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Introduction

Procedure

L&K Biomed Co., Ltd. made various approach procedure with a single implant into the disc
space through a PLIF approach, TLIF approach, DLIF approach ALIF or anywhere in between,
for both open or less invasive procedures.

DLIF

ALIF

Description

The LnK Lumbar Interbody Fusion Cage System’s implants are interbody fusion devices
intended for use as an aid in spinal fixation. These hollow, rectangular implants are offered in a
variety of widths, lengths, heights and lordotic angles designed to adapt to a variety of patient
anatomies. They have serrations on the superior and inferior surfaces designed for fixation,
ergonomically shaped anterior edges and flat posterior edges. Radiopaque markers have been
embedded within the implants, which are designed to allow for visualization in radiographic
images.

LnK PLIF Cage LnKTLIF Cage LnKDLIF Cage LnKALIF Cage




Posterior & Anterior Interbody Fusion with the L&K Biomed LnK Lumbar
Interbody Fusion Cage System

Posterior interbody fusion techniques are increasingly recommended by spine surgeons. Improved surgical
techniques and improved interbody implants are among the reasons interest in these techniques is increasing.
Posterior interbody procedures provide both posterior and anterior stabilization through a single incision.
Posterior interbody fusion represents a spectrum of techniques. These procedures can be performed as a PLIF
through a paramedian annulotomy. Alternatively, TLIF utilizes a farther lateral annulotomy, colinear with the
pedicle and ALIF through anterior approach. In reality, any point between the paramedian, far lateral and anterior
approach can be selected. What one surgeon may call a TLIF might be termed a PLIF by another.

These procedures can be done through traditional open approaches, or they can be performed through tubular
retractors in a nearly percutaneous manner, or virtually every point in between.

The posterior interbody fusion surgeon has a number of other choices as well. A variety of Cage materials and
geometries are available for single or paired implantation. Typically, adjunctive stabilization is sought with
transpedicular instrumentation. The graft material employed will also vary from iliac crest autograft to local bone.

Rationale of Posterior & Anterior Interbody Surgery

Appropriate Cage selection requires an understanding of the rationale and biomechanics of interbody procedures.
Interbody techniques place the fusion mass under compression as this region has better vascularity than does the
posterolateral, inter-transverse space. These techniques afford the surgeon every access to the motion segment
without a separate, anterior approach. The disadvantages of these procedures need to be considered as well. For
PLIFprocedures, the surgeon must be careful to avoid excessive nerve root retraction in order to avoid postoperative
epidural fibrosis. In TLIF procedures, the sensitive dorsal root ganglion must be protected. Both procedures require
segmental destabilization from facet removal. In ALIF procedures, large veins must be protected.

Goals & Contraindications
Regardless of the exact method selected, the goals of posterior interbody surgeries are to achieve a solid, stable
arthrodesis of the spinal segment while maintaining proper disc height and restoring sagittal plane alignment.
Interbody fusions are also added to longer posterior lateral fusions when additional anterior column stability is
required. For example, in patients with marginal sagittal balance a TLIF/PLIF/ALIF may prevent post-operative flat-
back. Posterior interbody procedures are not appropriate in every clinical situation, however. A number of relative
contraindications must be considered when recommending a specific surgical strategy. Similarly, while osteoporotic
patients are often more fragile overall, if interbody implants are required, the larger footprint of an ALIF Cage is less
likely to subside than a posterior Cage. Alternatively, a bilateral approach may be considered in patients with
borderline bone quality. Finally, both PLIF and TLIF procedures must be undertaken with great care in patients with
extensive epidural scarring. In those cases, safe dural retraction required for PLIF may be difficult.

In TLIF cases, extensive epidural scarring limits the extent to which safe interbody distraction can be achieved.
These devices must be used with supplemental fixation

Indications

LnK Lumbar Interbody Fusion Cage System is indicated for intervertebral body fusion procedures in skeletally
mature patients with degenerative disc disease (DDD) 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
DDD patients may also have up to Grade 1 spondylolisthesis or retrolisthesis at the involved level(s).This device is
to be used with autogenous bone graft. LnK Lumbar Interbody Fusion Cage System 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.

CONTRAINDICATIONS
This device is not intended for cervical spine use.

Contraindications include, but are not limited to:
1. Infection, local to the operative site



Signs of local inflammation,

Fever or leukocytosis,

Morbid obesity,

Pregnancy,

Mental illness,

Any other condition which would preclude the potential benefit of spinal implant surgery, such as the

presence of tumors or congenital abnormalities, fracture local to the operating site, elevation of

segmentation rate unexplained by other diseases, elevation of white blood count (WBC), or a marked left

shift in the WBC differential count.

8. Suspected or documented allergy or intolerance to composite materials,

9. Any case not needing a fusion,

10. Any case not described in the indications,

11. Any patient unwilling to cooperate with postoperative instructions.

12. Patients with a known hereditary or acquired bone friability or calcification problem should not be
considered for this type of surgery.

13. These devices must not be used for pediatric cases, nor where the patient still has general skeletal growth.

14. Spondylolisthesis unable to be reduced to Grade 1.

15. Any case where the implant components selected for use would be too large or too small to achieve a
successful result.

16. Any case that requires the mixing of metals from two different components or systems.

17. Any patient having inadequate tissue coverage over the operative site or inadequate bone stock or quality.

18. Any patient in which implant utilization would interfere with anatomical structures or expected
physiological performance.

19. Prior fusion at the level to be treated.

Nookwn

Although not absolute contraindications, conditions to be considered as potential factors for not using this device
include:

1. Severe bone resorption.

2. Osteomalacia.

3. Severe osteoporosis

Decision Making

Surgeons planning posterior interbody fusions have a number of options in their approach to fit the pathology to be
addressed. For example, the relative location of the dorsal root ganglion at the operative level may affect the medial-
lateral approach angle to the disc space. Similarly, the width of the lateral pars and thepelvis may render PLIF or
TLIF more appropriate in a given patient. In males with a narrow pelvis, the L5-S1 disc space may be more easily
accessed through a paramedian (PLIF) approach. In the upper lumbar spine (L3-4 and above), the narrow pars and
smaller canal to dural diameter ratio makes TLIF the preferred approach in most cases. Interbody fusion Cages can
be mechanically compatible with the surrounding bone. That is, the stiffness or modulus of elasticity approximates
the host bone. The Cage must be biologically compatible with little Cage/host reactivity or rejection. Finally, an
interbody Cage can be radiographically compatible. Metallic Cages are often quite strong and are typically designed
to resist compression failure, but are markedly stiffer than the surrounding bone. Today, PEEK (Poly-Ether-Ether-
Ketone) Cages are designed to offer better compression resistance while approximating the modulus of elasticity of
the hostbone. Moreover, PEEK is radiolucent allowing easier post-operative assessment of fusion.

Posterior interbody fusion Cages come in a number of shapes. Among the earliest Cages were threaded cylinders.
These promote high stability once implanted because of a strong bone implant junction, but also may confer the
highest risk of nerve injury during insertion because of their shape. Given the frequency of concomitant pedicle
screw instrumentation, these large Cages are not mechanically necessary. Vertical cylinders were recommended by
Harms for TLIF procedures, but their endplate contact areas are limited thereby limiting maintenance of height and
segmental lordosis.

Today, most typically rectangular Cages are employed because they are designed to offer the greatest flexibility in
insertion. They can be placed unilaterally or bilaterally and from a variety of angles. Geometrically, they are
designed to confer outstanding endplate coverage while requiring little nerve root retraction for insertion.

Technique Pearls



Regardless of the approach, open vs. MIS, TLIF vs. PLIF. DLIF vs. ALIF, a number of technique tips apply in every
interbody fusion procedure. First, even when open technique is employed, careful attention to soft tissue handling
can help improve posterior rmuscular function and may decrease pain. Of course, the most important soft tissues are
the nerves. Safer posterior lumbar interbody fusion techniques require identification of the exiting and traversing
nerves. In TLIF, the exiting root and dorsal root ganglion are identified. In both cases, careful control of local,
epidural bleeders through bipolar electro cautery, thrombin soaked gelfoam, or other means will help to allow
improved visualization through the critical steps of disc space preparation and Cage insertion.

Second, even when an MIS approach is used, an adequate job must be performed mechanically. That is, Cages must
be sized to fit the inter space and screws must be sized to fit the pedicle. If, in a given case, full disc space
debridement cannot be performed through a less invasive approach, the incision should be opened to ensure that that
annular tension is restored and the optimal Cage is implanted. Often, resection of surrounding endplate osteophytes
will improve visualization into the disc space to confirm debridement and, subsequently, Cage sizing. Some
surgeons prefer to apply bone wax to bleeding bone surfaces in the canal after the Cage has been inserted.

Third, a wide near total discectomy must be performed. The disc space around the Cage(s) should be packed with
graft material.

Fourth, while removal of the endplate cartilage is critical, it is important to protect the bony endplates. Focal
disruption of the endplate should result in selection of a new Cage trajectory. Placement of the Cage over a disrupted
endplate may lead to early subsidence and a higher risk of Cage migration.

Fifth, ideal placement of the Cage(s) in the inter space may vary depending on the patient’s needs. For example, if
the goal is to maximize segmental lordosis, Anterior Cage placement may be preferred. On the other hand, posterior
placement may allow for improved foraminal decompression.

Conclusions

The L&K Biomed LnK Lumbar Interbody Fusion Cage System portfolio is designed to afford the surgeon an
excellent tool for stabilization of the anterior column from a posterior approach.

This stabilization may be helpful in off-loading posterior instrumentation, increasing foraminal height, or improving
spinal alignment. After proper disc space preparation, the LnK Lumbar Interbody Fusion Cage System helps to
provide a proper geometry for safe insertion while maintaining excellent endplate coverage. Constructed from PEEK,
the Cage closely matches the local bone mechanically and allows for visualization during postoperative imaging.



Exposure and Preparation of Facet
Joints-with PLIF & TLIF&DLIF cage

Figure 1 - Incision.

Figure 2 - Prepare the facet joint for fusion by
removing the articular cartilage.

Step 1 - Exposure

Open Approach

A Lumbar Interbody Fusion procedure can be performed
using a standard open or minimally

invasive approach, from the patient’s left or right side.
Typically, cage insertion is performed from the
symptomatic side in patients with radiculopathy. This
technique describes a left-sided approach at L4-L5.

