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MAST onADRANTW DL
Retractor System

Illuminated surgical access with
minimal soft tissue disruption
Vertebral body stabilization pins
to prevent [retractor migration

CLYDFSDALP Spinal System

Bullet nosed tip to aid in distraction
Convex design to contact vertebral
body end plates

The Direct Lateral Interbody Fusion
procedure provides spine surgeons with

a complete minimally invasive solution
for the treatment oldegenera ,ive lumbar

conditions Ely utilizing a direr:t lateral

approach to the spine, this procedure

enables placement of a large i tterbody
gratt into the dlSC space for anterior

(,olurnn support while avoiding the
obstacles associated with trad'tional NlM-ECLIPSE‘a CD HORIZON? SEXTANT‘E’ || Percutaneous Rod Insertion

anterior or pt'rsterior a pproat lies. The DLIF Spinal System* System and CD HORIZON” LONGITUDE” Multi-IevelFixation System
procedure intorporates a comprehensive Advanced surgeon directedt t t t and neuro h iolo ist - ‘

set of Instr uments and rmplan ,s rrrr ludrng , dp ys g Repmquc'b'e Pércumnews “’d andsupporte screw Implantation.

fljlly intengEd neurorrronitori 19' neuromonitoring. Minimally invasive fixation for complex
streamlined access irrstrumenration, Accurate and immediate spine procedures.

anatomically designed implan is and warning of Potential harmto nerves with real time
nerve proximity detection.

 
perttrtarreous fixation systems.

N UVA0000015
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DLIF | SURGICALTECHNIQUE

Instrument Set

Retractor/Access Instruments 

Retractor Blades

9cm Left, Right (9567309, 9567319)

10cm Left, Right (9567300, 9567310)

11cm Left, Right (9567301, 956731 1)

12cm Left, Right (9567302, 9567312)

13cm Left, Right (9567303, 9567313)

15cm Left, Right (9567305, 9567315)

5”,

x“;

Stability Pins

9cm (9569309)

10cm (9569310)

11cm 9569311)

12cm 9569312)

13cm 9569313)

15cm 9569315)

Guidewire-Trocar Tip

Short (8670005)

Long (8670002)

16.0cm Dilator

(9561422)

 
Rotating Flex Arm Attachment

(9568010)

Pituitary Rongeur

Up (2940076)

Straig ht (2940075)

5.3cm Dilator

(9560420)

20.8cm Grooved Dilator

(9561424)

 
Stability Pin Driver

(8970400)

Rotate Kerrison Punch

3mm (29—0068)

5mm (2940069) 

10.6cm Dilator

(9561421)

 
Direct Lateral Retractor

(9569000)

N UVA0000017
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DLIF | SURGICALTECHNIQUE 3

Instrument Set continued

 

 

Disposables

NIM® X—PAK Probe NIM-SPINE® 23cm Ball-tip Probe

(9450069) (9450015)

,f/f“ A

x if;

Bayoneted Discectomy Knife MAST QUADRANT‘1m Illumination

(9560659) System (9560658)

Flexible Arm 

 
Flexible Arm Bed Rail Clamp

(9561524) (9561523)

N UVA0000018
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4 DLIFI SURGICALTECHNIQUE

Instrument Set Continued

Disc Preparation Instruments
 

mm
Combo Tool

(2940050)

vv.

Angled Combo Tool

(2940051)

Reverse Angle
Combo Tool

(2940052)

W

Straight Serrated

Cup Curette

(2940053)

“E
Angled Serrated

Cup Curette

(2940054)

  
w"

Reverse Angle

Serrated Cup Curette

(2940055)

Straight Ring Curette

(2940056)

10mm Cobb Elevator

(2940057)

g
18mm Cobb Elevator

(2940059)

 
/’/ A

Shavers, 45mm length

8mm (2941608) Green

10mm (2941610) Blue

12mm (2941612) Yellow

14mm (2941614) Brown

16mm (2941616) Purple

Long Suction

(2940200)

Cannulated Reamer T—Handle

(2900165)

NUVA0000019
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Instrument Set continued

Disc Preparation Instruments («manned

DLIF | SURGICALTECHNIQUE 5

 

Wide Nerve Root Retractor, Long

(9561 554)

Implant Instruments

6/8mm Distractor

(29401 86)

Bayoneted Penfield 4

(9569650)

 

8mm Trial/Distractor

45mm (2986845) |

50mm (2986850) U

55mm (2986855) I”

10mm Trial/Distractor

45mm (2986045) |

50mm (2986050) U

55mm (2986055) I”

12mm Trial/Distractor

45mm (2986245) |

50mm (2986250) U

55mm (2986255) I“

14mm Trial/Distractor

45mm (2986445) |

50mm (2986450) U

55mm (2986455) I”

16mm Trial/Distractor

45mm (2986645) |

50mm (2986650) U

55mm (2986655) ”I

fix \
Threaded lnserter

(2982001)

7-5,-

.géAf'gll t,

Slap Hammer

(9074002)

 
Removal Tool

(2982002)

NUVAOOOOOZO
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Preoperative Planning

Preoperative planning can be useful in determining:

>> Location of the iliac crest and lower ribs in relation to disc space of

interest (Figure 1)

>> Position of the anterior vasculature and posterior nerve structures via axial l\/lR|

>> Curvature ofthe spine (Figure 2)

Although infrequent, a few patients may have a deep—seated L4— L5 disc space

that could be difficult to reach via a direct lateral approach, even iftable breaking

options are employed Obtaining standing anterior—posterior x—ray images with

the patient bending laterally can help determine whether or not a level can be
accessed above the iliac crest.

Standard lateral surgical positioning is right lateral decubitus, or left side up,

however the surgeon should consider ease ofaccess and surgeon preference in

determining which side to approach. Correction can be achieved equally from

either the convex or concave side ofthe curve. However, approaching from the
concave side allows the skin incision to be minimized in some cases.

 
Figure I Figure 2

DLIF| SURGICALTECHNIQUE 7

N UVA0000022
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8 DLIF| SURGICAL TECHNIQUE

NIM—ECLIPSE® Spinal System Needle Electrode Placement

After the patient is asleep, needle recording electrodes are mplaced in the innervated muscles in the legs to monitor

the affected nerve roots during the procedure Please Let the anesthesiologistknow Ell/16 monitoring Will
follow the instructions below, as well as the accompanying be used during the procedure to ensure {/70an
electrode placement 9“er to correctly place the neuromuscu/ar blocking agents are administered
electrodes in the appropriate muscles for the desired levels. during monitoring. During intubation a fastvacting

i. Electrodes are placed prior to patient draping and the ”EUTOWUSCU/Or ”CC/(”79 UQEIVTShOU/d be U564-
establishment of the sterile field.

2. Clean the areas with alcohol wipes.

3. The green lead ground electrode should be placed

between the stimulator and the monitoring electrodes
in a location where the bone is close to the skin and the

electrode will not contact muscle.

4. The white stimulus retum electrode should be

placed near the location of stimulation. Connect the

Probe lead wire to the instrumentjack ofthe patient
interface module.

5. Tape all ofthe electrodes securely in place and plug

the leads into the patient interface box and turn on the

‘NllVl—ECLIPSE® Spinal System to begin monitoring.
Sample L215 Setup

Active: needle inserted four to five fingerbreadths (fb) below

the pubic tubercle and deeply into the palpable muscle belly.

