Velofix™ PEEK Cervical Cage

Eurgical Technique
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o Rounded edges for easier insertion
9 Contact surfaces with prominent serrations
enhance implant stability and prevent implant

migration at the endplates

@ Large central window

allows for improved loading capacity for bone
graft malerial, optimizing bony integration

Three radiographic tantalum rod markers
allow for improved fluoroscopic placement
and post-operative examination with no
artifact during x-ray evaluation

Threading inserter

for securing implant while loading and
easy mechanism for release




Surgical Technique Velofix™ PEEK Cervical Cage

PATIENT POSITIONING
AND SURGICAL EXPOSURE

The patient is placed in supine position. Fluoroscopy
can be made available for interoperative check, An
anterior approach to the cervical spine is used
through a right or left cervicotomy, according fo the
surgeon’s preference, The anterior aspect of the
vertebral bodies cephalad and caudal to the segment
involved are exposed.

DISTRACTION OF THE DISC SPACE

Instrument
SC7170 TEMPORARY FIXATION PIN DRIVER
SC7230 RETRACTOR
SC7260 RETRACTOR FIXATION PIN

Insert the RETRACTOR FIXATION PIN in the vertebrae
above and below the disc to be removed with the
TEMPORARY FIXATION PIN DRIVER (Fig.1).

Insert the sleeves of the RETRACTOR on the
RETRACTOR FIXATION PIN till fully seated @.
Unscrew the RETRACTOR wheel to open the
intervertebral space to the desired height @ (Fig.2).

Care should be taken in order to avoid over Fig. 1

distraction.

DISCECTOMY

A conventional scalpel discectomy is performed by
incising the annulus, Bilaterally, soft fragments from
the intradiscal space or extruded fragments are
removed with the disc rongeur in a conventional

fashion.

A complete discectomy may not be possible at this
stage until the disc space distraction is

accomplished,
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Velofix™ PEEK Cervical Cage

Surgical Technique

ENDPLATE PREPARATION

Under distraction, complete a neural decompression by trimming large posterior osteophytes

(il present).

To remove the cartilaginous endplates, thereby creating a flat surface of bleeding bone, choose

one of the following options:

Option 1

PE1001

PE141205R~10R
PE141405R~10R
PE161405R~10R

Instrument
PEEK C CAGE INSERTER
PEEK CAGE RASP, W14D12H5~10
PEEK CAGE RASP, W14D14H5~10
PEEK CAGE RASP, W16D14H5~10

Connect the size-specific RASP to the PEEK C CAGE
INSERTER (Fig.3).

Introduce the RASP into the intervertebral space to
scrape the cartilaginous endplates (Fig.4),

Fig. 4
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Surgical Technique

Velofix™ PEEK Cervical Cage

Option 2

PE2010
PE2020
PE2030

Instrument
SINGLE SIDE RASP SMALL
SINGLE SIDE RASP MEDIUM
SINGLE SIDE RASP LARGE

Option 3

Instrument
PE1040 CERVICAL CAGE CURETTE

The CURRETE is another option for scraping (Fig.6).

+ Size in small (W14D12), medium (W14D14), large (W16D14)

The SINGLE SIDE RASP can be alternatively used

(Fig.5).

Fig. 5 Fig. 6
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Velofix™ PEEK Cervical Cage Surgical Technique

SELECTION OF THE CAGE

Instrument Make sure the cranial faces upwards when inserting
PE1001 PEEK C CAGE INSERTER the trial. It is generally advisable to select the minimal
PE141200T * PEEK CAGE TRIAL TRIAL height for which proper stability is obtained.
* Size in small (W14D12), medium (W14D14), large (W16D14) To test this stability, distraction is momentarily
relaxed.,

Connect the TRIAL to the PEEK C CAGE INSERTER.
The TRIAL is then introduced into the intervertebral r

space under fluoroscopic conirol (Fig.7)

Fig. 7

FILLING IN THE CAGE

Instrument Autologous bone or biologics are options for filling the
PE1001 PEEK C CAGE INSERTER cage with the PEEK-C BONE PACKING BAR (Fig. 9).
PE1020 PACKING PLATFORM
CC0932 PEEK-C BONE PACKING BAR

Connect the selected PEEK Cervical Cage to the
PEEK C CAGE INSERTER (Fig. 8) and place the cage
on the PACKING PLATFORM.