The incision is made over the spinous process of L3 and
extends to L5. (Fig.1) Sharp para spinal dissection is
performed exposing the L3-L4 and L4-L5 facets. Care
must be taken to avoid damage to the L3-L4 facet capsules.
Unless the surgeon intends to perform Concomitant inter
transverse fusion, the transverse processes need not be
exposed.

Minimally Invasive Approach

The LnK Lumbar Interbody Fusion Cage System lends
itself to minimally invasive approaches as well. MIS
systems rely on proprietary retractor systems and
specialized tools, the use of which are best depicted in their
individual technique guides. A minimally invasive system
which can be used is the L&K Biomed System. You must
refer to the surgical technique for additional information on
minimally invasive exposure.(In case of DLIF, the patient
is place on a bendable surgical table in a direct lateral
decubitus(90°) position so that the iliac crest is directly
over the table break.)

NOTE: The remaining stepa thesurgical technique are
similar in bothopen and minimally invasive surgical
approaches. All images in this technighewever, depict
an open approach famage clarity. You must refer to the
Luxor surgical technique for additional

information onminimally invasiveapproaches and detailed
images.

Step 2 - Preparation of facet joints

Both L4-L5 facet capsules should be removed
circumferentially. This is typically accomplished using a
cautery device. Bipolar cautery may be useful in achieving
hemostasis lateral to the facet joints. The right L4-L5 facet
is prepared for fusion by removing

the articular cartilage from the facet joint with a burr or
other appropriate instrument. (Fig. 2)



Lumbar Interbody Fusion Site
Preparation and Distraction

Step 3 - Lumbar Interbody Fusion Site Preparation
The Lumbar Interbody Fusion site preparation is on the left
side. An osteotome may be used to remove the left inferior
articular process of L4 with two cuts, a vertical cut just
medial to the facet extending superiorly to the superior
border of the facet and a horizontal cut directed laterally
towards the foramen. Once the two cuts are made, the
inferior articulating process of L4 may be removed with a
kerrison. (Fig. 3) The left lateral edge of the ligamentum
flavum is then visualized. A curette may be used to release
(but not resect)the ligamentum flavum from the superior
lamina of L5, allowing for distraction. The ligamentum
flavum should be preserved when possible, but resection of
redundant flavum may be necessary in patients with
neurologic compression.

Step 4 - Distraction

Effective distraction aids in removal of the superior
articular process of L5,decompression of the neuroforamen,
preparation of the disc space and insertion of the LnK
Lumbar Interbody Fusion Cage System.

This may be accomplished through several techniques:
pedicle screw distraction, distraction between boney
elements, and/or distraction with a positioning device.

« If pedicle screw distraction is chosen, the screws should
be positioned at this time, using standard technique. (Fig. 4)
Apply distraction between pedicle screws placed at L4 and
L5. (Fig. 5)

* Particularly in patients with less than ideal bone quality, it
might be useful to size the interspace with paddle
distractors, reamer distractors, or trials before locking the
distraction down through the pedicle screws. Interspace
distraction helps to give an excellent sense of restoration of
annular tension and helps to avoids pedicle screw
preloading (which may cause post-operative loosening).

Figure 3 - Remove the superior and
inferior articular processes.

Figure 4 - Placement of pedicle
Screws.



Lumbar Interbody Fusion Site Preparation and Distraction

Figure 5 - Place the Pedicle ScrewDistractor.

Step 4 (Continued)

* Choices for a supplemental spinal fixation system include,
but are not limited to, L&K Biomed pedicle

screw and rod or plate systems. Pleaserefer to the surgical
techniques ofthe above mentioned L&K Biomed fixation
systems for additional information on implantation.

Discectomy and Endplate Preparation

Figure 6 - Remove the disc with a pituitary rongeur.

Discectomy and Endplate Preparation

« In an open procedure, apply direct distraction between the
boney elements of L4 and L5, such as the
spinous processes or laminae.

* The patient’s lordosis can be adjusted with a positioning
device,such as a Wilson frame (open and
minimally invasive procedures).

With sufficient distraction, the L4-L5foramen will be
opened and the entire superior articular process of L5 will
be visualized. A small probe may be used

to palpate the superior margin of the left L5 pedicle. The
superior articular process of L5 should be resected
exposing the L4-L5 disc in the L4-L5foramen. This may be
accomplished with an osteotome, rongeur, orother
appropriate instrument. Since a consistent leash of veins
traverse the foramen over the disc space, the surgeon
should be prepared to control bleeding from these veins
with bipolarcautery. Hemostasis may be enhanced with
topical hemostatic agents and cottonoid pledgets. The
exiting L4nerve root is rostral at this point, under the pars
interarticular is, and in many instances is not visible.

(In case of DLIF, restro peritoneal approach and then direct
lateral approach)

Step 5 - Disectomy and EndplatePreparation

Access to the disc space is achieved through an
annulotomy, made lateral to the posterior longitudinal
ligament. Using a scalpel, vertical cuts should be made
parallel to the dura and laterally in the foramen from the
endplate of L4to the endplate of L5. Additional cuts extend
horizontally along the end plates of L4 and L5, connecting
the vertical units. The annulus and any accessible disc
material are removed with a pituitary rongeur. (Fig. 6)

Commonly, a large osteophyte will protrude inferiorly off
the end plate of L4, and sometimes superiorly off the
endplate of L5. Sharp excision of these osteophytes with an
osteotome or kerrison punch will help to provide alarger
entry portal if desired.



Figure 7 - Elevate disc material from endplates.

Step 5 - Disectomy and Endplate Preparation
(Continued)

Throughout the remainder of the procedure, care must be
taken to not damage the remaining lateral, anterior or
posterior annulus.

A curette or narrow cobb elevator is used to elevate disc
material from the endplates of L4 and L5 on the

left lateral side. Next, angled curettesare used to elevate the
disc from the endplates of L4 and L5centrally and on the
right side. (Fig. 7) An easily missed portion of the disc lies
posteriorly and

centrally within the disc space, just ventral to the spinal
canal. Special effort should be directed toward removing
disc in this zone to provide optimal surface area for
interbody fusion. Straight and up biting pituitary rongeurs
should be used to remove the disc. Additionally, multiple
passes with straight and angled curettes may be necessary
to ensure adequate discectomy. Fluoroscopy may help in
ensuring clearance of the disc space while limiting the risk
of perforating the ventral, lateral or posteromedial annulus.

Sizing the Disc Space and Implant Preparation

Figure 8 - Trialing the disc space with Trials.

! !

25mm 28mm 32mm

Figure 9 - Determining appropriate
implant length inradiographic images.

Step 6 - Sizing the Disc Space

The disc space height is then sized using a series of paddle
distractors, reamer distractors, or trials (Fig. 8). The paddle
distractor, reamer-distractor, or trial size is serially
increased until the appropriate fit within the disc space is
achieved. The paddle distractor, reamer-distractor, or trial
should fit snugly within the disc space with distraction

released, but care must be taken to not oversize the implant.

Under sizing may contribute to a loss of lordosis and
inadequate stability for fusion, while over sizing may result
in difficult insertion of the implant and disruption of the
vertebral boney endplate along with possible graft
subsidence.

NOTE: The Trial footprint is available iall height and
width offerings A ridgeexists on the post of the trial at
28mm an@®2mm, and is designed to assist the surgeon
determining which implant length é&ppropriate from
radiographic images.(Fig. 9)

Sizing the Disc Space and Implant Preparation

e e ————— .,

Figure 10 - Implant assembled to the PEEK Cage Inserter.

&

Step 7 — LnK Interbody Lumbar Cage System
Preparation

Select the appropriately sized LnK Lumbar Interbody
Fusion Cage System implant and assemble it to the
appropriate PEEK Cage Inserter.(Fig. 10)
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NOTE:

« All TheLnK Lumbar Intebody Fusion Cage System
implants vhich are 25 -32mm in length/mm15mm in
height should be assembled

AAIl 11mm wideTheLnK Lumbar Intebody Fusion Cage
System

Implant Insertion

Step 8 - LnKlntervertebral Lumbar Cage System Cage
Insertion

Carefully insert the LnK Lumbar Interbody Fusion Cage
System implant gently and progressively into the disc
space. (Fig. 11) Optimal positioning maybe facilitated by
directing the implant obliquely until it contacts the ventral
annulus. Maintain posterior distraction until the implant
clears the posterior annulus. If difficulty is encountered, it
most likely represents a mechanical block to passage of the
implant. Check for adequacy of the discectomy and be sure
distraction is maintained. Then, reposition the implant as
needed. The distraction may be released slightly to
facilitate final positioning.

Based on surgeon preference, the PL Impactor may be used
to gently tamp the implant to its final position. (Fig.
12)Fluoroscopy may be useful in determining the
appropriate trajectory for insertion and appropriate final
positioning.

NOTE: Difficulty inserting the implantay be related to
an inadequate distractiomn undersized annulotomy or
oversizedmplant. Difficulty positioning the implant
anteriorly in its oblique orientation ancentrallywithin

the disc space may be relatedinadequate discectomy or
an oversizedimplant.

Figure 11 - Insert the LnK Lumbar Interbody Fusion Cage implant.

Place the LnK Cage implants in the Graft Block and pack it
with autogenous graft using the Graft Compactor. The
compacted graft should be flush with the upper and lower
surfaces of the implant, to later be in contact with the
endplates.

|

NOTE: TheLnK Lumbarinterbody Fusion Cage Systeém
indicated for use with autogenous bone graft only.

Figure 12 - Adjust position of the LnK Lumbar Interbody Fusion
Cage implant.

NOTE: Tovisually confirm the lordosis iestored in the
desired plane, the implamtust be inserted with the black
circular marker towards the lateral aspects in @lnlique
insertion

e
f 3
S
S
';’

Figure 13 - In oblique insertion black circular marker is towards
lateral aspect.(Obliqued Lordotic LnK Lumbar Interbody Fusion
Cage

implant shown)
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Placement of Autogenous Bone Graft

Figure 14 - Sagittal perspective of a centrally positioned
LnK Lumbar Interbody Fusion Cage implant.

Figure 15 - Anterior/posterior perspective of a centrally
positionedLnK Lumbar Interbody Fusion Cageimplant

Placement of Autogenous Bone Graft

Step 9 - Placement of AutogenousBone Graft

There are two titanium alloy markers, oriented
perpendicular to each other, embedded within the PEEK
material of the LnK Lumbar Interbody Fusion Cage
System implants, which are designed to help visually
confirm the implant’s position under fluoroscopy. One
marker is positioned horizontally at the anterior end and
the other marker is positioned vertically at the posterior
end of the implant.