Reference: needle inserted subcutaneously above the
active needle.

(’I'iaiiriel {T- ngl’it L2 7 L3 AL  
Adduc‘ror Longus (AL)

Active: insert needle tangentially but deep into muscle belly

one handbreadth above the patella.

Reference: insert needle subcutaneously at patellar tendon.

i2 liunn-Pl h Right L2 — L4 VL   
Vastus Latera/is (i/L)

NIM~ECLIPSE® Spinal System is manufactured by Axon Systems, inc. Distributed by Medtronic.

NUVA0000023
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DLllF | SURGICAL TECHNIQUE 9

NIM-ECLIPSE® Spmal System Needle EIGCtrOde Placement eominued

Active; insert needle into in uscle belly three fb above the midpoint
of the bl—malleolar llne (lateral to the tibial crest).

Reference: insert needle over the tibial crest (chin).

Right L5 EHL lr’litliii‘I-e'l 7  
Extensor Hallucr's Longus {EHO

Active: insert needle into: the muscle belly one handbreadth below

the posterior crease of the knee;

Reference: insert needle subcutaneously 2cm to 3cm away from the
active electrode.

1-Law 42 mm

mmama am

Stimulus Return ;‘

Ground
 

Ground/Stimulus Return

N‘UVA0000024
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DLiF | SURGICAL TECHNIQUE

Patient Positioning

The patient is placed in the lateral decubitus position and should be

positioned so that the top otthe iliac crest is in line with the break ofthe

radiolucent surgical tablet An axillary roll is placed to protect the neurovascular

structures in the axilla. Padding is placed between the arms to ensure they

remain suspended in the neutral position. The top leg ofthe patient should be

flexed in order to relax the psoas muscle and prevent spreading ofthe nerves

across the psoas. Padding is also placed beneath and in between the legs from

the knees distally (Figure 3).

The patient is secured to the surgical table with tape at four locations (Figure 4):

1. Just beneath the iliac crest

2‘ Over the thoracic region, just beneath the shoulder

3. From the back of the table, over the ankle, and pastthe knee to
the front ofthe table

4. From the shin to the back ofthe table

Starting in a reverse trendelenb‘urg position, the head of the table is dropped

and a slight flexion is applied to the surgical table. This technique allows for

better access to the lumbar spine by increasing the distance between the iliac

crest and lower rib as well as by opening up the disc to be entered.

m—
For certain tables, the bed must be set up in the reverse

position to ensure that the C—arrn has adequate
room to maneuver under the break of the table.
 

       
 

Figure 3

12

Figure 4

N UVA0000025
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Patient Positioning continued

First, a true AP image should be obtained to ensure the

patient is positioned in a true lateral position On the AP

X—ray, clear, distinct pedicles that are equidistant from the

spinous process should be visible. (Figure 5). Then a lateral

X—ray is obtained and clean, distinct end plates should be

seen (Figure 6).

“—
lt is critical the C—arrn remain in the 0 and 90 degree

positions at all times to ensure a safe lateral working

channel across the disc space. For mu/ti level

cases, rotate the surgical table independent of the

C—arrn for each level to re—obtain true images.

13

FigureS

Flgure 6

DLIF | SURGICALTECHNIQUE 11
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DU”; SURGICAL TEE ~ [VI-QUE-  
 

Localization

Fluoresce py is used t9 confirm the target segment and

mark the location for the initial incision. For a single—level

case the patient should be marked over the midgectien

at the target disc and an approximately 3an horizontal,

vertical or oblique incision can be made (Figure 7). For

a two—level case, the patient should be marked over the

mid-section of the intervening vertebral body (Figure 8).

We ' Helpful Tip 
it may be possible to access multiple levels through

one vertical skin incision, depending on the anatomy

and curvature ofthe spine. A/ihough a single

incision may be Used to reach multiple levels, the

surgeanzmustperfarm‘ separate dilatians thraugll

the psoas for each operative disc space

14

Figuire 7

Figure 8
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Dissection to the Psoas

Step1 After making a single skin incision, the

subcutaneous fat layers are dissected until the

abdominal musculature is reached. A monopolar

cautery may be used for hemostasis and a small

self—retaining retractor can be used for initial

dissection of the skin and subcutaneous layer.

Step2 The external oblique fascia will be the first plane

encountered and is the only layer thatwill need to

be sharply incised. A Kelly Clamp is then used to

bluntly spread through the fibers of the external

oblique, internal oblique and transversalis muscles.
All dissection is done in line with the muscle fibers

as these muscles layers run in opposite directions.

After bluntly penetrating the transversalis facia, the

yellow retroperitoneal fat is exposed (Figure 9).

Par/paring the auadratus muscle, followed by the tip ofthe

transverse process and finally the psoas muscle will verily

that the correct retroperitoneal plane is being entered

and ensures that the peritoneum is not compromised

DLIF SURGICALTECIINIQUE 13

Step 3 Once inside the retroperitoneal space, the index

finger is used to follow the internal abdominal

wall posteriorly down to the psoas muscle, which

can be visualized. Use of the finger to sweep the

peritoneal contents as well as the retroperitoneal

fat anteriorlywill allow a clear path down to the

psoas muscle (Figure 10).

15

Figure 9

  
 

a.” mominis
. muscle-

 
N UVA0000028
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14 DLIF | SURGICALTECHNIQUE

Neuromonitoring through the Psoas

Step 1 After a safe retroperitoneal pathway to the psoas Step 2 A Needle Driver is used to position the NWl® X—PAK

has been established, the Nll\/l® X—PAK Probe is Probe onto the top surface of the psoas. The entry

guided down to the psoas while using the finger point of the Nlivl® X—PAK Probe into the psoas

to protect the peritoneal membranes The NilVi® should be targeted between the anterior halfto

X—PAK Probe includes an electrified handle stylet third of the disc space in order to avoid the nerves

assembly and an insulated cannula that enables ofthe lumbar plexus and to remain posterior to

controlled electrification at the tip of the device vascular structures. Cadaver studies have shown

(Figure 11). that the motor nerves typically reside in the

posterior one third ofthe psoas muscle (Figure 12)

Lateral fluoroscopy is used to make adjustments

until the NIME‘ XPAK Probe is in the proper position

(Figure 13).

23

ii ' '

2X3

35

Si

EH
4:

4i

415

55

Si

sxs

 
Figure l 2 

Figure ii  
Figure 73

N UVA0000029
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DLIF | SURGICAL TECHNIQUE 15

Neuromonitoring through the Psoas continued

Step 3 After the proper position has been established, Step 4 After the N|l\/l® X—PAK Probe has safely dissected

carefully pass the Nll\/l® XPPAK Probe through the through the psoas, the tip of the probe as well

psoas muscle. As the fibers of the muscle are as a portion ofthe insulated cannula should be

being split, current is delivered to monitor for any tapped into the disc space to secure its location

neural structures. The recommended stimulating (Figure 16).

current setting is between 6—8 milliamps. lfan Elle

response is generated at this level, the NIl\/l® X—PAK

Probe should be repositioned slightly anterior until

a nerve free pathway is located (Figure 14).