Fig. 8 Fig. 9
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Surgical Technique Velofix™ PEEK Cervical Cage

INSERTION OF THE IMPLANT

Instrument
PE1030 DEPTH LIMITER 0 mm
PE1032 DEPTH LIMITER 2 mm
PE1034 DEPTH LIMITER 4 mm

Insert the cage into the disc space (Fig.10).

The cage is impacted while distraction of the
interbody space is maintained in such a manner that

minimal resistance is felt during insertion.

Fig. 10

Optionally, the DEPTH LIMITER can be used to control
the insertion depth of the cage (Fig.11).

Use image intensifier to confirm the position of the . i

implant (Fig.12). i

When the cage positioning is satisfactory, apply

compression to the treated segment: first release the

retractor ramp brake @, then turn the wheel @ ' Eig 41
(Fig.13).
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Velofix™ PEEK Cervical Cage Surgical Technique

SUPPLEMENTAL FIXATION

For multi-segmental instrumentation, Velofix™ PEEK
Cervical Cage is intended to be used with U&I
supplemental fixation, e.g. ASPIRON™ or MAXIMA™
ACP.

IMPLANT REMOVAL/REVISION

Should removal/revision of the device be determined
necessary by the surgeon, an osteotome can be used
at the interface between the bone and both superior
and inferior faces of the implant, This effectively cuts
the fused column of bone at the level of the
boundaries of the implant. Once the fused column is
completely cut, forceps can be used to remove the
implant from the space. This may be done under slight
distraction,

For a revision, follow the standard surgical technique,

U&i CORPORATION



Surgical Technigue Velofix™ PEEK Cervical Cage

DISASSEMBLE CAGE INSERTER

Instrument
PE1010 PEEK-C CAGE INSERTER

Disassemble the CAGE INSERTER pricr to cleaning
accarding to the disassembling instruction shown
here.

To assemble the CAGE INSERTER, follow the

instruction in reverse order,
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Velofix™ PEEK Cervical Cage Surgical Technique

Ordering Information
Implant (Single-Use Only)

12

PE141205 14 5

PE141206 14 12 6

PE141207 14 12 7 small
PE141208 14 12 8

PE141209 14 12 9

PE141210 14 12 10

PE141405 14 14 5

PE141406 14 14 6

PE141407 14 14 it Standard
PE141408 14 14 8

PE141409 14 14 9

PE141410 14 14 10

PE161405 16 14 5

PE161406 16 14 6

PE161407 16 14 7 Large
PE161408 16 14 8

PE161409 16 14 9

PE161410 16 14 10

Small Standard Large

—— A T

12mm
14mm
14mm

|4

—
v
14mm 14mm

Convex
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Surgical Technique Velofix™ PEEK Cervical Cage

Instruments
TRIAL
Cat. No. W (mm) D (mm) H (mm)
PE141205T 14 12 5
PE141206T 14 12 6
PE141207T 14 12 7
PE141208T 14 12 8
PE141209T 14 12 9
PE141210T 14 12 10
PE141405T 14 14 5
PE141406T 14 14 6
PE141407T 14 14 7
PE141408T 14 14 8
PE141409T 14 14 9
PE141410T 14 14 10
PE161405T 16 14 5
PE161406T 16 14 6
PE161407T 16 14 7
PE161408T 16 14 8
PE161409T 16 14 9
PE161410T 16 14 10
RASP
Cat. No. W (mm) D (mm) H (mm)
PE141205R 14 12 5
PE141206R 14 12 6
PE141207R 14 12 T
PE141208R 14 12 8
PE141209R 14 12 9
PE141210R 14 12 10
PE141405R 14 14 5
PE141406R 14 14 6
PE141407R 14 14 7
PE141408R 14 14 8
PE141408R 14 14 9
PE141410R 14 14 10
PE161405R 16 14 5
PE161406R 16 14 6
PE161407R 16 14 7
PE161408R 16 14 8
PE161400R 16 14 9
PE161410R 16 14 10
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Velofix™ PEEK Cervical Cage Surgical Technique