In LnK Lumbar Interbody Fusion Cage System implants,
the vertical posterior marker and anterior horizontal marker
will appear as depicted, on a radiographic image of an
implant centered from left-to-right within the disc
space.(Fig. 14& 15)

Autogenous bone graft may be placed lateral, ventral and/or dorsal to the implanted LnK Lumbar Interbody Fusion Cage

System implant. (Fig. 16)

INTEROPERATIVE RESCUE:

The PEEK Cage Inserter can help torescue the implant if deemed medically necessary. Align the outer chamfered shaft with
the contours of the implant, thread the internal shaft into the implant and remove it. The internal shaft alone or a blunt nerve

hook may also be used.
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Figure 16 - Place autogenous bone graft around the LnK Lumbar Interbody Fusion Cage implant.

Posterior Fusion

Step 10 - Posterior Fusion

Since the interbody portion of the procedure is complete, distraction canbe released. If pedicle screws were not inserted
earlier in the procedure they may now be inserted. Vertical rods connect the screws together and gentle compression should
be applied betweenthe L4 and L5 screws bilaterally. This facilitates restoration of segmental lordosis and compression of the
LnK Lumbar Interbody Fusion Cage System implant and bone graft. Apply appropriate final torque tightening to all screws.
The remaining autogenous bone graft may be placed in the decorticated right L4-L5 facet to help promote posteriolateral
fusion. Intraoperative radiographs should be performed to confirm satisfactory position of the LnK Lumbar Interbody Fusion
Cage System implant, pedicle screws, and graft.

Remove Instrument

Step 11 —-Remove Instrument

Once the cage is in the correct position, distractor Handle is loosened and the distraction released.

The Distractor is gently removed while the Cage is held in position by the Implant inserter.

Additional hammer blows will ensure a secure fit. The Implant inserter is then released from the Cage. The Cage graft holder
may be used once the distractor has been removed

For the Cage Removal procedure (need to be removed)
The incision is made over the op- incision site. When the exposed site, place the Cage Holder to the Cage hole. And reverse

hit the cage holder with the slotted hammer for the cage extraction. And make sure that the cage has been removed
completely.

13



Procedure of ALIF

Skin Incision and Exposure of Disc Space

For anterior insertion, expose the inter vertebral disc, so
that there is clear space on either side of the vertebral
midline equal to one-half the width of the LnK ALIF Cage.

Create a window by cutting the anterior longitudinal ligament
and annulus fibrosus in a rectangular shape with its width equal
to that of the LnK ALIF Cage. A Trial Cage may be used to
determine the width of the window.

Disc Space Preparation

Distracting the Segment

Distraction of the segment is essential for restoration of
disc height, opening of the neural foramina, and stability of
the LnK ALIF Cage.

Through the window in the anterior longitudinal ligament
and annulus fibrosus, the disc material is resected and the
superficial layers of the cartilaginous endplates are
prepared until endplate bleeding is attained. Adequate
cleaning of the endplates is important for vascular supply
to the bone graft; however, preparation cleaning may
disrupt the endplate due to removal of the dense bony layer
of the endplate. The endplate should be prepared to match
the shape of the curvature of the superior and inferior
surfaces of the implant.

14



ALIF Cage Inserter.
Cage Size Selection Packing the Cage with Bone Graft

To aid packing the graft, the LnK ALIF Cage with the
Cage Inserter attached is set into the Bone Packing Block.
Use the Bone chip inserter to firmly pack the graft material
into the implant.

It is important to fill the Cage completely so that the graft
protrudes from the holes in the LnK ALIF Cage,
optimizing the blood supply to the graft.

To find the correct Cage size, begin with the Trial Cage
that corresponds to the LnK ALIF Cage size determined
during preoperative planning. Attach the Trial Cage to the
Trial Cage Holder.

When the segment is fully distracted, the LnK ALIF Trial
Cage must fit firmly with a tight press-fit between the
endplates such that disc height is not lost when the
Distractor is removed. Try smaller or larger Trial Cages as
needed.

Inserting the Cage

Once the Cage size has been determined, temporarily relax
the distraction

Take the LnK ALIF Cage that corresponds to the selected
Trial Cage and secure it to the LnK ALIF Cage Inserter.
With the correct LnK ALIF Cage, it is held with the LnK

Insert the prepared LnK ALIF Cage into the disc space.

Removing the Cage Holder

Check the position of the inserted LnK ALIF Cage.
Once the LnK ALIF Cage is placed in its correct position,
remove the Cage Inserter.

Remove Instrument

Once the cage is in the correct position, distractor Handle is loosened and the distraction released.

The Distractor is gently removed while the Cage is held in position by the Implant inserter.

Additional hammer blows will ensure a secure fit. The Implant inserter is then released from the Cage .The Cage graft holder
may be used once the distractor has been removed

Verifying the Cage Placement

The optimal position for the LnK ALIF Cage is centered within the periphery of the vertebral endplates.

The location of the LnK ALIF Cage relative to the vertebral bodies in the AP direction should be verified using an image
intensifier.

Closure
Check the left L4-L5 foramen and Lumbar Interbody Fusion site for any bone fragments or extraneous soft tissue. Once
satisfactory decompression of the exiting and traversing nerve roots is confirmed the wound should be closed.



LnKLumbar Intdrody Fusion Cage System

Set Configuration

PLIF PEEK Cage

""'
ruuN"

€ P
Dimension Dimension

PartNo.  —Timy ™ Wmm)  A®) Amm) | CAtNO Ty Wmm) . A() Hmm)
3410-2506 25 11 0 6 3410-2806 28 11 0 6
3410-2507 25 il 0 7 3410-2807 28 il 0 7
3410-2508 25 11 0 8 3410-2808 28 11 0 8
3410-2509 25 il 0 9 3410-2809 28 il 0 9
3410-2510 25 11 0 10 | 3410-2810 28 11 0 10
3410-2511 25 11 0 11 | 3410-2811 28 11 0 11
3410-2512 25 11 0 12 | 3410-2812 28 11 0 12
3410-2513 25 11 0 13 | 3410-2813 28 11 0 13
3410-2514 25 11 0 14 | 3410-2814 28 11 0 14
3410-2515 25 11 0 15 | 3410-2815 28 11 0 15
3410-2516 25 11 0 16 | 3410-2816 28 11 0 16
3414-2506 25 il 4 6 3414-2806 28 il 4 6
3414-2507 25 11 4 7 3414-2807 28 11 4 7
3414-2508 25 il 4 8 3414-2808 28 i 4 8
3414-2509 25 11 4 9 3414-2809 28 11 4 9
3414-2510 25 il 4 10 | 3414-2810 28 i 4 10
3414-2511 25 11 4 11 | 3414-2811 28 11 4 11
3414-2512 25 11 4 12 | 3414-2812 28 11 4 12
3414-2513 25 11 4 13 | 3414-2813 28 11 4 13
3414-2514 25 11 4 14 | 3414-2814 28 11 4 14
3414-2515 25 11 4 15 | 3414-2815 28 11 4 15
3414-2516 25 11 4 16 | 3414-2816 28 11 4 16
3418-2507 25 11 8 7 3418-2806 28 11 8 6
3418-2508 25 11 8 8 3418-2807 28 11 8 7
3418-2509 25 11 8 9 3418-2808 28 11 8 8
3418-2510 25 11 8 10 | 3418-2809 28 11 8 9
3418-2511 25 11 8 11 | 3418-2810 28 11 8 10
3418-2512 25 11 8 12 | 34182811 28 11 8 11
3418-2513 25 11 8 13 | 3418-2812 28 11 8 12
3418-2514 25 11 8 14 | 3418-2813 28 11 8 13

3418-2814 28 11 8 14

3418-2815 28 11 8 15

3418-2816 28 11 8 16
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Dimension Part No Dimension
Part No. L(mm) W(mm) A(°) H(mm) ’ L(mm) W(mm) A(°) H(mm)

3510-3206 32 11 0 6 3514-3206 32 11 4 6
3510-3207 32 11 0 7 3514-3207 32 11 4 7
3510-3208 32 11 0 8 3514-3208 32 11 4 8
3510-3209 32 11 0 9 3514-3209 32 11 4 9
3510-3210 32 11 0 10 3514-3210 32 11 4 10
3510-3211 32 11 0 11 3514-3211 32 11 4 11
3510-3212 32 11 0 12 3514-3212 32 11 4 12
3510-3213 32 11 0 13 3514-3213 32 11 4 13
3510-3214 32 11 0 14 3514-3214 32 11 4 14
3510-3215 32 11 0 15 3514-3215 32 11 4 15
3510-3216 32 11 0 16 3514-3216 32 11 4 16
3518-3206 32 11 8 6 3518-3212 32 11 8 12
3518-3207 32 11 8 7 3518-3213 32 11 8 13
3518-3208 32 11 8 8 3518-3214 32 11 8 14
3518-3209 32 11 8 9 3518-3215 32 11 8 15
3518-3210 32 11 8 10 3518-3216 32 11 8 16
3518-3211 32 11 8 11

TLIF PEEK Cage

L »
) O
Dimension Dimension
PartNo. =y Wmm)  A() Hmmy | CAtNO T T Wmm) . A Amm)

3610-2607 11 26 0 7 3610-2807 11 28 0 7
3610-2608 11 26 0 8 3610-2808 11 28 0 8
3610-2609 11 26 0 9 3610-2809 11 28 0 9
3610-2610 11 26 0 10 3610-2810 11 28 0 10
3610-2611 11 26 0 11 3610-2811 11 28 0 11
3610-2612 11 26 0 12 3610-2812 11 28 0 12
3610-2613 11 26 0 13 3610-2813 11 28 0 13
3610-2614 11 26 0 14 3610-2814 11 28 0 14
3610-2615 11 26 0 15 3610-2815 11 28 0 15
3610-2616 11 26 0 16 3610-2816 11 28 0 16
3614-2607 11 26 4 7 3614-2807 11 28 4 7
3614-2608 11 26 4 8 3614-2808 11 28 4 8
3614-2609 11 26 4 9 3614-2809 11 28 4 9
3614-2610 11 26 4 10 3614-2810 11 28 4 10
3614-2611 11 26 4 11 3614-2811 11 28 4 11
3614-2612 11 26 4 12 3614-2812 11 28 4 12
3614-2613 11 26 4 13 3614-2813 11 28 4 13
3614-2614 11 26 4 14 3614-2814 11 28 4 14
3614-2615 11 26 4 15 3614-2815 11 28 4 15
3614-2616 11 26 4 16 3614-2816 11 28 4 16
3618-2607 11 26 8 7 3618-2807 11 28 8 7
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3618-2608 11 26 8 8 3618-2808 11 28 8 8

