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A New Pathway for Spine Therapy
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BESCRIPTION;
The & 4.5mm BONE-LOK™ PLS IMPLANT with ELASP® {Comprasaion Locking Ancher with Secondary Purchase) Technology, with a self retaining washer is fabricated from a medical grade Titanium
6AL-4V alloy and is available in a 36-40mm length range.
The purpese of the implants {s to stabilize \he posterior efements of B spinal level, allowing for the rormal Feallng process 1o create a selid boty fusion across the disc space, The dewices are not
Intended (o lake Ihe full load of the spinal segment or be loaded for Ihe life of he palient, If ihera 2 delayed fusion or pseudoarthrosis, Iha Implant could eventually break,
The operallng surgeon must be horoughly knowledgeabla in the medical and surgical aspacts, es well as the mechanical aad medaliurgical aspects of (hese implants. In onder for successful fing!
outcome, posloperalive care is of exireme imporianca. The patlenl musl be informed that non-complfance with postoperalive inalruclions may lead lo the ldosering or breskage of the implant, requiring a
possible revision procedure. Factors such as lhe patient's welght, activity lewval, and adh to pestoperative Instructions, are all conduclive te The lifa of the implant,
INDICARIONS FOR USE:
The i3 4.5mm BONE-LOK® PLS IMPLANT is indicaled for spondylolisihests, spondylalysis. degeneralive disc disease (DDD) as defined by neck and/or back pain of dfacogenic origin s conlirmed by
radiegraphic studies, degenaration of the facate with Instability and fractura, pagudoarthrosis, or failed pravious fusion.
The intended use of the.¢: 4.5mm SONE-LOK® PLS IMPLANT is fo stabilize 1he spine as an ald Lo fusion ttreugh bilaleral immobllization of the facel joints. The & 4.5mm BONE-LOK™ PLS IMPLANT
may be used 1o supplemen legally marksted tusion products in order Lo creale an anteriorfpostarior fixation as an aid to fusion, The & 4 5mm BONE-LOK® PLS IMPLANT iz Intended for tumbar bilateral
facst flxation, wilh or wilhout bane graft, at single or multipte levsls from L1 1o 81, The Intended use of the assoclated manual surgical insiruments is to aid in the implantation of the @ 4.5mm BONE-LOK*
PLS IMPLANT,
CONTRAINDICATIONS;
- - An allergy to litanium or Hianfum alley
- Spinal anatomy or tisense thal would prevent implantation of the device or cause the device to be unstable in Ihe hady, such as-

- significant Instabllily of the lumbar spine, 8.g., lsihmic spondylollsihesis or deganerative spondylolisthesis graater 1han grade 1.5 (of 4)

- an ankylosad segment at Ine aHected level(s)