PE1001
PEEK C CAGE INSERTER

= ——

PE1020
PACKING PLATFORM

DEPTH LIMITER Omm _

PE1032
DEPTH LIMITER 2mm @
PE1034
DEPTH LIMITER 4mm @
PE1040

CERVICAL CAGE CURETTE

PE2010
SINGLE SIDE RASP SMALL

433
225

33
=

PE2020
SINGLE SIDE RASP MEDIUM




Surgical Technique Velofix™ PEEK Cervical Cage

SC7170
TEMPORARY FIXATION PIN DRIVER

SC7230
RETRACTOR

SC7260
RETRACTOR FIXATION PIN

CC0932
PEEK-C BONE PACKING BAR

UgJ corroration



Important Information on the Velofix™ PEEK Cervical Cage

PURPOSE

The Velofn™ PEEK Cervical Cage is indicatad for anteror canvical interbody fusion procedurss in skelatally matura patents with
cenvical disc disease at one level from the C2-C3 disc to the CT-T1 disc. Thes system is indicated for single-leved use only in the
cervicel and Moracic anterior spine

DESCRIPTION

The Velofix™ PEEK Cenvieal Cage s Inended 1o b radiolucent and the infenor space of the product 1s 1o be used with autegraft or
tane greft substitutes. The Velofix™ PEEK Cenvical Cage is available in saveral sizes with implant selection basad on =ach
individual cinical case.

MATERIALS

The Velofix™ PEEK Cervical Cage implant is manufactured from PEEK-OPTIMA LT1(ASTM F2028) and Trae redi r

PREOPERATIVE
= Only patients that mest the critaria described in the indicstions should be selacied.
* Patient condilions and/or predispositions such as those addressed in the aforementicned contraindications should be awided
= Care should be I the handing and storage of the implant components. The implants should not be scratched or otherwise
damagad. Implants and instruments should be profected during storage, especially from corasive amvircnmants.
» Since mechanical parts are involved, the surgean should be famikar wilh the various corponents before using the equipment
and should personally assemble the devices to verify that all pans and necessary insiruments are present before the surgery

begins.
= The type of construct to be assembled far the case shoukd be delermined prior b beginning the surgery, An nequate muemw
ofimplant sizes shouid be available &t the time of surgary, including sizes larger and smaller than those expecied 1o