3618-2609 11 26 8 9 3618-2809 11 28 8 9

3618-2610 11 26 8 10 3618-2810 11 28 8 10
3618-2611 11 26 8 11 3618-2811 11 28 8 11
3618-2612 11 26 8 12 3618-2812 11 28 8 12
3618-2613 11 26 8 13 3618-2813 11 28 8 13
3618-2614 11 26 8 14 3618-2814 11 28 8 14
3618-2615 11 26 8 15 3618-2815 11 28 8 15
3618-2616 11 26 8 16 3618-2816 11 28 8 16

Part No. Dimension Part No. Dimension
L(mm) W(mm) A(°) H(mm) L(mm) W(mm) A(°) H(mm)

3610-3007 11 30 0 7 3610-3207 11 32 0 7

3610-3008 11 30 0 8 3610-3208 11 32 0 8

3610-3009 11 30 0 9 3610-3209 11 32 0 9

3610-3010 11 30 0 10 3610-3210 11 32 0 10
3610-3011 11 30 0 11 3610-3211 11 32 0 11
3610-3012 11 30 0 12 3610-3212 11 32 0 12
3610-3013 11 30 0 13 3610-3213 11 32 0 13
3610-3014 11 30 0 14 3610-3214 11 32 0 14
3610-3015 11 30 0 15 3610-3215 11 32 0 15
3610-3016 11 30 0 16 3610-3216 11 32 0 16
3614-3007 11 30 4 7 3614-3207 11 32 4 7

3614-3008 11 30 4 8 3614-3208 11 32 4 8

3614-3009 11 30 4 9 3614-3209 11 32 4 9

3614-3010 11 30 4 10 3614-3210 11 32 4 10
3614-3011 11 30 4 11 3614-3211 11 32 4 11
3614-3012 11 30 4 12 3614-3212 11 32 4 12
3614-3013 11 30 4 13 3614-3213 11 32 4 13
3614-3014 11 30 4 14 3614-3214 11 32 4 14
3614-3015 11 30 4 15 3614-3215 11 32 4 15
3614-3016 11 30 4 16 3614-3216 11 32 4 16
3618-3007 11 30 8 7 3618-3207 11 32 8 7

3618-3008 11 30 8 8 3618-3208 11 32 8 8

3618-3009 11 30 8 9 3618-3209 11 32 8 9

3618-3010 11 30 8 10 3618-3210 11 32 8 10
3618-3011 11 30 8 11 3618-3211 11 32 8 11
3618-3012 11 30 8 12 3618-3212 11 32 8 12
3618-3013 11 30 8 13 3618-3213 11 32 8 13
3618-3014 11 30 8 14 3618-3214 11 32 8 14
3618-3015 11 30 8 15 3618-3215 11 32 8 15
3618-3016 11 30 8 16 3618-3216 11 32 8 16
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ALIF PEEK Cage

Part No. Dimension Part No. Dimension
L(mm)  W(mm) A(°) H(mm) L(mm) W(mm) A(°) H(mm)

3710-2408 24 32 0 8 3714-2409 24 32 4 9
3710-2409 24 32 0 9 3714-2410 24 32 4 10
3710-2410 24 32 0 10 3714-2411 24 32 4 11
3710-2411 24 32 0 11 3714-2412 24 32 4 12
3710-2412 24 32 0 12 3714-2413 24 32 4 13
3710-2413 24 32 0 13 3714-2414 24 32 4 14
3710-2414 24 32 0 14 3714-2415 24 32 4 15
3710-2415 24 32 0 15 3714-2416 24 32 4 16
3710-2416 24 32 0 16 3714-2417 24 32 4 17
3710-2417 24 32 0 17 3714-2418 24 32 4 18
3710-2418 24 32 0 18 3714-2419 24 32 4 19
3710-2419 24 32 0 19

3718-2409 24 32 8 9 3732-2409 24 32 12 9
3718-2410 24 32 8 10 3732-2410 24 32 12 10
3718-2411 24 32 8 11 3732-2411 24 32 12 11
3718-2412 24 32 8 12 3732-2412 24 32 12 12
3718-2413 24 32 8 13 3732-2413 24 32 12 13
3718-2414 24 32 8 14 3732-2414 24 32 12 14
3718-2415 24 32 8 15 3732-2415 24 32 12 15
3718-2416 24 32 8 16 3732-2416 24 32 12 16
3718-2417 24 32 8 17 3732-2417 24 32 12 17
3718-2418 24 32 8 18 3732-2418 24 32 12 18
3718-2419 24 32 8 19 3732-2419 24 32 12 19
3734-2409 24 32 14 9 3720-2908 29 38 0 8
3734-2410 24 32 14 10 3720-2909 29 38 0 9
3734-2411 24 32 14 11 3720-2910 29 38 0 10
3734-2412 24 32 14 12 3720-2911 29 38 0 11
3734-2413 24 32 14 13 3720-2912 29 38 0 12
3734-2414 24 32 14 14 3720-2913 29 38 0 13
3734-2415 24 32 14 15 3720-2914 29 38 0 14
3734-2416 24 32 14 16 3720-2915 29 38 0 15
3734-2417 24 32 14 17 3720-2916 29 38 0 16
3734-2418 24 32 14 18 3720-2917 29 38 0 17
3734-2419 24 32 14 19 3720-2918 29 38 0 18
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Part No. Dimension Part No. Dimension
L(mm) W(mm) A(°) H(mm) L(mm) W(mm) A(°) H(mm)

3720-2908 29 38 0 8 3724-2909 29 38 4 9
3720-2909 29 38 0 9 3724-2910 29 38 4 10
3720-2910 29 38 0 10 3724-2911 29 38 4 11
3720-2911 29 38 0 11 3724-2912 29 38 4 12
3720-2912 29 38 0 12 3724-2913 29 38 4 13
3720-2913 29 38 0 13 3724-2914 29 38 4 14
3720-2914 29 38 0 14 3724-2915 29 38 4 15
3720-2915 29 38 0 15 3724-2916 29 38 4 16
3720-2916 29 38 0 16 3724-2917 29 38 4 17
3720-2917 29 38 0 17 3724-2918 29 38 4 18
3720-2918 29 38 0 18 3724-2919 29 38 4 19
3720-2919 29 38 0 19
3728-2909 29 38 8 9 3742-2909 29 38 12 9
3728-2910 29 38 8 10 3742-2910 29 38 12 10
3728-2911 29 38 8 11 3742-2911 29 38 12 11
3728-2912 29 38 8 12 3742-2912 29 38 12 12
3728-2913 29 38 8 13 3742-2913 29 38 12 13
3728-2914 29 38 8 14 3742-2914 29 38 12 14
3728-2915 29 38 8 15 3742-2915 29 38 12 15
3728-2916 29 38 8 16 3742-2916 29 38 12 16
3728-2917 29 38 8 17 3742-2917 29 38 12 17
3728-2918 29 38 8 18 3742-2918 29 38 12 18

3742-2919 29 38 12 19
3744-2909 29 38 14 9 3744-2914 29 38 14 14
3744-2910 29 38 14 10 3744-2915 29 38 14 15
3744-2911 29 38 14 11 3744-2916 29 38 14 16
3744-2912 29 38 14 12 3744-2917 29 38 14 17
3744-2913 29 38 14 13 3744-2918 29 38 14 18

3744-2919 29 38 14 19
DLIF PEK Cage

Dimension Dimension
PartNo.  —Tiimy ™ wWmm)  A®) Amm) | CAtNO Ty Wmm) . AG) Amm)

3810-4008 18 40 0 8 3810-4508 18 45 0 8
3810-4009 18 40 0 9 3810-4509 18 45 0 9
3810-4010 18 40 0 10 3810-4510 18 45 0 10
3810-4011 18 40 0 11 3810-4511 18 45 0 11
3810-4012 18 40 0 12 3810-4512 18 45 0 12
3810-4013 18 40 0 13 3810-4513 18 45 0 13
3810-4014 18 40 0 14 3810-4514 18 45 0 14
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3810-4015 18 40 0 15 3810-4515 18 45 0 15
3810-4016 18 40 0 16 3810-4516 18 45 0 16
3816-4008 18 40 6 8 3816-4008 18 40 6 8

3816-4009 18 40 6 9 3816-4009 18 40 6 9

3816-4010 18 40 6 10 3816-4010 18 40 6 10
3816-4011 18 40 6 11 3816-4011 18 40 6 11
3816-4012 18 40 6 12 3816-4012 18 40 6 12
3816-4013 18 40 6 13 3816-4013 18 40 6 13
3816-4014 18 40 6 14 3816-4014 18 40 6 14
3816-4015 18 40 6 15 3816-4015 18 40 6 15
3816-4016 18 40 6 16 3816-4016 18 40 6 16
3830-4008 18 40 10 8 3830-4008 18 40 10 8

3830-4009 18 40 10 9 3830-4009 18 40 10 9

3830-4010 18 40 10 10 3830-4010 18 40 10 10
3830-4011 18 40 10 11 3830-4011 18 40 10 11
3830-4012 18 40 10 12 3830-4012 18 40 10 12
3830-4013 18 40 10 13 3830-4013 18 40 10 13
3830-4014 18 40 10 14 3830-4014 18 40 10 14
3830-4015 18 40 10 15 3830-4015 18 40 10 15
3830-4016 18 40 10 16 3830-4016 18 40 10 16
3832-4008 18 40 12 8 3832-4008 18 40 12 8

3832-4009 18 40 12 9 3832-4009 18 40 12 9

3832-4010 18 40 12 10 3832-4010 18 40 12 10
3832-4011 18 40 12 11 3832-4011 18 40 12 11
3832-4012 18 40 12 12 3832-4012 18 40 12 12
3832-4013 18 40 12 13 3832-4013 18 40 12 13
3832-4014 18 40 12 14 3832-4014 18 40 12 14
3832-4015 18 40 12 15 3832-4015 18 40 12 15
3832-4016 18 40 12 16 3832-4016 18 40 12 16

Part No. Dimension Part No. Dimension
L(mm)  W(mm) A(°) H(mm) L(mm) W(mm) A(®) H(mm)