Step 5 AP fluoroscopy is used to confirm proper probe

alignment into the disc space and the blue

stimulating handle is then removed, leaving only

the insulated cannula within the disc space. A

,_ guidewire is then placed through the cannula into

-"Helpfum" the desired disc space and its position confirmed
When monitoring with the AIM—ECLIPSE“) Spinal System, the Wlth AP fluoroscopy (Flgure 17)
surgeon has the additional option ofsetting the machine

to nerve proximity mode. in this mode, the system will

send out a cycling current to continuously search for the

stimulus threshold required to elicit an EMG response.

The displayed current value will decrease as the l\//l\/l®

X—PAK Probe is moved closer to a nerve. Ensuring threshold

values above 8 mill/amps is recommended (Figure 75).

 
Figure i6

 
Figure l7

 
Figure 75

NUVA0000030
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16 DLIF SURGICALTECHNIQUE

Dilation and Retractor Placement

Step 1

Step 2

  

With the Guidewire in place, sequential dilation -HelpfulTipis used to spread the fibers of the psoas up to a "

diameter of 22mm and free—running ElVlG is active

to detect any mechanical affect to the nerve roots a backand forth twisting motion with each dilator
(Figure 18) and use AP fluoroscopy to confirm that each dilator

Measure the depth from the skin to the disc space W5 reached the d/5CSPGC3 The fir“ dilator may

using the graduated markings on the dilators and be extended slightly into the discspace to ensure
select the appropriate retra ctor blades (Figure 19). complete 07/0le “”0119”? tlie/95005 mUSC/er
Attach the blades to the Direct Lateral Retra ctor

base and place the assem bly over the Grooved mDilator (Figure 20),The Retractor should be

To minimize the amount ofresidual muscle, employ

advanced employing a baCk and forth twisting The grooves on the largestdilator should be aligned
motion with only gentle downward pressure cepha/ad and caudal and must be aligned with the
thiO‘UQh the faSCla and mUSCle- Thls technique corresponding retractorStabi/ity Pin channels on the blades.
helps To ensure the facial and m uscle fibers are Failure to mate the grooves could cause the blades to splay.
not pulled down into the surgical corridor

  Figure 79

.qo‘giqq'fiquil-iumiv

 
NUVAOOOOO31
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DLIF| SUEGICALTECHNIQUE 17

Dilation and Retractor Placement continued

Step 3 The Retractor Assembly is then attached to Step 4 Use the NlW Ball—ti p Probe to test both Stability

the Flexible Arm using the Rotating Flex Arm Pin channels ofthe Retra'ctor Blades to ensure

Attachment to provisionally maintain retractor a nerve free pathway before placing a pin

position (Figure 21 )i (Figure 22).

 
Figure 2 i

NUVA0000032
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18 DLIF| SURGICALTECHNIQUE

Dilation and Retractor Placement continued

Step 5 Insert a Stability Pin through one of the retractor Step6 With the Stability Pin in place, the DilatorTubes
blades to help prevent retractor migration during are removed, leaving only the Retractor Assembly
the procedure (Figure 23) U56 the Stability and Guidewire. The Guidewire may be left in
Pl“ DFlVEF to thread the Pl“ l“ the ChaWEl 0f place as a final reference point to verify position.
whichever blade is closest to the end plate t _

(Figure 24). Step 7 A final lateral fluoroscopy image IS taken to
confirm proper retractor placement over the

lateral spine (Figure 25).

l Important.g

Placemehtnear the end plate will avoid the middle ofthe

vertebral body where the segmental vessels typically course

  
Fig ure 23 Figure 24

 
Figure 25

NUVA0000033
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DUF| SURGICALTECHNIQUE 19

Disc Preparation

Step1 The MAST QUADRANT‘W‘ Illumination System is Step 2 Typically, a thin layer ofsof‘t tissue will remain at

attached to the retractor blades by placing the the base of the retracto’r blades. The NllVl" Ball—tip

metal tips of the light source into the holes on the Probe is used to stimulate in all four quadrants

top of the blades and then sliding the tips under at the Retractor Base in order to identify any

the built—in retaining sleeves. (Figure 26). nerve structures that may be present in the
residual muscle.

 
FigureZé

NUVAOOOOO34
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DiSC Preparation cominued

Step 3 A Penfield 4 is then used to sweep the residual

muscle off of the disc space until the annulus
is visualized,

Step 4 The annulus is then incised and an annulotomy‘

at least 18mm in length is created using the

Bayoneted Knife (Figures 27 and 28).

 
Figure 27

 
Figure 25

22

Step 5 A thorough discectomy is then performed using

pituitaries and other disc preparation instruments

(Figure 29).

 
Figure 79

NUVAOOOOO35
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DLIF SURGICALTECHNIQUE 21

Disc Preparation continued

Step6 A large Cobb is passed along both end plates to Step 7 A Paddle Style Shaver is placed into the disc space

the contralateral annulus (Figure 30) A mallet and rotated several times to clean the end plates

is then used to gently release both the superior (Figures 32 and 33). A/P fluoro should be used

and inferior aspects of the contralateral annulus to center the shaver in the disc before turning.

(Figure 31). This step is critical to ensure that The appropriate sized shavers should be carefully

appropriate distraction and coronal alignment can selected to ensure the end plates are

be achieved. not compromised.

  
Figure 30 Figure 32

  
Figure 3 I Figure 33

m—
It is important that the working trajectory of the instruments

stayperpendicular to the floor in order to avoid injury to
vessels or nerve structures.

N UVAOOOOO36
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22 DLIF SURGICAL TECHNIQUE

Disc Preparation continued

Step 8 Serrated curettes, a Ring curette, Combo Tools

are used to ensure proper end plate preparation.

It is extremely important that the end plates be

meticulously prepared for fusion by removing the

cartilaginous disc without destroying the cortical

end plates (Figure 34 and 35).

   
Figure34 Figure 35

NUVAOOOOO37
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DLIF] SURGICALTECHNIQUE 23

Triah'ng

Step 1 The disc space is sequentially distracted with Trials Step 2 ’he Trial is passed through the Retractor and

until adequate disc space height is obtained and

adequate foraminal size is restored.

mpacted into the disc space. A properly sized

‘rial should be centered with the spinous

process and span the ring apophysis in order to

reach fully across the vertebral body end plate

(Figure 36 and 37).

 

 
Figure 37 

Figure 36

N UVA0000038
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24 DLIF SURGICALTE‘CHNIQUE

Implant Placement

Step 1 Once trialing is complete, the corresponding Step 3 After the implant is positioned in the center of

CLYDESDALETM Spinal System implant is attached to the disc space from a medial/lateral perspective,

the Inserter (Figure 38). if using a lordotic implant, the inserter is unthreaded from the implant and

take note ofthe anterior side of the implant, removed (Figures 39,40, and 41).
marked ”ANTERIOR”.

Step 2 Before inserting the CLYDESDALETM Spinal System

device, place autograft in the implants central

cavity. A mallet is then used to gently insert the

implant While monitoring placement under AP

fluoroscopy. Care should be taken to ensure

the CLYDESDALETM Spinal System implant is

aligned properly.  
Figure 39

   
 

figure 38

  
mmumm-“

“$-’

gumnumu
E

 

 
 

 ’'uuuuuuuu ‘IIIIHIINII‘H
Figure 4/
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DLIF| SURGICALTECHNIQUE 25

Closure

Step 1 After the autograft material has been inserted into Step 3 The surgical site is irrigated appropriately and the

the disc space, the Stability Pin may be unthreaded fascia over the external oblique is then closed with

and removed. interrupted vicryl suture.