are made of TANTALUM which cormplied with ASTM FS60.
INDICATIONS
The Velofix™ PEEK Cervical Cage is indicatad for anterior cendcal interhody fusion procedures in skelstally mature pabents with
cenvical disc disease at ona level from the C2-C3 disc to the C7-T1 disc. Caervical disc disaase & defined as infractable radiculopathy
andior myelopathy with hemiated disc andar osteophyte formmm on posterion veriebral endplates producing symplomatic nene
raot andfor spinal cord confirmed idizs. The Velofix™ PEEK Cenvical Cage implants are to be used
with ausdograft or bane graft substiubes and implanted via an open, anlerisr approach. This cendcal device is to be used in patients
wha have had six weeks of non-operative reatment
COMBINATION SYSTEM
ielofix ™ PEEK Gervical Gage is used with anterior cenacal plate system and posterior fixation system. (Screws, ooks, transverse
links, connecioes, elc.)
CONTRAINDICATIONS
Contraindicabons include, but ane not imited to:
= Any case needing 1o mix metals from umaenlwvwnenls
= Any case not described in the indicatian:
= Any medical or surgical condifion whach would prechude the pol.ermal benefil of epinal implant surgeny, such as (he presence of
tumars ar congenital elauation of by other dissases, elevation of white blood
ocound(WBC), or a marked left shift in the WBC differantial count
= Ay pitient having inadequite issue caverage over the operative site orwhere there 5 nadequale bene stock, bone qualily, e
anatomical definition.
= Ay patienit uwiwilling 10 eo-operate with pestoperative instrucions
= Fever or leukocylosis,
- Infection, local fo the oparative site
= Mental iliness.
» Mortid abesity
= Pregnancy.
« Rapid joint disease, bone absorplion, andior 15 @ relabive
oandiion may kmit the degres of obtainable comection andior the amwntof mechanical fation
« Signs of Iocal inflammation,
= Suspecied or documented metal allergy or inlolerance:
- These devices must not be uzed for pediatric cases, nor where the patient stil has genersl skaletsl grawth.
= Prior fugion al the levelis) k> be trealed.
Contraindicabons of this device ee ponsistent with those of ather spinal system
POSSIBLE ADVERSE EVENTS
I of the ibhe adverse events of spinal fusion surgery withaul instrumeentation are possible. With
instrumentation. a listing of passible adverse events or camplications inciudes, but is not limiled 1o;
- Bone loss or decrease in bane density, possibly caused by stess shislding.
= Cauda equina syrdrome, neuropathy, neurslogical deficts (ansient of permanent), paraplegia, paraparesis, reflex deficits,
arechnoidits, and!or muscle loss.
= Cessaban of any potental growth of the operated parion of the spina. Loss of spinal mobiity or funclion. Inability 1o perform the
actvities: of daily living
- Change in mental status.
= Death.
. Develwmem af mnlrmuy pmhlems 20, pulmonary embolism, atelectasis, bronchitis, pneumania. eic.
bending, andio any or &l of the
. Dur:l lears, nsemommngoeﬂe fislula, persstent CSF leakage, meningitis.
+ Early or late kosening of the companents. Imglant migration.
= Farexn bady (allergic) rachan o the implants, debns, corosion products, incluging metaliosis. staining, tumar farmation andior
aulommune disease.
« Fracture, micrafracture, rescrption, damage, penstration, andor retropalsin of any spinal bore, of the autograf, or &t the bone
grafl harvest site-at, abave, andior below the level of sugery.
» Gaalrontastingl complications.
= Graft donar sie complications including pain, fracture, infection, or wound healing problams.
- Hemorhage, hematome, occlusion, serama, edema, embokism, stroke. excessive bleeding, phiebitis, damage o blaod vessels,
of cardiavascular system campramise,
» Wound necrosss or wound dehiscance
= Herniatad nucleus pulpasus. disc disruption or degenaration a1, above. or below the level of surgery.
= Inl hon.
+Loss of newologial function, inchuding parslysia {complete ar mmmpune] a,-sesmeem hyperesthesia, enesthesia,
i or andlor the of pam, numbness. neursma, fingling

singe this

Sensalion. Sensory 0SS andior Spasms.

+ Man-unicn {ar pseudarthrosis). Delayed union. Mal-unian.

- Postoparative change in spinal curvature, loss of correction, beight, andor redustion.

= Sear formation posaibly causing neurslogeal compromise anaund nerves andlar pain

» Subsidence of the device into veriebral bodyiies).

= Tigsue of nerws damage, iTigation, andior pain caused by imprapes positoning and pacement of implants of instuments
NOTE: Additional surgery may be necessary to comect some of these anticipated adverse evenis
WARNING
A sucoesshul resull is nol shways achieved in every suigical case. This fact s especially rue in spinal sugery where olher patisnl
condilions may compramise the results. Use of this product witheut sutogreft or bene gratt subsfitutes mey not be successful. No
‘spinal nplant can withstand bady loads without the support af bona. In this avent, bending, loosening, dsassermbly andior braakage
of the device(s) will evenlualy occur. Precperatve and operating procedures, including knowledge of surgical lechniques, proper
‘seleciion and placement of the implant and gocd reduction are important consideratians in the sucoess of surgery.
Never rause an implant under any ci Even when a d device apy aged, it may have small defects o
intem! siress pattems that may lead 1o early breskage. Damage of the thread wil reduce the stabdity of the instrumentation
Further. the proper salection and compliance of the patient will greatly affect the results. Patients who smoke hawe been shown to
have an increased incdence of non-unions. These patients shoukd be advised of this fact and wamed of this consequence. Coese,
melnourished. andior alcohol abuse patients are also poar
candidates for spine fusicn

PRECAUTIONS

PHYSICIAN NOTE: Althaugh the physician is the learmed infermediary between the company and the paient, the impartant medical
information gwven in this dacument should be conveyed to the patient.