3810-4508 18 45 0 8 3810-5008 18 50 0 8

3810-4509 18 45 0 9 3810-5009 18 50 0 9

3810-4510 18 45 0 10 3810-5010 18 50 0 10
3810-4511 18 45 0 11 3810-5011 18 50 0 11
3810-4512 18 45 0 12 3810-5012 18 50 0 12
3810-4513 18 45 0 13 3810-5013 18 50 0 13
3810-4514 18 45 0 14 3810-5014 18 50 0 14
3810-4515 18 45 0 15 3810-5015 18 50 0 15
3810-4516 18 45 0 16 3810-5016 18 50 0 16
3816-4508 18 45 6 8 3816-5008 18 50 6 8

3816-4509 18 45 6 9 3816-5009 18 50 6 9

3816-4510 18 45 6 10 3816-5010 18 50 6 10
3816-4511 18 45 6 11 3816-5011 18 50 6 11
3816-4512 18 45 6 12 3816-5012 18 50 6 12
3816-4513 18 45 6 13 3816-5013 18 50 6 13
3816-4514 18 45 6 14 3816-5014 18 50 6 14
3816-4515 18 45 6 15 3816-5015 18 50 6 15
3816-4516 18 45 6 16 3816-5016 18 50 6 16
3830-4508 18 45 10 8 3830-5008 18 50 10 8

3830-4509 18 45 10 9 3830-5009 18 50 10 9

3830-4510 18 45 10 10 3830-5010 18 50 10 10
3830-4511 18 45 10 11 3830-5011 18 50 10 11
3830-4512 18 45 10 12 3830-5012 18 50 10 12
3830-4513 18 45 10 13 3830-5013 18 50 10 13
3830-4514 18 45 10 14 3830-5014 18 50 10 14
3830-4515 18 45 10 15 3830-5015 18 50 10 15
3830-4516 18 45 10 16 3830-5016 18 50 10 16
3832-4508 18 45 12 8 3832-5008 18 50 12 8
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3832-4509 18 45 12 9 3832-5009 18 50 12 9

3832-4510 18 45 12 10 3832-5010 18 50 12 10
3832-4511 18 45 12 11 3832-5011 18 50 12 11
3832-4512 18 45 12 12 3832-5012 18 50 12 12
3832-4513 18 45 12 13 3832-5013 18 50 12 13
3832-4514 18 45 12 14 3832-5014 18 50 12 14
3832-4515 18 45 12 15 3832-5015 18 50 12 15
3832-4516 18 45 12 16 3832-5016 18 50 12 16

Part No. Dimension Part No. Dimension
L(mm)  W(mm) A(°) H(mm) L(mm) W(mm) A(°) H(mm)

3810-5508 18 55 0 8 3810-6008 18 60 0 8

3810-5509 18 55 0 9 3810-6009 18 60 0 9

3810-5510 18 55 0 10 3810-6010 18 60 0 10
3810-5511 18 55 0 11 3810-6011 18 60 0 11
3810-5512 18 55 0 12 3810-6012 18 60 0 12
3810-5513 18 55 0 13 3810-6013 18 60 0 13
3810-5514 18 55 0 14 3810-6014 18 60 0 14
3810-5515 18 55 0 15 3810-6015 18 60 0 15
3810-5516 18 55 0 16 3810-6016 18 60 0 16
3816-5508 18 55 6 8 3816-6008 18 60 6 8

3816-5509 18 55 6 9 3816-6009 18 60 6 9

3816-5510 18 55 6 10 3816-6010 18 60 6 10
3816-5511 18 55 6 11 3816-6011 18 60 6 11
3816-5512 18 55 6 12 3816-6012 18 60 6 12
3816-5513 18 55 6 13 3816-6013 18 60 6 13
3816-5514 18 55 6 14 3816-6014 18 60 6 14
3816-5515 18 55 6 15 3816-6015 18 60 6 15
3816-5516 18 55 6 16 3816-6016 18 60 6 16
3830-5508 18 55 10 8 3830-6008 18 60 10 8

3830-5509 18 55 10 9 3830-6009 18 60 10 9

3830-5510 18 55 10 10 3830-6010 18 60 10 10
3830-5511 18 55 10 11 3830-6011 18 60 10 11
3830-5512 18 55 10 12 3830-6012 18 60 10 12
3830-5513 18 55 10 13 3830-6013 18 60 10 13
3830-5514 18 55 10 14 3830-6014 18 60 10 14
3830-5515 18 55 10 15 3830-6015 18 60 10 15
3830-5516 18 55 10 16 3830-6016 18 60 10 16
3832-5508 18 55 12 8 3832-6008 18 60 12 8

3832-5509 18 55 12 9 3832-6009 18 60 12 9

3832-5510 18 55 12 10 3832-6010 18 60 12 10
3832-5511 18 55 12 11 3832-6011 18 60 12 11
3832-5512 18 55 12 12 3832-6012 18 60 12 12
3832-5513 18 55 12 13 3832-6013 18 60 12 13
3832-5514 18 55 12 14 3832-6014 18 60 12 14
3832-5515 18 55 12 15 3832-6015 18 60 12 15
3832-5516 18 55 12 16 3832-6016 18 60 12 16
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Instrument Set Configuration

LnKPLIF Cage System Instrument Set

Cat.No. Description Cat.No. Description
LC01-0106 Trial 6mm LC01-8002 PLIF Implant COVER
LC01-0106A Trial 6mm short LC01-8003 PLIF Implant LEG-STANDARD
LC01-0108 Trial(PLIF) 8mm LC01-8004 PLIF Implant LEG-ACCESSORY
LCO1-0108A Trial(PLIF) 8mm short LC01-0306 Sharp Reamer 6mm
LC01-0109 Trial(PLIF) 9mm LCO01-0306A Sharp Reamer 6mm short
LC01-0109A Trial(PLIF) 9mm short LC01-0307 Sharp Reamer(PLIF) 7mm
LC01-0110 Trial(PLIF) 10mm LC01-0307A Sharp Reamer(PLIF) 7mm short
LC01-0110A Trial(PLIF) 10mm short LC01-0308 Sharp Reamer(PLIF) 8mm
LC01-0111 Trial(PLIF) 11mm LC01-0308A Sharp Reamer(PLIF) 8mm short
LCO1-0111A Trial(PLIF) 11mm short LC01-0309 Sharp Reamer(PLIF) 9mm
LC01-0112 Trial(PLIF) 12mm LC01-0309A Sharp Reamer(PLIF) 9mm short
LC01-0112A Trial(PLIF) 12mm short LC01-0310 Sharp Reamer(PLIF) 10mm
LC01-0113 Trial(PLIF) 13mm LC01-0310A Sharp Reamer(PLIF) 10mm short
LC01-0113A Trial(PLIF) 13mm short LC01-0311 Sharp Reamer(PLIF) 11mm
LC01-0114 Trial(PLIF) 14mm LCO01-0311A Sharp Reamer(PLIF) 11mm short
LCO1-0114A Trial(PLIF) 14mm short LC01-0312 Sharp Reamer(PLIF) 12mm
LCO01-0115 Triall5mm LC01-0312A Sharp Reamer(PLIF) 12mm short
LC01-0115A Triall5mm short LC01-0313 Sharp Reamer(PLIF) 13mm
LC01-0116 Triall6mm LCO01-0313A Sharp Reamer(PLIF) 13mm short
LC01-0116A Triall6mm short LC01-0315 Sharp Reamer15mm
LC01-0206 Blunt Reamer 6mm LC01-0315A Sharp Reamer15mm short
LC01-0206A Blunt Reamer 6mm short LC01-0316 Sharp Reamerl16mm
LC01-0207 Blunt Reamer(PLIF) 7mm LC01-0316 Sharp Reamerl6mm short
LCO01-0207A Blunt Reamer(PLIF) 7mm short LC01-0314 Sharp Reamer(PLIF) 14mm
LC01-0208 Blunt Reamer(PLIF) 8mm LC01-0314 Sharp Reamer(PLIF) 14mm short
LC01-0208A Blunt Reamer(PLIF) 8mm short 06TR0306 Modular T-Handle
LC01-0209 Blunt Reamer(PLIF) 9mm LC01-0500 PLIF Cage Holder Long
LC01-0209A Blunt Reamer(PLIF) 9mm short LC01-0501 PLIF Cage Holder Short
LC01-0210 Blunt Reamer(PLIF) 10mm LC01-0600 Rasp (long)

LCO01-0210A Blunt Reamer(PLIF) 10mm short LC01-0601 Rasp (short)

LC01-0211 Blunt Reamer(PLIF) 11mm LC01-0602 Rasp with I-Handle (long)
LC01-0211A Blunt Reamer(PLIF) 11mm short LC01-0603 Rasp with I-Handle (Short)
LC01-0212 Blunt Reamer(PLIF) 12mm LC01-0700 Root Retractor

LC01-0212A Blunt Reamer(PLIF) 12mm short LC01-0800 PLIF Final Impactor

LC01-0213 Blunt Reamer(PLIF) 13mm LC01-0900 Slotted Hammer

LC01-0213A Blunt Reamer(PLIF) 13mm short LC01-1001 Curette Left Angled

LC01-0214 Blunt Reamer(PLIF) 14mm LC01-1002 Curette Right Angled
LC01-0214A Blunt Reamer(PLIF) 14mm short LC01-1003 Curette Triangular

LCO01-0215 Blunt Reamer 15mm LCO01-1300 Graft Holder

LC01-0215A Blunt Reamer15mm short LC01-9001 PLIF INSTRUMENT CONTAINER
LC01-0216 Blunt Reamer 16mm LC01-9002 PLIF INSTRUMENT COVER
LC01-0216A Blunt Reamer16mm short LC01-9003 PLIF INSTRUMENT UPPER TRAY
LC01-1400 Graft Impactor LC01-9004 PLIF INSTRUMENT MIDDLE TRAY
LC01-8001 PLIF Implant CONTAINER LC01-9005 PLIF INSTRUMENT LOWER TRAY
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LnK TLIF Cage System Instrument Set