Step 2 The retractor is then detached from the Flex Arm Step 4 Finally, the subcutaneous layers and skin are closed

and the Retractor Blades are carefully Withdrawn and the skin is sealed With skin adhesive.

from the surgical site. As the Retractor is removed,

the muscle and fat layers can be visualized closing

back into place

N UVAOOOOO4O
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26 D‘LIF SURGICAL TECHNIQUE

Explantation

Should it be necessary to remove or reposition the

CLYDESDALE1M Spinal System device,the Removal Tool may
be used.

To remove the implant, first fit the tips of the Removal Tool

with the divots at the end of the implant (Figure 42). Next,

depress the trigg‘erto lock onto the implant. Finally, attach

the Slap ammer to the Removal Tool and gently impact

the Slap ammer to facilitate implant removal (Figure 43).

 

 
  

  

28

Figure 43

Figure 42

  

N UVA0000041
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DLIF| SURGICALTECHNTQUE 27

Fixation

Supplemental instrumentation is then placed according

to the appropriate surgical technique. The CLYDESDALETM

Spinal System can be used with any Medtronic posterior or

anterior fixation system.

» CD HORIZON® SEXTANT® ll

Percutaneous Rod System

 
» CD HORIZON® LONGlTUDE®

iVlulti—level Percutaneous Fixation

 

N UVAOOOOO42
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DLIF | SURGICAL TECHNIQUE

Product Ordering Information

INSTRUMENT CASE 1

SP502028 — Retractor and Kerrison Pituitary Trays

INSTRUMENT CASEZ

SP502027 — CLYDESDALE‘” Trial and Inserter Removal Trays

 

 
 

 

 

  
 

          

  
       
 

  

Part Number Description Set Quantity Part Number Description Set Quantity

Retractor, Blades, Pins, and Driver Trials

9569000 Retmor 8399 2986845 8 x 45 DLTrial 1

95680 0 Rotating Flex Arm Auachmen 2986850 8 x 50 DL Hal 1

95673 g 9cm Retractor Bade Internal 11, R‘gh 2986855 8 X 55 1111131 1

9557309 9cm Retractor B ade Internal '1, Left 2986075 o x 45 j :13 1

95673 0 0cm Retractor Blade Internal P’n, ngh 2986050 0 X 50 3:13 1

9567300 ‘Ocm Retractor 3|adc lntcma 319; 40, 2986055 0 x 55 3:11;: 1

95673 1 1cm Retractor Blade Internal 3n, R’gh 2986215 2 X 45 351-3 1
9567301 ‘ lcm Retractor 3|ade lntema 319; 49 2986250 2 x 50 Dina 1

95673 2 2cm Retractor Blade Internal j'n, R'gh 2986255 2 X 55 1’13 1

9567302 ‘2cm Retractor 3lade Interna 3In, e 2986 5 2X 45 3:113 1

95673 3 3cm Relrador Blade Internal 31r1,Righ 2986150 2 X 50 )7 r'a 1

9567303 3cm Retractor Blade Intema ’10, 9 298655 "x 55 3:16 1

95673 5 5cm Retractor Blade Internal Jin, Rig 298664 5 6 X 45 3:13 1

9567305 Scm Retractor Blade Interna ’19 49 2986650 6x 50 3:19 1

9569309 9an Blade Pin 2 2986655 6 x 55 Bfria 1

95693 0 Gem Blade Pin 2
1 Instruments

:2: i 2:: :23: :2 : 9074002 Slap Hammer 1
1 2982002 DL Removal Tool 1

95693 3 3““ Blade Pm 2 2982001 DLThreaded Inserter 1
95693 5 5cm Blade Pin 2

8970400 Stability Pin Driver 1 INSTRUMENT CASE4
SP502029 — Instrument Trays 1 and 2Dilators

9560420 5.3cm Dilator 1 Part Number Description Set Quantity

9561421 10.6cm Dilator 1 Disc Preparation Instruments Tray 1
9561422 16'0““ Dim” l 294 0050 Combo Tool

9561424 20.8cm Grooved Dilator 1 2940051 Angled Combo Tool
Guidewires 294 0052 Reverse Angle Com bo 1001

8670002 Guidewire Sharp (long) 2 2940053 Straight Serrated Cup Curette

8670005 fzgavgiggfizglfi) 2 294 0054 Angled Serrated Cup Curette' ’ 29! 0056 Straight Ring Curette

294 0055 Reverse Angle Serrated Cup Curette

Kerrisons and Pituitaries . , 2943057 10mm Cobb Elevator
2940068 3mm Rotate Kemson PunCh 1 2910059 18mm Cobb Elevator
2940069 5mm Rotate Kerrison Punch 1

2940075 P11111130, Rongeur, 4 X 10 511319111 1 Disc Preparation Instruments Tray 2

2940076 Pituitary Rongeur,4 X 10 Up 1 2910186 6/8mm Distractor
9561554 Wide Nerve Root Retractor, Long

9569650 Bayoneted Penfield 4 Push/Pull
Long

2940200 Long Suction
2900165 Cannulated ReamerTeHandle 2

2941608 8mm Shaver, 45mm length 1

2941610 10mm Shaver, 45mm length 1

2941612 12mm Shaver, 45mm length 1

2941614 14mm Shaver, 45m m length 1

2941616 16mm Shaver, 45mm length 1

N UVA0000043
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Product Ordering Information wnfinued

 
 

DISPOSABLE CASES CLYDESDALE‘“ SPINAL SYSTEM IMPLANTS
SP500589 — Disposables . .

Part Number Description
Part N umber Description Set Quantity

6° CLYDESDALE" Spinal System SPSOztl 56

NIM-SPINEa Probes, Dilator, Light Eourcej and Knife 29é88’45 8mm X mm
945001 N IM'SF‘I man p mm 1

  

 
MA , QUADRAW‘“ illuminafianfiys'tem

9560659 Bayanefied Di5ce€tcmy Knife 1 
 

 

 

INSTRUMENT CASE 3

SP500586 — Flex Arm Tray
J U”, iJH"‘J

2968245 2mm x45mm
 

 
  

 

 

Part Number Description Set Quantity 

Flair Armand Attachment

9561523 Bed Rail Clamp

   
2969050:

296.9243

296.9450;   
296. , .. fimmxfi‘srr‘m‘

NUVAODZGOOM
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Important Product Information

lltiPORiAAT lhliltRi/tAilON EUR MEE‘ERONlE SOEAileR DANEK iNSiiitlileNiE

Purpose:
This irstrunent is intended for use in surgical procedures,
Description:
Unless otherwise stated, ins-iruments are made out ofa var ety of materials com monly used in orthopedic atd
neurological pi‘ocecuies incliding stainless steel and acetyl copolyner materials which meet available national or
international standards; 'fi:ations Snme instruments are made out ofalumtnittm, and somewith handles made
of resin onded composttes, and whilethese can be steam autoclaved, certain cleaning titids must not be employed.

one ofthe instruments should be implanted
Intended Use:

 

his irs runent isa precisron device which may inzorparate a measuring functior anc has uses as described on the
abet.

.inless abeled or single usethis instrument may be refused.
there is any to ub’or unce tainty concerning the pro pet use otthis instrument, please contact MEEJTROtilC SOEAMOR
iANEt (usiomei Service for inst uctiuns. Any aya table surgical techniques Will be provided at no charge.