CAUTION; FEDERAL LAW (USA) RESTRICTS THESE DE\!'\CES TO SALE BY OR ON THE ORDER OF A PHYSICIAN

+ Based on the fatigue esting results, the physican/surgson shauld cansider the levels of implantation, patient weight, patient
activity level, other patient conditions, etc. which may impact sn the performance of the systern.

= Patients who smoke have been shown 1o have an increased incidence of non-unions. Such patents should be aduisad of this
fact and wamed of the potential consequences.

= If the patient i invahved in an cccupatian of ackity which apphes inardinale slress upon the implant (g, substantial walking,
running, lifing, or muscie sirsin] resuhtant forces can cause failure of the device.

» Safety and efectiveness hava not bean established for patients with the folkawing condifions: previous fusion atiempt at the
involved level(s), spandylolisthesis greater than Grade |, hee or more levels 10 be fused, concomiant condiltions reguiring
steroids, systemic o temminal iliness, ective drug abuse, gross abesity, severe cstecporatic conditians and pregnancy.

- In sorne cases, pragression of degenerative disease may be w0 advanced al the brne of implantaticn hat they may substanbally
deciease the expected useful ife of the appliance. In such cases, orthapedic devices may be considered only &s a delaying
technigue or to provide temporary relief.

» Before clincal use, the surgeon shoukd thoroughly unaersmnd all aspects of the surgical procedure and limitations of the

intersad This deviceis for use only by surgeans familiar with
prespecative and surgical techniques, cautions, polential risks assacisted wih such spinal surgery rowiadge of surgical
techniques, preper reduclion, selecion and placement of implants, and patent ane

.l packaged, all parts shoukd be cleaned befars use. should
in case of an unexpected need.
INTRAOPERATIVE

* The instructions in any available applicable surgical technique manual should be canefully folowed.

= Atall times, extreme caution should be used around the spinal cond and nenve roats. Damage to the nerves will cause loss of
neurslogical funcions.

» Breakage, slppage, or misuse of insliuments of implant oomnanenls iy cause injury kb he patent or operative perscanel

« To essure proper fusion balow and araund the location of t sutngreft or bane graft should be used.
Autograft and bone graft substitutes must be placed in measa o b fused and gralt material must extend from the upper fo the
lower vertebrae being fused. When using the Velofix™ PEEK Cervical Cage, autegraft or bone graft substitules shoud be used

« Bane cement should not be used since this material will make removal of the components. difficult or impossiole. The hest
generated from the curing process may also cause neurgiogic damage and bone necrosis.

POSTOPERATIVE
The physicians postoperstive directions snd warnings 1o the patient and the cormespanding patient comphiance, are extremely
important.

= Detaded Instruclions on the use and limitations of the device anoua be gmen to the patient. If partial weght bearing s
recommended cr required prior bo firm bony union, i laosening e af the device
are complicalions which can oceur 25 a resull of excessive weight beaﬁng ar muscular activity. The risk of bending, loosening,
or breakage of & temporary inemal fcation device during postoperative rehabilitation may be increased if the patien is actve,
or if the patient i debibtated, demented or cherwise unable bo use cruches or oiher waight supporting devices, The patient
should be wames o avoid faks or sudden joits in spinal pasition,

* To alow 1he maamum chances for & sucoessiul surgical reaui: the patient or dewios should nak be exposed fo mechanical
wvibrations that may loosan the devi hi ity and i and rastrict
physical activities, especially lifing and Mhling mations and any type ofsporl parllclpehon The patient should be advised not 1o
smoke or consume excass alechol during the bone healing process.

* The patients should be advised of their inability t bend at the point of spinal fusion and taught to compensate for this perranent
pnysical restnclion in body mation.

= Failure to immabilze a delayed or non-union of bone will result in excessive and repeated stresses on the implant. By the
mechanism of fatigue hese stresses ean cause eventual bending, bagening, or breakage of the device. It is impeetant that

af the union is. snd confimed Where there is & nan-union, or  the
‘companents loosen, band. andior break. the device should be revised and/or remaved immediately before serious injury ocours.
= Any relreved devices should be treated in such a manner that reuse in another surgcal procedure is not passibile:
PACKAGING, LABELING AND STORAGE

= The implants are supplied clean and NON-STERILE. They must ba steriized prior to use(see balow).

