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Date Prepared June 18, 2014
Trade Name AccuLIF® TL and PL Cage
Common Name Lumbar Interbody Device
Proposed Class Class 11
Classification Name Intervertebral body fixation device
and Number 21 CER § 888.3080
Product Code MAX
Predicate Devices AccuLIF TL and PL Cage (K 132505)
Device Description The AccuLIF®TL and PL Cage device is an expandable interbody

fusion cage manufactured from implant grade Titanium alloy (TI6AI4V
ELI) as per ASTM F1 36-08, Stainless Steel (316 LVM) as per ASTM
Fl 138-08, and Silicone Rubber (MED-4870). The device is inserted in
unexpanded state with a delivery handle and expanded in-situ to the
required height via 2 hydraulic cylinder and piston arrangement using a
hydraulic system comprising disposable flexible expansion tubing set
and inflation syringe. The device locks in Imin increments as it
expands.

The AccuLiF TL and PL Cage comes in three sizes which are
expandable from 6mm to9rnm, from 8mm to 12mm, and from I 0mm to
16mm in 1mmn increments. As well each size comes in two shapes,
crescent and straight and each shape comes in two different footprints
11Imm x 25mm and 13mm x 25mm for the crescent shape and I11mm x
22mm and 11Immn x 25mm for the straight shape. Also the TL crescent
shape comes in an 8 degree lordotic model as well as a 0 degree model
for a total of 18 TL and PL models.

The device has fixation ridges on the top and bottom surface. It also has
a graft opening window which extends from the bottom surface to the
top surface. The device has a proximal boss which has a threaded
connection port for connecting to the inserter and a fluid port for
transporting the expansion fluid.

The AccuLlE TL and PL Cage system comprises a packaged sterile
AccuLIF implant, an instrument tray, and a packaged sterile Unlock
Tubing Assembly. Within the TL or PL instrument trays are an inserter,

pressure syringe, slap hammer, graft insertion cannula, graft insertion
_________________pusher, bone graft block, and TL or PL distractor trials. Additional
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instruments supplement the instrument trays.

Intended Use Intervertebral Body Fusion Device: The AccuLiF TL and PL Cage are
indicated for intervertebral body fusion with autogenous bone graft
material in patients with degenerative disc disease (DDD) at one level or
two contiguous levels from L2 to SI1. DOD is defined as back pain of

discogenic origin with degeneration of the disc confirmed by history and
radiographic studies. These DOD patients may also have up to Grade I
spondylolisthesis or retrolisthesis at the involved level(s). These patients
should be skeletally mature and have completed six months of non-

operative treatment. The AccuLiF TL and PL Cages are always to be
used with supplemental internal spinal fixation. Additionally, the
AccuLIF TL and PL Cages are to be used with autogenous bone graft.

Summary of the The purpose of this 5 10O(k) is to introduce modifications to the
Technological AccuLIF Pressure Syringe. There have been no changes to the
Characteristics AccuLiF TL and PL Cage implants as a result of the proposed

modifications to the AccuLIF Pressure Syringe. The AccuLiF TL and
PL Cage and the predicate device are both expandable, have similar
design features, are both used in the anterior column of the spine, and

both use Titanium alloy as the main device material.

The modified AccuLiF Pressure Syringe continues to function as the
predicate AccuLiF Pressure Syringe - to pressure saline in order to
expand the AccuLiF TL and PL Cage implants. Although there are
minor differences between the modified device and its predicate
device, namely the changes being made to the AccuLiF Pressure
Syringe, those differences do not raise new questions of safety or
efficacy.

Summary of the Design verification testing was conducted to assess the instrument
Performance Data modifications. Specifically, the AccuLIF Pressure Syringe was tested

after 20 cycles of simulated cleaning, sterilization and
insertion/withdrawal impact, to verify that the modifications to the
instrument did not adversely affect the intended function of the device.
Specifically, the instrument and 0-rings were observed for damage and
the pressure delivered by the instrument was examined to ensure the
appropriate pressure continues to be delivered to the AccuLIF TL or PL
Cage. Modifications to the AccuLIF Pressure Syringe have been verified
to meet the design input requirements and showed no signs of

deterioration or malfunction after 20 simulated cleanings, sterilizations
and uses. The non-clinical test results demonstrate that any minor

differences do not impact device performance as compared to the
predicate device.
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Conclusions The modified accessory to the AccuLIF TL and PL Cage has identical ....

indications, technological characteristics, and principles of operation as
its predicate. The non-clinical test results demonstrate that any minor
differences do not impact device performance as compared to the
predicate. Thus, the modified device was shown to be substantially

equivalent to the AccuLIF TL and PL Cage (K1 32505).
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Dear Ms. Meany:

We have reviewed your Section 5 10(k) prernarket 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 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
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 II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, 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 made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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 531-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-Free number (800) 638-2041
or (301) 796-7100 or at its Internet address
httrp:H/vwv.fda.gov/rvedicalDevices/ResourcesforYot/lndutrv/defa~iltlhtm. Also, please note
the regulation entitled, "Misbranding by reference to prernarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
littp://www.fda.iov/MedicaDevices/Safetv/Reo-tallroblem/def',tIlt~ltni for the CDRI-l's Oilice
of'Surveil lance and IBiomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities uinder the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7 100 or at its Inrternet address
littp://\ww~fda.,,aov/MedicalDeviccs/Resourcesfoi-Youi/lfndutst-/defbIt.1itM.

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



51 0(k) Number (if known)
K 141217

Device Name
AccuLIF(R) TIL and PL Cagc

Indications for Use (Describe)

Intervertebral Body Fusion Device: The AccuLiF TL and PL Cages are indicated for intervertebral body fusion with
aurogenous bone graft in patients with degenerative disc disease (DDD) at one level or two continuous levels from L2 to
SI. DDD is defined as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic
studies. These DDD patients may also have up to Grade I spondylolisthesis or retrolisthesis at the involved level(s). These
patients should be skeletally mature and have completed six months of non-operative treatment.

The Aecul-iF TL and Pl. Cages are always to be used with supplcmcnral internal spinal fixation. Additionally, the
AccuLiF TL and Pl. Cages are to be used with autogenous bone graft.

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

C9 Prescription Use (Part 21 CFR 801 Subpart D) I]Over-The-Counler 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 Hearth (CORN) (Signat ure)

Anton L.Dmitrlev~ PhD

Division oft Or~hbpditDevlces

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

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
PRAStafftjfde.hhsagov

"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 number."-
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