Cat.No. Description Cat.No. Description
LC02-0107 Trial (TLIF) 26 X 7 (mm)
LC02-0108 Trial (TLIF) 26 X 8 (mm) LC02-0500 TLIF Cage Holder
LC02-0109 Trial (TLIF) 26 X 9 (mm) LC02-0590 TLIF Graft Holder
LC02-0110 Trial (TLIF) 26 X 10 (mm) LC02-0626 Rasp (TLIF) 26mm
LC02-0111 Trial (TLIF) 26 X 11 (mm) LC02-0626A Rasp (TLIF) 26mm short
LC02-0112 Trial (TLIF) 26 X 12 (mm) LC02-0632 Rasp (TLIF) 32mm
LC02-0113 Trial (TLIF) 26 X 13 (mm) LC02-0632A Rasp (TLIF) 32mm short
LC02-0114 Trial (TLIF) 26 X 14 (mm) LC02-0700 Root Retractor (TLIF)
LC02-0208 Trial (TLIF) 32 X 8 (mm) LC02-0800 Graft Impactor (TLIF)
LC02-0209 Trial (TLIF) 32 X 9 (mm) LC02-0801 BeyonettImpactor (TLIF) Straighted type
LC02-0210 Trial (TLIF) 32 X 10 (mm) LC02-0802 BeyonettImpactor (TLIF) Curved type 8
LC02-0211 Trial (TLIF) 32 X 11 (mm) LC02-0803 BeyonettImpactor (TLIF) Curved type 8
LC02-0212 Trial (TLIF) 32 X 12 (mm) LC02-0901 BeyonettOsteotomeStraighted
LC02-0213 Trial (TLIF) 32 X 13 (mm) LC02-0902 BeyonettOsteotome Left angled
LC02-0214 Trial (TLIF) 32 X 14 (mm) LC02-0903 BeyonettOsteotome right angled
LC02-0215 Trial (TLIF) 32 X 15 (mm) LC02-1001 Beyonett Curette Straighted
LC02-0216 Trial (TLIF) 32 X 16 (mm) LC02-1002 Beyonett Curette Left angled
LC02-0407 Blunt Reamer (TLIF) 7mm LC02-1003 Beyonett Curette right angled
LC02-0407A Blunt Reamer (TLIF) 7mm short LC01-1003 Curette Triangular
LC02-0408 Blunt Reamer (TLIF) 8mm 06TR0O306 Modular T-Handle
LC02-0408A Blunt Reamer (TLIF) 8mm short LC02-8001 TLIF Implant CONTAINER
LC02-0409 Blunt Reamer (TLIF) 9mm LC02-8002 TLIF Implant COVER
LC02-0409A Blunt Reamer (TLIF) 9mm short LC02-8003 TLIF Implant LEG-STANDARD
LC02-0410 Blunt Reamer (TLIF) 10mm LC02-8004 TLIF Implant LEG-ACCESSORY
LC02-0410A Blunt Reamer (TLIF) 10mm short LC02-9001 TLIF INSTRUMENT CONTAINER
LC02-0411 Blunt Reamer (TLIF) 11mm LC02-9002 TLIF INSTRUMENT COVER
LC02-0411A Blunt Reamer (TLIF) 11mm short LC02-9003 TLIF INSTRUMENT UPPER TRAY
LC02-0412 Blunt Reamer (TLIF) 12mm LC02-9004 TLIF INSTRUMENT MIDDLE TRAY
LC02-0412A Blunt Reamer (TLIF) 12mm short LC02-9005 TLIF INSTRUMENT LOWER TRAY
LC02-0413 Blunt Reamer (TLIF) 13mm
LC02-0413A Blunt Reamer (TLIF) 13mm short
LC02-0414 Blunt Reamer (TLIF) 14mm
LC02-0414A Blunt Reamer (TLIF) 14mm short
LC02-0415 Blunt Reamer (TLIF) 15mm
LC02-0415A Blunt Reamer (TLIF) 15mm short
LC02-0416 Blunt Reamer (TLIF) 16mm
LC02-0416A Blunt Reamer (TLIF) 16mm short
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LnK ALIF Cage System Instrument Set

Cat.No.

Description

Cat.No.

Description

LCAA-0008
LCAA-0009
LCAA-0010
LCAA-0011
LCAA-0012
LCAA-0013
LCAA-0014
LCAA-0015
LCAA-0016
LCAA-0017
LCAA-0018
LCAA-0019
LCAA-0408
LCAA-0409
LCAA-0410
LCAA-0411
LCAA-0412
LCAA-0413
LCAA-0414
LCAA-0415
LCAA-0416
LCAA-0417
LCAA-0418
LCAA-0415
LCAA-0808
LCAA-0809
LCAA-0810
LCAA-0811
LCAA-0812
LCAA-0813
LCAA-0814
LCAA-0815
LCAA-0816
LCAA-0817
LCAA-0818
LCAA-0819

Trial O Degree 24X32X8mm

Trial O Degree 24X32X9mm

Trial O Degree 24X32X10mm
Trial O Degree 24X32X11mm
Trial O Degree 24X32X12mm
Trial O Degree 24X32X13mm
Trial O Degree 24X32X14mm
Trial O Degree 24X32X15mm
Trial O Degree 24X32X16mm
Trial O Degree 24X32X17mm
Trial O Degree 24X32X18mm
Trial O Degree 24X32X19mm
Trial '4 Degree 24X32X8mm

Trial '4 Degree 24X32X9mm

Trial '4 Degree 24X32X10mm
Trial '4 Degree 24X32X11mm
Trial '4 Degree 24X32X12mm
Trial '4 Degree 24X32X13mm
Trial '4 Degree 24X32X14mm
Trial '4 Degree 24X32X15mm
Trial '4 Degree 24X32X16mm
Trial '4 Degree 24X32X17mm
Trial '4 Degree 24X32X18mm
Trial '4 Degree 24X32X19mm
Trial '8 Degree 24X32X8mm

Trial '8 Degree 24X32X9mm

Trial '8 Degree 24X32X10mm
Trial '8 Degree 24X32X11mm
Trial '8 Degree 24X32X12mm
Trial '8 Degree 24X32X13mm
Trial '8 Degree 24X32X14mm
Trial '8 Degree 24X32X15mm
Trial '8 Degree 24X32X16mm
Trial '8 Degree 24X32X17mm
Trial '8 Degree 24X32X18mm
Trial '8 Degree 24X32X19mm

LCAA-1208
LCAA-1209
LCAA-1210
LCAA-1211
LCAA-1212
LCAA-1213
LCAA-1214
LCAA-1215
LCAA-1216
LCAA-1217
LCAA-1218
LCAA-1219
LCAA-1408
LCAA-1409
LCAA-1410
LCAA-1411
LCAA-1412
LCAA-1413
LCAA-1414
LCAA-1415
LCAA-1416
LCAA-1417
LCAA-1418
LCAA-1419
LCAB-0008
LCAB-0009
LCAB-0010
LCAB-0011
LCAB-0012
LCAB-0013
LCAB-0014
LCAB-0015
LCAB-0016
LCAB-0017
LCAB-0018
LCAB-0019

Trial '12 Degree 24X32X8mm
Trial '12 Degree 24X32X9mm
Trial '12 Degree 24X32X10mm
Trial '12 Degree 24X32X11mm
Trial '12 Degree 24X32X12mm
Trial '12 Degree 24X32X13mm
Trial '12 Degree 24X32X14mm
Trial '12 Degree 24X32X15mm
Trial '12 Degree 24X32X16mm
Trial '12 Degree 24X32X17mm
Trial '12 Degree 24X32X18mm
Trial '12 Degree 24X32X19mm
Trial '14 Degree 24X32X8mm
Trial '14 Degree 24X32X9mm
Trial '14 Degree 24X32X10mm
Trial '14 Degree 24X32X11mm
Trial '14 Degree 24X32X12mm
Trial '14 Degree 24X32X13mm
Trial '14 Degree 24X32X14mm
Trial '14 Degree 24X32X15mm
Trial '14 Degree 24X32X16mm
Trial '14 Degree 24X32X17mm
Trial '14 Degree 24X32X18mm
Trial '14 Degree 24X32X19mm
Trial O Degree 29X38X8mm
Trial O Degree 29X38X9mm
Trial O Degree 29X38X10mm
Trial O Degree 29X38X11mm
Trial O Degree 29X38X12mm
Trial O Degree 29X38X13mm
Trial O Degree 29X38X14mm
Trial O Degree 29X38X15mm
Trial O Degree 29X38X16mm
Trial O Degree 29X38X17mm
Trial O Degree 29X38X18mm
Trial O Degree 29X38X19mm
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Cat.No.

Description

Cat.No.

Description

LCAB-0408
LCAB-0409
LCAB-0410
LCAB-0411
LCAB-0412
LCAB-0413
LCAB-0414
LCAB-0415
LCAB-0416
LCAB-0417
LCAB-0418
LCAB-0415
LCAB-0808
LCAB-0809
LCAB-0810
LCAB-0811
LCAB-0812
LCAB-0813
LCAB-0814
LCAB-0815
LCAB-0816
LCAB-0817
LCAB-0818
LCAB-0819
LCAB-1208
LCAB-1209
LCAB-1210
LCAB-1211
LCAB-1212

Trial 4 Degree 29X38X8mm
Trial 4 Degree 29X38X9mm
Trial 4 Degree 29X38X10mm
Trial 4 Degree 29X38X11mm
Trial 4 Degree 29X38X12mm
Trial 4 Degree 29X38X13mm
Trial 4 Degree 29X38X14mm
Trial 4 Degree 29X38X15mm
Trial 4 Degree 29X38X16mm
Trial 4 Degree 29X38X17mm
Trial 4 Degree 29X38X18mm
Trial 4 Degree 29X38X19mm
Trial 8 Degree 29X38X8mm
Trial 8 Degree 29X38X9mm
Trial 8 Degree 29X38X10mm
Trial 8 Degree 29X38X11mm
Trial 8 Degree 29X38X12mm
Trial 8 Degree 29X38X13mm
Trial 8 Degree 29X38X14mm
Trial 8 Degree 29X38X15mm
Trial 8 Degree 29X38X16mm
Trial 8 Degree 29X38X17mm
Trial 8 Degree 29X38X18mm
Trial 8 Degree 29X38X19mm
Trial 12 Degree 29X38X8mm
Trial 12 Degree 29X38X9mm
Trial 12 Degree 29X38X10mm
Trial 12 Degree 29X38X11mm
Trial 12 Degree 29X38X12mm

LCAB-1213
LCAB-1214
LCAB-1215
LCAB-1216
LCAB-1217
LCAB-1218
LCAB-1219
LCAB-1408
LCAB-1409
LCAB-1410
LCAB-1411
LCAB-1412
LCAB-1413
LCAB-1414
LCAB-1415
LCAB-1416
LCAB-1417
LCAB-1418
LCAB-1419
LCAH-5100
LCAI-5200
LCA0-8001
LCA0-8002
LCA0-9001
LCA0-9002
LCA0-9003
LCA0-9004
LCA0-9005