Warnings:
he ine hcds ouse ot instrtments are to be determined by the user‘s expenenceandtraining in surgical procedires
3 not use this insnumentfor any acnon for which it was rot intended such as l'ian'imenng, prying, or lifting.
his trstrunent should we, treated as any arecision instrument and stoulrl be carefully placed on tnys, cleaned after

:ach use, and s ored in a dryenvrronmeni.
1

 
o ayoi inyury,the instrumentshould becarefullyexamined prior to useforfunctionality or damage A damaged

instiiimerrshculd not be used Additional backfiip ii'istruments should be available in case ofan unexpected need
MEDTRONlE SO ’AA/rOR DANEK does not and cannot warrantthe use ofttis instrument no any oftte component

arts upor wh ch repairs have been made or attempted except as performed by l/lEDTintllE SDEAl/lOR DANEK or an
autho‘ized MEDTROle SOEAMOR DANEK repair representative
mplied warran iesofmerchantabilityand titres; for a particular th’pOE-E or use are specifically excluded. Seethe MED
:atalog for further information aaoutwarrantres and limitations of liability.

[i NOi li/iF‘LA iHEliiLTihUMENiS.
Possible Adverse Effects:

treakage, slippage, misuse, or mishandling of instrumen s, such as on s tarp edges, nay cause mum to the patient cr
operative personnel.

 
mproper main enance, handling, or aoorcieaning procedures can render the instrument unsu table for its intended
urpose, or even dcnge’ousto the patient or surgical staff
ropei patient selection and operative care are crit cal tothe sutcessoft ie devicean avoidanceofiniu’yduring

surgery. Read and follow all other product infor matron supplied by the manufacturerofthe implants ortlte
instruments

  
Special precautionsare’ieeced cunngpedratricuse l'zreshould betaket when usin instrumentsrn pediatric patients,
stncethese patientscan be inoresusceptibietu the stresses involved int reir use.
Thereare particular risks involved in the use of instruments used for bending and cutting rods. ii'ie use. ofthesetypes of
instrurnerrs can cause mum to the patient by Virtue of theextrentely high forces which are involved. Do not cut rods
in sttu. in addition, any oieakage ofan instrument ofthe implant in this SitdaiiOii cou d be extremely hazardousihe
physical chararteristics iequ red for manyinstiuments does not permitt rem to be manufactured from implantable
naterials, and if any broken fragmen’s ofinstruments remain in the bocy ota patien , they could cause allergicor
ti’ifecttous consequences.
Over-bending, notching, striking and scratching ofthe implants with any instrument should be
avoided to reduce the risk of breakage. Under no Circumstances 3 odd rods or plates be study or reverse bent,
since this woiiid reducethe’atigue life ofthe rod and increasette risk 0 breakage W en the configuration ofthe
bon annot be titted with an availabledeyiceanc contour ng ofthe deuce isabsolutely rev ry. contour ng should
be performed only with propei tending equipment, and SfiUtJlL be performed gradua ly and With great care to avoid
notching or scratch rig the device.
Extreme care should betaken to ensuretttat this ir strunent remains in good working order Any surgical techniques
applicablefcir use ofthis system should be carefully followed. During the procedure, successfu utilization ofthis
tnstrumeni ii-extremelylmportatt Unless labeled for singe use, this instrumentmay be reused. This mstrtment
should not be bent or damaged n any way. Misuse ofthis instrument, caustng corroston,“freezrng up”, scratching,
loosening, bending and/or fracture ofan'y or all sectioi'softhe instrument may inhibit or prevent proper function.

 
  

 
it is importantthatthe surgeon exercise extreme caution when working in close pioxrnityto yital organs, nei yes or
vessels, and that theforces applied whilecorrecting the position ofthe instrumentation is not excessive suct that it
n‘ight cause iryury to the patient.
Exce lye force applied by instruments to implants can dislodge dey ces, particularly hooks.
Nayerexpose instruments to temperatures in excess of
oitlie instruments.

  3t“ ( that may considerably modifythe phystcal characteristics

For US Audiences Only

(AUTION: FEDERAL (U.S.) [AW RESTRIUS THESE DEV|(ES
TO SALE BY OR ON THE ORDER OEA PHYSKIAN ONLY.

32

This device should be used only by physicians tamiliarwith the device, its intended use, any additional
instrumentation and any available surgical techniques.
For the best results MEDTRONK SOFAMOR DANEK implants should only be implanted
with MEDTRONIC SOFAMOR DANEK instruments.

Other complications to the patient and/or hospital staff may include, but are not limited to :
l. yervedamage, paralysrs, pain, or damagetc soft tissue, visceral organs or yomts
2. 3rea<age ofthe device which coulc ma<e necessary ’emoyal difficultcr sometines impossiblewith possible

consequence of late infection and migration. Breakage could cause in‘ury to the patient or hospital staff.
riiecttoii ifiristruirieri saie riot prouetly cleaned and ster liced.
lain, discomfort, or abnormal sensetions resulting from the presence ofthedeyice.
yervedan’iagedue to surg cal trauma.

:PP"
p

)ut‘al tea in cases ofexcessrye load application.
mpingement ofclose vessels, ner yes and organs by slippage or m spla:ement ofthe instrument
)amage due to spontaneois release oftlamping devices or spring mechanisms of certain instruments.pa\igj.
Etdtiiitg of skin or gloves ofoperating staff.
Sony fracture in cases of defonnedspineor weak bone.

l l. fissue damage tothe patient, physical tnyury to operating staffanc/or increased operatingtir’ie that may result
’romthedisassembiy of ntuitr—zomaonent instruments occurr ng during su’gery.

pp

Other Precautions:

l. Excessiyeforces when using bending orhxation instruments can be dangerous especially where bonefriability is
encountered during the operation.

2. Anyforrn otdistortionor excessrve wear on instruments may cause a iiidifli’iEElOii likelyto lead to serious patient
niury.

3 Regularly review the operational state ofall instrumetts and it necessary make rise of repair and replacementservices.
 

Device Fixation:

fome surgeries requirethe use ofinstrun'ients which l’iCOiDDtaiE a measuring iditCiiCl't, Ensure thatthese ae notworn,
that any surface engravings are clearly visible
Wheictheie is a need for a specified tightening torque, this may norma ly be achieved With torque setting instruments
sup lied byMEDiiiONl‘: SOEAMOR DANEK, the pointer on these instruments must irdicate ZERO before use. lfnot,
return for recalibration.

Wit isriiall iiisii urnerits, excess force, beyond the design strength oltlie instrument, can be causedeyei bysiriiple
r’ianual overloading. Do no exceed ’ecornmended pa’ameters
o etetminethe s:rew diameter wit the screw gauge, staitwith the smelled tat hole.

Packaging:
i/lE iRONlE SOEAMOR DAAEK insterents nay be suaplied aseither sterileor none sterile, Sterile instrumentswrll
,e clearly labeled as such on the package labelihe sterility of nsti iments supplied sterile can only beasstred fthe
lac aging is intact.
ac eges for both sterile and DOihSTEille components Si'tOJld be intactupoi receipt All sets should be carefully

checked for complete :s and all conponents should be carefully checked for signs of da’naga, prior to use. Damaged
ac ages or product: stoulsi not be used and should be returned to MEZiiROhilE SOEAMOR DANEK.
remove all packaging material puorto sterilization. Only sterile implants and ii'tsii‘tdi’fteitTS should be used in surgery.

