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Description

Axial lumbar interbody fusion (also called trans-sacral or paracoccygeal i
invasive technique designed to provide anterior access to the L4-S1 di

The AxiaLIF® (Axial Lumbar Interbody Fusion) and AxiaLIF 2 Level developed by TranS1°®
and consist of techniques and surgical instruments for crea | access route to perform
percutaneous fusion of the L5 - S1 or L4 — S1 vertebra i rket Notification [510(k)J]
summaries indicate that the procedures are intende i erior stabilization of the spinal

segments as an adjunct to spinal fusion and for a ing i ent of degeneration of the lumbar
disc, performing lumbar discectomy, or for assistancej performance of interbody fusion. The
AxiaLIF® systems are indicated for patients re i t pseudoarthrosis, unsuccessful
previous fusion, spinal stenosis, spondyloli degenerative disc disease as defined as

studies. They are not intended to trea severe spondylolisthesis (Grades 2, 3 and 4),

tumor, or trauma. The device is n patients with vertebral compression fractures or
any other condition where the i i the vertebral body is compromised. Their usage is
limited to anterior supplement@lfixati bar spine at L5-S1 or L4-S1 in conjunction with legally
marketed facet or pedicle

follows. Under fluoroscopic monitoring, a blunt guide pin
introducer is passed incision lateral to the coccyx and advanced along the midline of
the anterior surfa “WA guide pin is introduced and tapped into the sacrum. A series of
graduated dilate ; long the guide pin and a dilator sheath attached to the last dilator is left in
nnel for passage of instruments. A threaded reamer is then passed into

The procedure for o
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Bone void filler is injected into the rod and enters the disc space through holes in xial ro rodéplug
is then inserted to fill the cannulation of the axial rod. Percutaneous placement of fa ews
completes the procedure.(3)

Policy

o
Axial lumbar interbody fusion is considered investigational. & \\
VN
A 4

Policy Guidelines

Rationale

The published literature reporting patient outcomes i@llumbar mterbody fusion is limited to a

e case series with patients who
received AxiaLIF at L5-S1. The AxiaLIF 2 |eVe i premarket notification in April 2008.
Aryan and colleagues(5) report on their pati
ive disc disease, degenerative scoliosis, or lytic

edure was followed by percutaneous pedicle

ccess to the L5-S1 disc space during open lumbar
raphic evidence of stable cage placement and fusion at last follow-

evidence to determine if axial lumbar interbody fusion is as effective or as safe as
hniques, therefore the technology is considered investigational.
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Codes Number Description
CPT 0198T “Arthrodesis, pre-sacral interbody technique, including

instrumentation, imaging (when performed), and

discectomy to prepare interspace, lumbar; single
Policy History

interspace
Date Action Reason

aphic exp@rience. Minim Invasive Neurosurg

6T Each additional interspace