Trial 12 Degree 29X38X13mm
Trial 12 Degree 29X38X14mm
Trial 12 Degree 29X38X15mm
Trial 12 Degree 29X38X16mm
Trial 12 Degree 29X38X17mm
Trial 12 Degree 29X38X18mm
Trial 12 Degree 29X38X19mm
Trial 14 Degree 29X38X8mm
Trial 14 Degree 29X38X9mm
Trial 14 Degree 29X38X10mm
Trial 14 Degree 29X38X11mm
Trial 14 Degree 29X38X12mm
Trial 14 Degree 29X38X13mm
Trial 14 Degree 29X38X14mm
Trial 14 Degree 29X38X15mm
Trial 14 Degree 29X38X16mm
Trial 14 Degree 29X38X17mm
Trial 14 Degree 29X38X18mm
Trial 14 Degree 29X38X19mm
ALIF Cage Holder

ALIF Final Impactor

ALIF Implant CONTAINER
ALIF Implant COVER

ALIF INSTRUMENT CONTAINER

ALIF INSTRUMENT COVER
ALIF Instrument Upper Tray
ALIF Instrument Middle Tray

ALIF Instrument Lower Tray
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LnK DLIF Cage System Instrument Set

Description Cat.No. Description Cat.No.
Trial 8 mm LC04-0108 Broach 10x18mm LC04-0710
Trial 9 mm LC04-0109 Broach 11x18mm LCk-0711
Trial 10 mm LC(4-0110 Broach 12x18mm LC(k-0712
Trial 11 mm LC(4-0111 Broach 13x18mm LC(k-0713
Trial 12 mm LC(4-0112 Broach 14x18mm LC04-0714
Trial 13 mm LC(4-0113 Broach 15x18mm LC}-0715
Trial 14 mm LC(4-0114 Broach 16x18mm LC(}-0716
Trial 15 mm LCM-0115 Broach 17x18mm LC®-0717
Trial 16 mm LC04-0116 Broach 18x18mm LC(-0718
Trial 17 mm LCH-0117 Broach 19x18mm LCM-0719
Trial 18 mm LC%-0118 Inserter LCM-0801
Trial 19 mm LC04-0119 Implant Tamp LC(4-0901
Distractor LCO-0501 T-Handle LC%-0400
Curette Straight LC04-1201 DLIF Implant CONTAINER LCM-8001
Curette Left Angled LCM-1202 DLIF Implant COVER LCM-8002
Curette Right Angled LC04-1203 DLIF Implant LEGSTANDARD LC04-8003
Curette Down Angled LC04-1204 DLIF Implant LEGACCESSORY LC04-8004
Curette Up Angled LC(}4-1205 DLIF INSTRUMENT CONTAINER LC04-9001
Chisel Straight LC04-0601 DLIF INSTRUMENT COVER LC04-9002
Chisel Curved LCM-0602 DLIF INSTRUMENT UPPER TRAY LCk-9003
Broach 8x18mm LCM-0708 DLIF INSTRUMENT MIDDLE TRAY LCM-9004
Broach 9x18mm LCH-0709 DLIFINSTRUMENT LOWER TRAY LCk-9005

27



LnKLumbar Intdody Fusion Cage System 6. Mental iliness,

7. Anyother condition which would preclude the potential
PURPOSE benefit of spinal implant surgery, stoh pesence of
This device is a PEEK (POLYETHERETHERKET@ME)rs or congenital abnormalities, fracture local to the
fusion device intended for stabilization use and to prapetating site, elevatioseginentation rate unexplained
bone fusion during the normal healing process folldwirather diseases, elevaifowhite blood count (WBC),
surgical correction of disorders of the spine. The prodacmarkddft shift in the WBC differential count.
should be implanted only by a ipimysibo is thoroughly 8. Suspected or documented allergy or intolerance to

knowl edgeabl e in t he i nconipesitetmaterialsmat er i al and surgi c
aspects and who has hestructed as to its mechanicab. Any case not needing a fusion,
and material applications and limitations. 10. Any case not described in the indications,

11. Any patieahwilling to cooperate with postoperative
DESCRIPTION instructions.

TheLnKLumbar Intero d y F u s i o nimplaugtsyy el2.SPatentse with a known hereditary or acquired bone
are interbodysion devices intended for use as an aidfiability or calcification problem shouldcootsioered
spinal fixation. These hollow, rectangular implantsfaarthis type of surgery.
offered in a variety of widths, lengths, heights and loddbti€these devices must not be used for pediatric cases,
angles designed to adapt to a variety of patient anatontesghere the patient still has general gieiefl.
They have serrations on therisu@nd inferior surfaces 14. Spondylolisthesis unable to be reduced to Grade 1.
designed for fixation, ergonomically shaped anterior etlges\ny case where the implant components selected for
and flat posterior edges. Radiopaque markers have Umemwould be too large or too small to achiecessful
embedded within the implants, which are designed toraiont.
for visualization in radiographic images 16. Any case that respiithe mixing of metals from two
Surgical apprcia different components or systems.
MPLIF(Posterior Lumbar Intervertebral body Fusion) AEEWKny patient having inadequate tissue coverage over
Cage System is to be implanted via posterior approactine operative site or inadequate bone stozktar
ALIF(Transforaminal Lumbar Intervertebral body Fubrny patient in which implant utilization would interfere
PEEK Cage System is to be implanted via transforamitial anatomical rugttures or expected physiological
approach. performance.
A\LIF(Anterior Lumbatervertebral body Fusion) PEEKO. Prior fusion at the level to be treated.
Cage System is to be implanted via anterior approachAlthough not absolute contraindications, conditions to be
ADLIF (Direct Later al | cohsalered s poterial fattors Hagsidgy this Flevied o n ) P
CageSystem it be implanted via direct lateral approadatclude:
It can be used in an open approach and a percutane@esvere bone resorption.
approach with MIS instrumentation. 2.0steomatia.

3.Severe osteoporosis
INDICATIONS
LnKLumbar Inteody Fusion Cage System is indicated ROTENTIAL ADVERSH-ECTS
intervertebral body fusion procedures in skeletally matwerse effects may occur when the device is used either
patients with degenerative disc disease (DDD) at ométloior without associated instrumentation.
two contiguous levels fron81L.DDD is defined as The potential risk of adverse effects as a result of
discogenic back pain with degeneration of the disgement and mstabilization may increaseaises
confirmed by patient history and radiographic studibere associated complementary support is not employed.
These DDD patients may also have up to GradPBotential adverse events include but larétedtto:
spondylolisthesis or retrolisthesis at the involtetimplant migration.
level(s).This device is taubel with autogenous bone 2. Breakage of the device(s).
graftLnKLumbar Inteody Fusion Cage System is to b8. Foreign body reaction to the implants including possible
used with supplemental fixation. Patients should hauaretr formation, autmime disease, and/
least six (6) months of oparative treatment prior toor scarring.

treatment with an intervertebral cage 4. Pressure on the surrounding tissues or organs.

5. Loss of proper spinal curvature, correction, height,
CONTRAINDICATIONS and/or reduction.
Thisdevice is not intended for cervical spine use. 6. Infection.
Contraindications include, but are not limited to: 7. Bone fracture or stress shielding at, above, or below the
1. Infection, local to the operative site level of surgery.
2. Signs of local inflammation, 8. Norunion (or pseudoarthrosis).
3. Fever or leukocytosis, 9. Loss of neurological function, appearance of
4. Morbid obesity, radiculopathy, dural tears, and/or development of pain.
5. Pregnancy, Neurovascular compromise including paralysis temporary
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or permanent retrograde ejaculatiovalés, or other intermediary between the company and the patient,

types aerious injur@erebral spinal fluid leakage. the important medical informatien igivhis document

10. Haemorrhage of blood vessels and/or hematomasshould be conveyed to the patient.

11. Discitis, arachnoiditis, and/or other types of

inflammation. Caution: Federal law (USA) restricts these devices to
12. Deep venous thrombosis, thrombophlebitis, amsdlerby or on the order of a physician.

pulmonary embolus.

13. Bone graft dosite complication. THE CHOICE OF IMPLANTS

14. Inability to resume activities of normal daily living. The choice of proper shape, size and design of the implant
15. Early or late loosening or movement of the device(e). each patientdeucial to the success of the surgery.
16. Urinary retention or loss of bladder control or dthersurgeon is responsible for this choice which depends
types of urological system compromise. on each patient. Patients who are overweight may be
17. Scar formation polss causing neurological responsibldor additional stresses and strains on the
compromise or compression around nerves and/or pattevice which can speed up implant fatigue anttior lead
18. Fracture, microfracture, resorption, damage,dedormation or failure of the implants. The size and shape
penetratiorof any spinal bone (including the sacruof,the bone structures determine the size, shape and type
pedicles, and/or vertebral body) and/or bone graft ordfortee implants. Once implanted, the implants are
graft harvéssite at, above, and/or bdlmvlevel of subjected to stresses and strains. These repeated stresses
surgery. Retpulsed graft. on the implants must bestaintacconsideration by the

19. Herniated nucleus pulposus, disc disruptionsuogeon at the time of the choice of the implant, during
degeneration at, above, or below the level of surgery.implantation as well as in theopesative follayp

20. Loss of or increase in spinal mobility or function. period. Indeed, the stresses and strains on the implants
21. Reproductive systcompromise, including sterilitynay cause fatigue or fracture or deformation of the

loss of consortiuamd sexual dysfunction. impénts, before the bone graft has become completely
22. Development of respirgalylems, e.g. pulmonary consolidated. This may result in further side effects or
embolism, atelectasis, brongrigsimonia,etc. necessitate the early removal of thesystieesis device.

23. Change in mental status.
24. Cessation of any potegtialvth othe operated INFORMATION FOR PATIENTS

portiorof the spine. The surgeon must discuss all physical and psychological
25. Death. limitéions inherent to the use of the device with the patient.