Always immediately iEeSTeilllZeall instrumerts used in surgery. instruments shculd aethoroughlycieaned pnerto
reesterilizatior. This process must be performed before hatdling, 0' before returning product’o MEDTRONlC SOEAMORA EK.
Examination:

nstniments must always be examined by the user priorto use in surgery,
,xamination should hethorough, and in particular, shouldtake into account a visual andtincrnnal inspection ofthe
wor ing surfaces. pivots, racks, spring ortorsional operation, cleanl ness oflocation holes orcannulattons. and the

tesence of any cracks, bending brutsmg oi crstoition, and that all Com aonents ofthe instr u i‘rient are complete
Never use instruments with obvious signs of excessive wear, damage, or that are incomplete or
otherwise unfunctional.
(LEANING AND DECONTAMINATION:

Unless lust removed from at unopened i/iedtionic Sofamor Eia’iek package, all tnnrumerts must be disassernb ed
(rt applicable) and cleaned using neutral cleaners before sterilizatiot and introduction into a sterile surgical belt or
(rf applicable) return ofthe procuctto Niadtronic Qof'i’nor Danek Cleaning and disinfecting of insrun'ents can be
performed wrth didEEiJVdEdeE solvents at higher iemperatures cleaning and decontamination mts‘t include the use of
reutral cleaners followed by a deionized water rirse

   
Note: certain cleaning solutions such as those containing formalin, glutaraidehyde, beach and/or other alkaline
cleaners may damage some devices, pariicularly instruments; these solutiors should not be used. Also many
instri ments reriiiire disassemhly before i leaning
All produrtsshould betreatedvvith care. improper use or tandling may lead to darnageand/or possible improper
functioning ofthe device.

N UVA0000045
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Important PYOdUCt Information continued

STERILIZATION:

lriless marked steri e and clearly labeled assuch in an unopened Stel'llE package provided
ard insrriimerits used in surgery "nu; be sterilized oytte hospital priorto use Remove all
SiEl'lllZithli, Only sterile products should be pared in theopeiativefield Unlfis spenfied

"ythe company. all implants
actaging materials prior ’0

elsewhere,theseprocuctsaie
 

 

 
  

 
 

recommended .0 be Blt‘tllll sterilized by the iiprlldl using l reset olpiocess pi‘ll‘llilt‘lt'l’: below

METHOD (VQE TEMPERATURE EXPOSURE TIME

Steam PieeVacu um 270°F (82°11 4Miiiutes

Steam Gravity ZEU°F ( l2 PIC) 00 Minutes

3teem* PreeVacuurrd , '°: ( l34°t:)* 20 Mirrutefi

Steam " Gravity" 27,6“ ( 84°C) " 20 Minutes"

      
NOTE: Because of the many variables involved in sterilization, each medical facility should calibrate and
verify the sterilization process (e.g. temperatures, times) used for their equipment.
*For outside the United States, some non-U.S. Health Care Authorities recommend sterilization
according to these parameters so asto minimize the potential risk of transmission of Creutzfeldt—Jakob
disease, especially of surgical instruments that could come into contact with the central nervous
system.
It is important to note that a sterilization wrap, package or sterilization container system should be
used to enclose the case or tray in orderto maintain sterility.
Although tretieatri'ientottl'e instrument, materials used, and detai s otstei'i izatiori have an ii'rportantettei:t, for all
practical purposes,there is no limit to the nun ber ottimes instrumens can be resteiilized.

 

Operative Use:
The physician stould tale piecautions against putting uridue stress on ttiespirial area vvith instruments. Any surglcal
technique instruction manual should becarefcllyfollovved, ltan instiument breaks in surgery and pieces go into the
p;tien',these pieces should be removed prior ’0 closure and should not be implanted.
Removal of Implants:
For the best results, the sarnetype othlEDlROhlltI SUFAMOP. DANEK nstrirnents as used tcr implantation should be used
to implant removal purpose: Va’ioux’ sizes otscrewdi ivers are available to adapt to the removal drive sites in auto break
fiiiatioii screws.

lt should be noted ttat where excessive bone or fibrous growth has occurred from the first surgery there may be added
siress on tl’e removal iristiiimentsan the implants Roth irstrutient and implant may be prone to pos<iblehreal<age hi
this case it is necessarvto first remove the bone arid/ortissiietrorri around the imolarrs.
Further Information:

In case of complaint, or for supp ementary information, please contact MEDTRONIC SOFAMOR DANEK.
Product (omplaint:
Any Health [are l‘rotessiorials (eg, customer users of hlEDlRONli: $0 FAMOR DANEK insti uments), who have any
complaint or vvro have expe'iericed ‘lSSdllSiat‘llOll in the pmdud quality identity, durability, reliability, safety,
et’ecmeness audio performance, should notry the distributor, MEETRUVlC SOFAMUR DANEK Further, itary
insti umerit"n'ialtunctior s”, (i.e., does not meet any of its performance spectfications or otheivvise does not perturm as
intended), or is ected ofdoirg sotheclist'ibutor or MEDTRONK SOlAMOll DANEK should be notified immediately.
ltany MEDTRONlC . .JFAMOR DANEK roduct ever"rrialfiirictioris"arid may have ce used or contiibuted to thedeath or
serious inury o: a patiert, the distributor 0i MEDTFONlE SO TAMDR EllNEK should be notified as soon a:- possible by
re ephone, FAXor vvritten coiresporit ence When filing a complaint, please providetl'ie componentts) name and number,
lo numberls), your name ard acdress, and the nature of the complaint.
©2004) MEDTPONK SOFAMUR DANE' USA, lnc. Al rights reserved.
Please contort your Sales llepreE-entatlve or [u toner Service tor the most upetoedate verSion ot the package lnsert.
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Important Product Information continued

IMPORTANT INFORMATION ON THE CLYDESDALE’"I Spinal System
PURPOSE

Thrs devrr:e r5 a PEEK (POLVUHEREII-IERKFIONE) rrtterbodytusron devrte rnte’rded tor stab Irzatron use and to promote
bone tusrnh durrhg the rtnrrnaI heaIrnt'] protes; IoIInwrng surgrtaI correttInn otdrtnrder‘a otthesprne Tte produttshnuId
be rmpIanted onIy by a p :rn who r; thorougth ImowIedgeabIe In the rmpIant‘s nraterIaI and i-LIIQICdI aspects ard
who Ias been nstrdeted as to rt: methanrtaI and natenaI appI (atrons end I mItatrons.
DESCRIPTION

The CLYDESDAL' ”SprnaI System r:orsrsts otPEEKr:ages o‘tvarrous wrdtI's and herghts, whrth rndudeTantaIum marI‘ers
Thesedevrces (an be rnserted between two Iumbar or IumbosairaI vertebraI bod e: to grve suppor’ and cor reetron
dur‘Inr] Iurnbrrr rnterbndytusrnn surgerres TheIrnIIow geon‘etryntthe rranant: a Iowzthern to be packed wrth
autogenous bone graft.
No warrantrea express or rmpIIed, are made ItrpIred warrantres at rrer'thantabrhty and fittesstora partrcuIar purpose
or usear. spetrfieaIIy estIuded. Seette MDT Catang o prrrte IIst torhrrther Intormatron about warrantres ard Irr’rrtatrons
otIrabIIrty.
INDICATIONS

The (LVDESDALE"'I Spinal System is designed to be used with autogenous bone graftto facilitate
interbody fusion and is intended for use with supplemental fixation systems cleared for use in the
lumbar spine. The (LVDESDALP‘ Spinal System is used for patients diagnosed with degenerative
disc disease (DDD) at one or two contiguous levels from L2 to SI . These DDD patients may also
have up to Grade 1 Spondylolisthesis or retrolisthesis at the involved levels. BBB is defined as
discogenic badc pain with degeneration of the disc confirmed by history and radiographic studies.
These patients should be skeletally mature and have had six months of non-operative treatment.
These implants may be implanted via a minimally invasive lateral approad1.
CONTRAINDICATIONS

This device is not intended for cervical spine use.