= The implants ane defivered in packages, These mist be ntact at the time of recelpt, 40 the legal information requred for this type
ofimplant is given in the labeling of each packege.

« Implanits may be deivered as a compiete se!, in specially designed trays of in boxes which can be sterized directly

* Use care in handling and siorage of implant components. Cutling, sharply bending or scralching the surface can signdficantly
reduce the strength and fatigue resistance of the implant system. This, in tumn, could induce cracks andlor non-visible intemal
stressas that could lead t frasture of the Fnplants. Implants and instruments in storage should be pratected fam comosive
enviranments such & salt air, moisture, ste. Inspection and trial assembly are racommended prior to surgary to determine i the
instrumants or implants have been damaged during storage of prior procadures.

= Damaged packages or products should not be used, and should be refumed o L&)

GLEANING AND DECONTAMINATION

Preparation of Cleaning Agents
+ Frapare neutral pH enzyme and cleaning agents al the use-diubion and by the
Menual Cleaning Procedure
« Use the neutral pH enzyme soeking solution tat has been prepared
= Corrpletely submerge the instrument in enzyre schulion and allow it to soak for 20 minutes. Use & solt-bristed brush to gently
clean the device particular atiention shall be given ko crevices, lumens, mated surfaces and olher hard-io-clean ereas) uriil all
wisibila sod has been removed. Lurnens shaukd b cleaned with a long, namaw, sof-brstled brush (Le. pipe cleaner brush)
Note: The enzyme solution should be changed when ¥ becomes grossly contaminaled (Bloody andfor turbd),
- Remane the devics from the enzyme solution and rinse in purified water {from ane or any combination of the fallowing pracesses:
ulra-filter, RO, DI andlor distilad) far a minimurm of 3 minusss. Thoraughly flush lumans, hales and other difficult to reach areas.
+ Prapara the neutral pH clsaning (detergent) soluficn and place in a sanication unit
= Complelely submerge device in cleaning solution and sonicale for 10 minues, preferably at 45-50 kHz
- Rinse instrument in purified water (from cne ar any combination of the following pracesses: ultra-filter, RO, DI andior distibed)
thoraughly for at least 3 minutes or until there is no sign of Bood or sol in the rinse stream.
+ Repest Sleps 5 and & wilh freshly prepared cleaning solufion
« Dry the instrument with a clean, disposable, absorbent, non-shadding wipe.
Automated Cleaning Procedure
= Automated washerdisinfector systems ane nol recommended &s the sl cieanng methad for camplex surgical insiruments.
These nstruments shoukd be cieaned following the manual ceaning procedure above. An auomated system may be used &s &
fallow-up methed but s pot required
- CAUTION: Use of sadium hydroxide (NaOH) is prohibited.
- Usa of consive products andior instruments including sbrasive sponges and metal brushes should be avoided
- Visyally inspect the devices under nomnal raom lighting candibn o verify al foreign debris has been removed
- Veriy that the instruments are in opsration condition.
STERILIZATION
The Velofix™ PEEK Cenncal Cage and general insiruments are provided non-sterile
All implants and instruments used in surgery must be sterifized by the haspital prior o use. The products must be unpackaged.
disassembiled {if applicable) and ceaned as specified above, prior b steriization. Unlese specified elsewhere, these products are
recommendesd 1o be steam sterilized by the hospital using one
of the sets of process parameters below:
Table 1. Sterfizaton Pasameters

METHOD CYCLE TEMPERATURE EXPOSURE TIME DRY TIME
Seeam Gravity 132TI270°F) 20 min 20 min
Steam Pre-Vacuum 132T1270°F) 4 min 20 min

