ALIGN ALIF HA

HYDROXYAPATITE COATED STAND ALONE
ANTERIOR LUMBAR SYSTEM

Align ALIF HA is a spinal device that is implanted in the intervertebral
body space via an anterior approach to improve stability of the spine
while supporting fusion. Components are offered in different shapes
and sizes to meet the requirements of the individual patient anatomy.
Made from additively manufactured titanium alloy (Ti-6Al-4V ELI) with

an optional HAnano Surface® hydroxyapatite coating.

MAXIMIZE PATIENT OPTIONS

Includes both two screw and four screw devices in various footprints
to provide maximum flexibility in meeting all patient needs. All cages
and screws are available with HAnano Surface® and are interchange-
able with non-coated devices.

SUPPORT BONE IN-GROWTH

Enhanced porous structure improves adhesion to vertebral body
endplates. With the addition of the HAnano Surface®, the improved
structure is designed to increase bone in-growth to the endplate when

used with allogenic bone graft and/or autograft to facilitate fusion.

NANO-SIZED RESULTS

A nominal HA coating thickness of 20-40 mm, which is up to several
thousand times thinner compared to generic plasma-sprayed HA
coatings.

THE GOLDEN STANDARD FOR STABILITY

Due to the thinness of the coating (less than Tum) newly formed bone
may form on the micrometer topography of the core implant surface,
which is orders of magnitude larger than the HAnano Surface®,
potentially providing mechanical stability independent of the coating

itself.
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ALIGN

HYDROXYAPATITE COATED STAND ALONE
ANTERIOR LUMBAR SYSTEM

Align ALIF HA is indicated for intervertebral body fusion
of the spine in skeletally mature patients who have
had at least six months of non-operative treatment.
The device systems are designed for use with allogenic
bone graft comprised of cancellous and/or corticocan-
cellous bone graft and/or autograft to facilitate fusion.
One device is used per intervertebral body space.

Align ALIF HA is intended for use at either one level or
two contiguous levels in the lumbar spine, from L2 to
S1, for the treatment of degenerative disc disease
(DDD) with up to Grade | spondylolisthesis. DDD is de-
fined as back pain of discogenic origin with degenera-
tion of the disc confirmed by history and radiographic
studies.

Align ALIF HA 2-SCREW

Align ALIF HA 2-screw system may be used as a stand-
alone device only when two (2) vertebral body bone
screws are used.

Align ALIF HA 4-SCREW

Align ALIF HA 4-screw system may be used as a stand-
alone device only when at least two (2) vertebral body
bone screws are inserted in the two medial fixation holes
with both inferior and superior screw trajectory.

Align ALIF HA LESS THAN 2 SCREWS

If the physician chooses to use the Align ALIF HA system
with fewer than two (2) screws in the two medial fixation
holes with one inferior and one superior screw trajectory,
then an additional supplemental spinal fixation system
cleared for use in the lumbosacral spine must be used.
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HAnano Surface®

All cages and screws are available with a Hydroxy-
apatite (HA) coating, denoted with a “- HA" suffix
on the part number. Uncoated and HA-coated

implants use the same instrumentation.

Implants with HAnano Surface® may promote
faster and stronger osseointegration'. Studies
have been conducted for different kinds of im-
plant material but especially for roughened tita-
nium surfaces with micro-structures. In an in
vitro study with pre-osteoblasts, the results show
improved cell interaction between the HAnano
Surface® and the bone cells compared to the ti-
tanium surface?. Results from several in vivo
studies in animal models show improved bone-
to-implant contact and upregulation of osteo-
genic markers during the first month of healing
indicating improved osseointegration for the HA-
nano Surface® 43¢, In vitro performance or ani-
mal studies may not be representative of clinical
performance.
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Align ALIF HA Surgical Technique Guide
is available upon request
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