 

Contrarndrcatrons rnr:Iut.e, butare not Irmrted to:
I. Inteo'ron, IOCdI to the operattve trte

Srgns otIor:aI rntTarnrnatrorr,
Feveror IedI<0rinOSIS,
Mor bd obesrty,

.r Fregrancv,

paw

M_J>
a. MentaI rIIness,
/. Anyotherrorrdrtrorr w rrdr wou d p Ierr: II epeterrIraI berreI't oIsprrraI rrrrpIarrI surgery, sudr asthe JIt'Sc'III.€UI

tumors or congenr‘aI a normaIrtres, tradure Ior:aIto theoperatrngs .eIevatron otsedIn’erttetron rate uneprarned
by other drseases, eIevatron otwhrte bIood (ount (W3C), or a marked Iett shrtt rn theWBt. drtterentraI toun’.

It'! 
 

8. Su‘spetted or doru rrerr ed aIIergy or rrrIoIerarrte Io r.orrrpoere rrraterraIs,
9. Anytase not need no etutron,

IO. Anytase notdevso'rbe rn therrrdIeatrons,
I‘I. Any patrert unerIrng to tooperate wrth aostoperatrve rnstruorons.
I7 Fatrentswrth a known

thrs type of surgery.
eredrtaryorarnrrrred bonet'rrahrhtyor raIr’rtTt'at on nrohIem \ItOII d not be r'onsrdered tor

I3. These devr<:es must not be used tor pedratnt cases, nor where the patrent strII ha: generaI sheIetaI growth.
I4. SpondonIrsthosrs unab oto be reduced to Grade '.
I5. Anytase wherethe rmoIan (omponents seIeJee tor rse wouId be too Iargeortoo straIIto arthreve a guttesstuI

resuIt.

Io. Any case that 'eourr‘eit re mrxrng otrrretaIstrorrr two drtterent ton‘rponer'rtz or systems,
I7. Any pane’rt havrrv; rna egLatetnsue coverage overthe operatrve ste or rnadequate bone stockorquahty,
I8. Any patrett rnwhr:h rmpIatt utrIrzatron woud rntertere wrth anatomrr:aI strurtu es or expected ptysroIogrt'aI

per‘torn’rance.

 
I9 I'nortusrcn atthe IeveI to betreated

NOTA BEN E: Although not absolute contraindications, conditions to be considered as potential
factors for not using this device indude:

1. Severe bone resorption.
2. Osteomalacia.

3. Severe osteoporosis.
POTENTIAL ADVERSE EVENTS

Adverse ettectt may occur when the devrte Is usec ertIer wrth or wIthout atrocrated rnstr‘urnentatIon.
The potentraI rrsI< ot adverse ettects as a resuIt 0t movetrerrt and r’rorre-stebrIrzatron may Increase rn eases where
assocrated con'pIementary support rs not emponed. Poten'raI adverse events rndude but are rot IIrrrted to:

I ImpInnt mrgratron
’. breakage otthe devrr:e(s).rt

. ForeIgn body reatjron to the rmpIants rncIudr’rg possrbIe turnortorrnatron, auto Immune drsease, and/or starrrng.
4. Fressurecn tI'resurtoundrngtrssuea or organs.
5. Loss of proper sprnaI r:Lrvature, torrettron, I‘rerght, and/or redurtron.
6. Irrtectror'r.

7. Eonetraritureor st’ess shIeIdrng at, above, or beIow tI'e IeveI oisurgery.
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I3.
I4.
IS.

aor

I/.
I3.

24
25.

onetnror (or psetdoathresrs).
. .052; of neuroIogrcaI tunrtror. appearanteot r'adrtrIopzthy, duraI tears, atd/Cr deveIopntent ot parr. Nerrovasot ar

eor‘npromrse r’r'r:Iud ng paraIysrs temporary or permanent retrograde eyanrtatron rn maIes, or other types of senous
rnrury. (ZerebraI sprmI tIrrrd Ieakage.

 

hemorrhage othood vesseIs and/o hematomas
scrtrs, arar:I'rnordItrs, and/or other types ot rr'rtIamrnat on.
eep venous thrornbosrs th'o n'rbophIebrtrs, and/or pu monary ernbqus

Bone graft donor srte eor‘anrcatron.
nerbrIrty to resurneattrvrtrei otnormaI darIy Irrrng.

EarIy or Iate Iootenrng or moven errt otthe devIteIs).
'rnary rerentron or Ioss othIadder’ tontrcI or othe’tvpes ot uro ogrtaI system tonrprornrse.

Star tormatron possrny tausrng neuroqu taI tornpromrse CI compressrot around nerves and/or parn.
Tracture, mtcrotracture, resorptron, damage, 0' penetrahon otany sprnaI bone (rnCIudIng ttr: sotrum, p3drdes,
and/or verteIJraI body) and/or bone grattor bone gratt harvest srte at, above, and/or beIow the IeveI otsurgery.
tetropuhed gratt.
ternratod tucteus pquosus, droidrsrrptron or degeneratror‘r at,abovr:, or beIowtre Icver otsurgery.

. .oss otor rntrease rn sprnaI rnobIrty ort'u’rttron.j

. epr‘odud ve system eonpromrse, rncIudIng sterIIrty, Ioss o‘eonsort um, and sexuaI dystundron
IeveIopment ctresprr‘atory proherne, eg puIrnonary en‘rboIrsm, ateIedasrs, bronthrt pneumonra, etr.

Change rn mentaI status.
[essatrnn otanv potentraI growth otthe operated portron otthe sprne

eath

 
WARNINGS AND PRECAUTIONS

A succeestuI reE-IIt Is notaIways achrered rn every surgrr: e’hrs tart Is especraIIytrue rn spnaI surgerywhere other
patrent tondrtrons may compromIsethe resuIts. Use otthIs produrtwrthout bonegrattor rn ease: ttat do not deveIop a
urrrorr erI rroI tesuaesst’ut

Preoper‘atrve and operatrng procedures, rntIudrng krowIedge ot surgrterI tethrrques. good reduttron, and torert
seIettron and pIacernentotthe rn’rpIant's are rmportant :onsrderatrons rn tItesuccesstuI utrIrzatron otthesystem tythe
su georr. Ftrther, the proper seIedrorr arrdthe torrrpIrarrre oItIre patrerrt erI greatIyaI’ett the resuho. Pctrerrts who
Smokehave been shown to I'avea reduted rnoden:e ot bone tusronThese petrentsshouId beedvrsed otthrs tact and
wanted otthrs tor'rsenuenoc. Obese, maInounshed, and IoraIrjohoI rdrug abrse patrents «2nd thoscwrth poor nrrrstIr:
and bone duaIrty and / Cr ne’ve paraIvsrs are aIso poor candIdatestor sprrraI tusron.
Patrents wrth prevrors sprnaI surger y at the IeveIs to be treated may have dItTererrt [IIIrICdI outcomea tom pa red to those
wrth a prrzvrous surgery.
PNYSICIAN NOTE: AIthough the phyE-rcnn IstheIeorned rntermed ary betweenthe tompany andthe patrent, the
Important medrr:aI r’rtormatron grven rn thrs docurrent shoLId be conveyed tothepatIent.