*Recommended method fo echieve a degree of sterity equal to at least 106,
- Gravity cycia is not considered by the Faod and Drug o m a slandan! cycla. It is tha and user's

respensibiliy 1o use only steriizers and (501 pouches, chemical indicators,
bickagical indicalors, and steriizain casssti=s) that have been cleered by e Foud and Drug Administration for the selected
cycie (Bime and temp
- Users should anly use sterilizer {such as wiaps,
indicators, and steniization cassaties) that have been cleared for use in their markets,
“For eutside the United Stiles, some nen-U S, Health Cane Autherilies recommend sterikzation acoording 1o these paramelers so
aste he potential risk of of Crewtzfeldt-Jakob disease, especially of surgical insiruments that could come info
contact with the central pervous system.
Remove all packaging material prior 1o sterilization. Only sterlle implants and instruments should be used in surgery. No implant
shoukd be re-used ance it cames into contact with human tissue or bady fuid. Always immediately clean and re-sterlize instruments
that have been used in surgery. This process must be performed before handing or (f applicable) returning to U&i.
PRODUCT COMPLAINTS
Any Health Care Professional (e.g., customer or user of this system of products), who hes any cemplsints or who has experiznced
any dissatisfackon in the product quality, idenitity, durabilly, reliatiity, safety, efectiveness andior perfomance, should notéy the
distribuior or U&|. Further, if any of the impanied spingl sysiem companentis) ever ‘malfunctions,” {Le., ooes not meet any of its
ot perfonm as intended), or is suspected of daing so, the distiibutor shoukd be nalified

pouches, chemical indicators, biological

cansiderations essential fo & successfl surgical autcome:

- Patients should be instruched in defail about the imitations of the implants. including, bul not imited &, the impact of excessive
Inading through patient weight or activity, and be taught to govem teir activities accardingly. The patient should understand that
@ metalic or polymer implant is not as strong as normal, healthy bone and will bend. loosen or fracture if excessive demands are
placed on it A0 active, detilitated, of demented palient who cannol propery use weight supporag devices may be parlicisarly
at risk during posicperetive rehabiliation,

= Appropriats selection, placement and fusion of the spinal system components ars critical factars which afect implant sarvica life

As in the case of all prosthelic implanis, the durability of hese components is aflected by numercus biclogical, blomechanical

and other extrnsic factors, which Emit their service ife. Accodingly, strict adherence o the indications, contraindications,

precautions, and wamings for this product is essential ks potentially maximize service life

MNote: While proper impiant selection can minimize risks, the size and shape of humen bones presant limitations on e size,

shape. and strength of the implants.

= Gare must be taken to probect the components fom beng manmed, icked or nalched as a resull of contact with melal o abrasive

objects. Alteretions will produce defexts in surface finish and intemal stresses which may become the focal paint for eventual

breakage of the implant

Check f implan type is appropriate for use in intended region of spine.

+ Patients with previous spine surgery at the level(s) fo be ireated mey have different dlinical auicomes compared to those without

A prévious surgery.

MRI INFORMATION
« The Velofix™ PEEK Cenical Cage has not been evaluated for safety and compatibilsy in the MRI enviranment.
= The Valofis™ PEEK Cenvical Cage has not bean tasted for haating or migration in tha MRI envirsnment.

IMPLANT SELECTION
+ The selection of the proper size, shape and design of the implant for each patient is cruciel to the success of the procedure.

Plastic polymer implants are subjact b repeated stresses in usa, and their strengéh is limiled by the need bo adapt the design to
the size and shape of human banes, Unless greal care i Laken in patient selection, proper placement of the implant, and
postoperaiive management o minimize stresses on the implent, such siresses may cause material ffigue and consequent
breakage, bending or loosening of e devica bafore the hesling process is complete, which may resullin further injury of the
nead to remave e device prematuraly.

immediately. Il any UAi product ever “malluinchons” and may have saused or conlribubed % the dealh or serious injury of & patienl.
the distributor should be notfied immediately by talephone, fax ar writien comrespondence, When filing & complaint, please provide
the componen(s) name and number, Iot number|s), your name and address, the naturs of tha complaint and nofiication of whether
a writien report from the distributor is requested. The usedlife of all instruments used with Vielofix™ PEEK Cervical Cage is 5 years.
FURTHER INFORMATION

Recommended diractions for use of this system {surgical operative technigues) are available st no charge upon request. If further
infarmation is needed or required, please cantact UAL.
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Surgical Technique Velofix™ PEEK Cervical Cage

NOTES

UgJ corroration



UgJ coneoramion
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