This includes the rehabilitation regimen, physical therapy,
WARNINGS AND PRECAUTIONS and wearing an appropriate orthosis as prescribed by the

A successful result is not always achieved in every supbigsitian. Particular discussion should be directed to the
case. This fact is especially true in spigaty where issues of prematurdghie bearing, activity levels, and the
otherpatient conditions may compromise the results. tésressity for periodic medical-fgllovhe surgeon must
of thisproduct without bone grafin cases that do not warn the patient of the surgical risks and made aware of
develop a union will not be succéasfaperative and possible adverse effects. The surgeon must warn the
operating procedures, including knowledge of surgat&nt that the device cannot and does cateréi
techniques, good reduction, amrect selection and flexibility, strength, reliability or durability of normal healthy
placement of the implants are impmmteiderations in bone, that the implant can break or become damaged as a
the successful utilizatidrthe system by the surgeonresult of strenuous activity or trauma, and that the device
Further, the proper selection and the compliance omthe need to be replaced in the future. If the patient is
patient will greadffect the results. Patients who smokevolvd in an occupation or activity which applies
have been shown to have a reduced incidence of bumédinate stress upon the implant (e.g., substantial
fusionTheg patients should be advised of this fact amdlking, running, lifting, or muscle strain) the surgeon must
warned of this consequence. Obese, malnourished, andVime the patient that resultant forces can cause failure of
alcohol / drug abuse patients and those with poor mtiszldevice. Patients who smolelieen shown to have
and bone quality and / or nerve pamlysidso poor an increased incidence of-umions. Surgeons must
candidates for spinal fusion. advise patients of this fact and warn of the potential
TheLnKLumbar Inteody Fusion Cage Systex® not  consequences. For diseased patients with degenerative
been evaluated for safety and compatibility in thedid&ase, the progression of degenerative disease may be
environment. THenK Lumbar Inteody Fusion Cage so advanced atethltime of implantation that it may
Systenhas not been tested for heating or migration instifestantially decrease the expected useful life of the
MR environment. appliance. In such cases, orthopaedic devices may be
Patients with previous spirrglesy at the levels to be considered only as a delaying technique or to provide
treated may have different clinical outmmmaeered to  temporary relief. Patients with previous spinal surgery at
those with a previous surgery. the level(s) to be treated may have different clinical
outcomes compared to those without a previous surgery.
PHYSICIAN NOTAthough the physician is the learned
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PREOPERATIVE PRECAUTIONS

The surgical indication and the choice of implants HMRBLANT REMOVAL

take into account certain important criteria such as: If fusio / bone graft growth occurs, the device will be
ApPatienténvolved in an occupation or activity that appilesply integrated into the bony tissues. As a result, the
excessive loading upon the implant (e.g., substdntidlLumbar Inteody Fusion Cage Systamnot

walking, running, lifting, or muscle strain) may b@tahded to be removed unless the management of a
increased risk for failure of the fusion and/or the deviceomplication or adverse event requires the removal. Any
A Surgeons must instruct patientdefail about the decision by a physician to remove the device should take
limitations of the implants, including, but not limited timttheonsideration such factors as:

impact of excessive loading through patient weigh&Tbe risk to the patient of the additional puogemdlire
activity, and be taught to govern their activities accordisghell as the difficulty of removal.

The procedure will not restore function to the IAWigration of the implant, with subsequent pain and/or
expected with a normal, healthy spine, and the patientological, articular or soft tissue lesions.

should not have unrealistic functional expectations. APain or abnormal sensations due to the presence of the
A A condition of senility, mental illness, chemiogblants.

dependence or alcoholism. These conditions among diméestion or inflammatory reaction

may cause the patients to ignore ceeéssary AReduction in bone density due to the different distribution
limitations and precautions in the use of the imptdmhechanical and physiological stresses and strains.
leading to failure and other complications.

AForeign body sensitivity. Where material sensitivigABKAGING

suspected appropriate tests must be made prior to m&erigbonents should only be accepted if received with the
implantation. factory packaging and lab@titagt.All setsshould be
ASurgeons musthase patients who smoke have beararefully inspected before .Useparticular, check for
shown to have an increased incidenceuaforn Such completeness of the set and integrity of the components
patients must be advised of this fact and warned oérnbéor instruments. Any damaged packaging and/or
potential consequences. product must be returnedi¢ BIOMED

ACare must be taken to protect the components from
marred, nicked, or notc®ed result of contact with metaEXAMINATIORDR GENERAL INSTRUMENTS

or abrasive objects. Instrments must always be examined by the user prior to
use in surgery.
INTRAOPERATIVE PRECAUTIONS Examination should be thorough, and in particular, should

AThe insertion of the implants must be carried out uaskeyinto account a visual and funaigpedtion of the
instruments designed and provided for this purpose amdrking surfaces, pivots, racks, spring or torsional
accordance with the specific implantation instructiongpération, cleardss of locatidmoles or cannulations,
each implant. Those detailed instructions are providaddinthe presence of any cracks, bending, bruising or
the surgical technique brochure supplid Bjomed distortion, and that all compoérte instrument are

ADiscard all damaged or mishandled implants. complete.

ANever reuse an implant, even though it may appeser use instruments with obvious signs of

undamaged. excessive wear, damage, or that are incomplete or
otherwiseunfunctional.

POSTOPERATIVE PRECAUTIONS

Prio to adequate maturation of the fusion mass, impleé®T&RAGE AND HANDLING

spinal instrumentation may need additional helpL&k BIOMERo., Lt8 LnK Lumbar Interbody Device
accommodate full load bearing. External support mahddd be stored andry environment, protected from
recommended by the physician from two to four malithest sunlight and at an ambient temperature in their
postoperatively or untdys or otherqredures confirm original packaging.

adequate maturation of the fusion mass; external

immobilization by bracing or casting be emplogdd=ANING AND STERILIZATION

Surgeons must instruct patients regarding appropriatérgidnts are supplied-stenile and are for single use
restricted activities during consolidation and maturatiomlforSo leimplants used in surgery must be sterilized by
the fusion mass dmder to prevent placing excessivthe hospital prior to .usgtherwise, Instruments are
stress on the implants which may lead to fixation or ingplaplied nesterile and may beusedInstruments must
failure and accompanying clinical problems. Surgbenshoroughly cleaned ptmr sterilization. Trained
must instruct patients to report any unusual changes peteennel must perform cleaning and mechanical
operative site to his/her physician. Thaéaphgsist inspection prior to sterilization.

closely monitor the patient if a change at the site haslWeless just removed from an unop&i€dBIOMED
detectedPatients with previous spinal surgery at theckage, all instruments and implants must be
level(s) to be treated may have different clinical outcdisassembled (if applicable) and cleaned using neutra
compared to those without a previous surgery. cleaners before sterilization and introductosténtie
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surgical field or (if applicable) return of the pidtiict tc5T79.&K BIOMERcommends the following parameters:

BIOMED METHOL CYCLE TEMPERATUR = DSURE
Manual Cleaning procedure 15 Minutes
1. Use the neutral pH enzyme soaking solution thatdi@aam | Gravity| 270°F (132°C)|  (Dry time,
been prepared. 15~30 Minutes

2.Completely submetige instrument in enzyme solutioft js importanttote that a sterilization (F&pcleared)

and allow it to soak for 20 minutes(water temperatures & be used.package or sterilization container system
45°C). Use a sdiftistled brush to gently clean the devigRould be used to enclthee case or tray in order to
(particular attention shall be given to crevices, lum@Bmtain sterility.

mated surfaces and other-toanldan areas)ntil all  Although the treatment of the instrument, materials used,
visible soil has been removed. Lumens should be clegi¢@etails sterilization have an importanteffect, for all
with a long, narrow, -bofitled brush (i.e. pipe cleanepractical purposes, there is no limit to the number of times

brush). _ instruments can be resterilized.
Note: The enzyme solution should be changed on a

regular basis in order to ensure its effectiveness. PRODUCT COMPLAINTS

3. Remove the devimem the enzyme solution and rinsgny Health Care Professional (e.g., customer or user of
in purified water (from one or any combination Oftﬁﬁesystem of products), who hasmmpyantsr who
following processes: dilier, RO,DI and/or distilled) for fas experienced any dissatisfaction in the product quality,
minimum of 3 minutes. Thoroughly flush lumens, holegigngty, durability, reliability, safety, effectameiess

other difficult to reach areas. (wateraempe385°C).  performance, should notify the distridi&st BIOMED
4.Prepare the_negtral pH cleaning (detergent) solutiorrgpfler, if any of the implaspitl system comporsnt(

place in a sonication unit. ever malfunctions, (i.e., does not meet any of its
5. Completely submerge device in cleaning solutiongibrmance specificatimnstherwise does not perform
sonicate for 10 minutes, preferably5at kbdz. (water a5 intended), or is suspected of doing so, the distributor
temperature: 55°C). should be notifisdmediately. If ab&K BIOMEDo.,

6. Rinse instrumein purified water (from one or antdgpr oduct ever fAmal functionso
combination of the following processefitar|tf@O, DI contributed to theath or serious injury of a patient, the
and/or distilled) thoroughly for at least 3 minutes orgigiHbutor should be notified immediately by telephone, fax
there is no sign of blood or soil in the rinse stream. (Wiagitten correspondence. When filing a complaint, please

temperature: 35°C). _ provide the compongnigme and numbdet,number(s),
7.Repeat 8ps 5 and 6 with freshly prepared cleaniigr name and address, the nature of the complaint and
solution. notification of whether a wrigigort from the distributor

8.Dry the instrument with a clean, disposable, absorRepiguested.
nonshedding wipe.

) FURTHER INFORMATION
Automated cleaning procedure Recommended directions for use of this system are
Automated  washer/disinfector ~ systems are  A@iilable at rahargeupon request. If further information

recommended as the sole cleaning methothi@x s needed or required, please chéi#ed@IOMED.C.
surgical instruments. These instruments should be cleaned

following the manual cleaning procedure above. ——
automated system may be used as aifplosthod but F
is not required. =S

CAUTION: =,
AJse of corrosive products and/or instruments incluumny
abrasive sponges and metal brushes should be avoided.
Avisually inspect the devices under normal room lighting
condition to verify all foreign debris has been removed.
Averify that the instruments are in operation condition.

Manufactured by:

Sterilization L&K BIOMEDx, Ltd
All implants and instruments used in surgery mustibBgho, 145, Gasandigital 1-ro, Geumcheon-gu,

sterilized by the hospital prior to use. Remove Saflul,153-787 Korea
packaging materials prior to sterilization. Only stEhf@e:+82.2.70.7600.6064
products should be placed in the operative fi ..m;b?ozﬁféﬁizfﬁl‘m
Sterilization: recommended method to achieve a degree of

sterility equal to at least.Tie greity displacement

sterilization parameters we suggested comply with AAMI
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