- acute fracture of the pars interarticularis

- significant scoliosis
- Neural sompresslon causing neurogenic bowel or bladder dysfunction;
- Diagnosis of severe osteoporosis
- Active systemic infection or infection localized to the site of implantation.
WARNINGS:
Tha foltewing are specific warnings, pracautions, and adverse effects, which must be understood by the operating surgeon and given to the patient. These vearnings do not includa all adverse effects,
which may occur with the surgical precedure in general, but are important conslderatlons, which are specific to metallic fixation devices. General surgical risks nzed to be explalned to Ihe patient, prior to
Ihe procedure.
The 1 4.5mm BONE-LOK™ PLS IMPLANTS are Intended only for uge as spacifled above in tha Indications for Use sactlon. in he lumbar spine Ihe & 4.5mm BONE-LOK® PLS IMPLANT is intended
oy for Ihe following: transfacet pedicular screw for bilateral posterior Axatlon (ranging from L1 to $1). It used with anterior fusion praduct the manufactutec's Indicallons for Use shall apply.
Correcl imptant selection - While proper salection of the Implant is imporant in minimizing fisks, the size and shape of the palienl's bones also muslhe considered.
Falled Fuglan — Matallic implsnl devices cannet withstand Ihe same activily lavels or loads equal ta those placed on nomal heaithy spines. These devices are not designed 16 withstand the full weight
beafing load. I fuslon is delayed, or a pseudoarihrosls occurs, the impiant may break. The patient shouwd understand that stress on an implant, may in some carges result in failure of that implant.
Infeclion — This device is conlra-Indlcatad In the presence of an aclive infection.
Qaldoporotic bong — Extramely osteoporolic bone may nol be sullsble for traditlonal forms of posterior spinal fixation and may increase the risk of implant failure. Should extremely osteoporotic bone be
determined intraoperalively, lhe device may be removed and an allamative approach shouwid be considered.
Conservalive trealment ~ This device is contralndicated when conservalive frealmeni is appropriata.
Carrosion — Melal implants in 1he human body are subjected 1o a chemlcal emvirenmant consisting of salts, acids and proteins that may cause cofmoslon due to galvanic corrosion effects. Dissimilar
mataly in corlact wilh each ofher can accelerate the coroslon process; mixing of implant cemponents from different manufacturers is never recommanded for metallurgical, mecharilcal and functional
reasons
Histological condillons ~ Cerain degenerative diseases or physlofogical condilions such as disbetes or rheurnatcld arhdls may aller Ihe healing procass, and risk implant faflure.
This device is packaged and sterillzed for single use only, Do nol reuse of reprocess. Reuse or tep inp may promise Ine siuclural intagrily of the device, and/or lead to device failure Ihal in
lurn may resull in pafient Injury, Iingss or death. Alsa, reprocessing of single use devices may creale a risk of contamination andfor patient infeclion or cross-Infection, including, but not limited 1o, the
transmission of inféclious diseate{s) from one patiant lo another. Conlaminallon of he devica may lead (o injury, iiness. or dealk of the patlsnt,
PRECAUTQNS:
The ogeraling surgearrshould be lrained to the appropriate Surgical Technique, in order to produce a successful outcoma
Device performance — Based on the fatigue tesi regults, the physleian/surgeon should consider (he levels of impiantalion, patient weight, patient activity level, other patient conditions, etc,, which may
impacl the parfarmance of the system.
Implant re-usage — imptents should never be reused. An axplanted metal Implant musat never be re-implantoed.
Handling of Implanls — Extreme care should be taken in the handling of the devica. Mo bending or changing of ite implants shape should be attempted. These may produce internal stresses, which may
caugs avenlual breakage.
Imptant removal afier fusion - Matalllc implanis may fonsen, ftacture, comods, migrate. cause pain, or stress shield bone onee a fusion has cotured, parlicularly in aclve heslihy palients. While the
surpecn must make |he finel decision on Implan removal, masl £xperta recommend thal whenever possibie and praclical for the pailen!, fixalior devices should be removed once Iheir service a5 an aid 1o
fusion is accomplished. Implant removal should be foliowed by the apprapriste pegloperative manag 10 enswe contnued spinal stahility,
Instrucilons 1o patient — Postopseralive care and the patienl’s ebility and willlngnass to follow Instruclions are two of the most imporani agpects of successtul fusion managemenl. The patlent musl be
maie aware of the lmflalions of the implant. The patlenl should underatand Ihal a melalite fmplant is not 85 sirong as a normat, healthy bone and with lime will fracture undger norme! walght baaring o
toad bearfng in |he absence of & fusion. Mental or physical impairment, which compromlaes ar prevents a poliept's abillly Lo comply wilh the necessary imfiations o precaulions, may place thal palienl at
a parficular risk during posloperative rahabilitation,
POTENTIAL CLINICAL RISKS:

. Nerve damage, damage to the implants can occur il excessive mechenical force is used

. Tilanum implanis are ran-magnelic material: they will nol be affected by MR |1 is nol necessary |o wail several weeks to perform MRI procedure fallowing Impiant. However, the implant has

nol been lested for safaly, healing or migralion in exlreme MR environment {aver J Telsa). The device will produce white images in X-Rays and T scans.
. Failure o propedly perform the cleaning and sleflizalion of the fnstruments: may resuli in patlent infection,
. This device is packaged and slerillzed for singla uge only. Reuse of implant or use of the Implanl past (he expfrallon dale may result in implant cemaminadlon, patient infection, cross-
contaminalion, andfor the implant may not peram as Intended.
. Visuallv inspect imolant and inetrument hafara nan far pnhyreiral Ao aces
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