl, "M isbranding by reference to preimirket notification" (2IC FR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803)), please go to
litti)://www. fda.Leov/NMedicalDevices/Safety,/Repoi-taPr-oblemi/dcfau~lt.htii for the CDRH 's Office
of'Surveillance and Biomnetrics/Division of Plostinarket Surveillance.

You may obtain other general information onl your responsibilities tinder the Act from the
Division of'Smnall ManuLlfacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littp)://xvvx.'d-a.izov/NMedical Devices/Resouircesf'orYou/lindLIStl-/cdef',ult.lhtn.

Sincerely yours,

Mark N. Melkerson
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): 14 bb I5l

Device Name: FUSE Cage

indications for Use:

The FUSE Cage is indicated for intervertebral body spinal fusion procedures in skeletally mature
patients with degenerative disc disease (DDD) at one or two contiguous levels from L2-S1. DD
is defined as discogenic back pain with degeneration of the disc confirmed by patient history
and radiographic studies. These ODD patients may also have up to Grade I spondylolisthesis or
retrolisthesis at the involved level(s). FUSE implants are to be used with autogenous bone graft
and implanted via an open posterior approach. The FUSE Cage is to be used with supplemental
fixation. Patients should have at least six (6) months of non-operative treatment prior to
treatment with an intervertebral cage.

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

(Part 21 CFR 801 Subpart 0) AN/R(21 CFR 807 Subpart C)
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Concurrence of CDRH, Office of Device Evaluation (ODE)

I10(k) NumberK194