 Tor US AudrentesOnIy

CAUTION: FEDERAL LAW (USA) RESTRICTS THESE DEVICES T0 SALE BY OK ON THE ORDER 0FA
PNVSICIAN.
IMPLANT SELECTION

The :eIectIon otthe proper sr7 - fha pe and desrgn otthe rmpIant tor each patrent Is CrucIaI ’o the suteessott’re 

protedure SurgrriaI rrrrpIantsare suhyettto repeated stresses rn use, and therrstrength rs IrmIted bythe need to
adaptthe desrgn to the human anatomy LInIeas great care staIten rt patrent seIettron, pIacenent otthe rmpIant,
and postoperatrve managen‘rentto mrnrrn ze dresses on the rn'rtIant, SIIC’I Stresses may (ause materraI tatrgre and
to’roeouent breakage or Ioosenrng ot ’he devrce beiore ’he hrsrorr process rs tompIete, whrch may resuIt rn turther rrryury
orthe need to rernovethe devrceprematurer
DEVICE FIXATION

InstaIIttror'r and posrtronaI adyuttment of rranznts rnust or’rIv be done wrth specraI anirIIary rnstr urnents and equrpment
srropIred ard desrgnated by I/IEDTRONIL In the IhTEIESU ot natrent Eatery, rt rstheretore recommended that MEDTFrOhIC
rmpIants are not used wrtIr devreestrcm any other sourte
Never, under any CIICIJI’ItSTaFrCE, reuse a CLYDESDALE‘M SprnaI System deuce. Even when a removed dev ce appears
u ndarraged. It may have smaII detetts or nternaI stress patterns that may Iead to earIy breakage
PREOPERATIVE

I,
2

It.

4,
er

5,

7.

OrIy patrerrts that. r reeI tIrer.rrIerra deemed rr the IIIdIIAIIOIISSIIULId beseIeded.
Patrent (orrdrtror'rsand lor pedrspoortrons suth asthose addressed rn the atorementrcned tontrarndroatronsshouIdbe avordee.

[are ‘ rouId betaIten In the handIIng and storage otthe CIEVICEI‘I-I. They shouId not be straithed or damaged.
bevrtes shouId be protected dunng s’orage espetraIIy trom (onosrve envrronments.
Further rr’rtormatron aboutthrs system erI be provrded upon reques:
The strgecn shouIcI betan’rrIIar wrth the varrorrs devrtes betore rrse and shouId personaIIy ver‘Ity that oh devr:es are
present betore the surgery begrns.
The SIZE otdevrtetorthe ease shouId be detertrrned prror to begInnrng ttesrrrgery Art adequate rnventory 0t
rrrrpIantsrzes shouId beavarabIeatttetrne otsurgerv, rncItrdrng srzes IargerandsrrraIIerthanthose eypetted to be
used.

LhIess suppIIetI ste rIe. aII devrces shouId be deaned and ster IIrzed before use. AddrtronaI stenIecornpo’rents shouId
be averIabIe rn ease ota’ry unexpected need
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Important Product Information continued

INTRAOPERAIIVE

t. he instructions in any avaiiabieL’LYDESE/hLE“ Spinai System surgicai technique manuai shouid be caretuiiy
ohm/red.

2. At aii times, extren‘e caution shouid be used around the spinai cord and nerve roots, Damage to the nerves Wiii
cause iossot neuro ogicai tunctions

3. ‘reakage, siippage, or misuse otinstiuments or implants may cause inruryto the patient or operative personnel.
4. o assure proper tusron beiow and around the iocztion otthetttsron, autogenous bonegratt szt be used.
5. one: ment shouid not be used, because this marerrai may make removai etthese components ditfiiiuit or

impossibieihe heat generated trom the curirg process may damage or detorm the PEEK devices.
POSTOPERATIVE

The p iysrcian’s postaperativedirections and warnings to the patient and the torrespording patient :omoiiarce, are
extremeiy important.

 

i. etaiied instrudrons on the use and irmitatrons otthe devrce shouic be given to the patientihe petient must be
warned that iooserrng, and / or breakage ott’ie devrcets) are comp rcatrons which may occur as resuit pt eariy or
et<cessrve \yeightebearing, muscuiar actiyityor sueden roits or shockto t’ie spine.

2. The patient shouid u: adVised notto smoke o' cor’sume excifisaicohoi, during period o'the boni:tusiot process.
3. he patient shouid be advrsed otthe inabiiityto bend atthe point otspinai firsior anc taughtto cotrpensatetorthrs

ermanent physicai restriction in body motion.
4. trs rmportantti'iat rminobriizatron osunron rsestabirshed and confirmed by roentgenographic examination ita

nonetnion deveiocs or itti‘re components ioosen) migrate, and / or brea<, the devrces s‘rouid be revised and /or
removed immediateiy More serious inrury occurs

5. (,YDESDALE‘” Spinai Smem impiants are interbody devices and air". intended to sub iizethe operativearea during
he tusron process.

6. Any retrieved devrcesshouid be’reated in such a inannerthat reuse in a’iother surgicai roceduie is not poeibie
PACKAGING

evicesare suppiied in a stenietorm Packages tor eact o‘itte componerts shouid be intact upon receipt. Once the seai
on the package hasbeen brokenthe product shouid not be reesterrirzed. ita ioaner or consii nmentsyotem is used,
aii sets shouid be caretuiiy checked tor compietenessand aii components inciuding instruments shouid be caretuiiy
checked toensurethat there is no damage prior to use. Damaged paekagesor produc’s shou d not be used, and shouid

e returned to MED’RO iii;
CLEANINGAND DECONTAMINATION

iniessiust removectrom an unopened MEDTRDNIC pa:kage, aii instrumentsand impiants must be disassembied
(rtapphcabie) and cieaned usrngneutrai cieaners before steriiization and introduitron into a eriie surgrcaiteid or
(it appiicabie) return of he prodtct to MEJTROiiiC Cieaning and disinfecting ot itstruments can be performed With
aidehydeetree soivents at higher temperatures [ieanmq and decontamination mtst inciude he use otneutrai cieaners
'o iovved by a deionize vvater rirse.
ote' (.ertarn cieanrng soiutions such asthose containing tormaiin, giutaraidehyde, bieach and/orotheraikaiine :ieaners

may damagesomedevrces, particulariy instruments; ti‘ese SOiUitOnSShOJid not be used. Also, many instruments recuire
disassembiy betore:ieaning.
Aiiproductsshouid e reatedwrth care mproperuseorhandiingmayeadtodamageand/orpossibieimproper
‘uhcrionrnq otthe devrce
STERILIZATION

Devicesnresiippiier inesteriietorm Oncethesea on thepacknge has been broken,thepi'odurtshoiiid not be
reesteriiized. When sup‘iementai fixation is used, reter to the package insert otthe suppiementai instrumentatiot tor
steriiizatioriintorin ion
PRODUU (0MPLAINTS

Airy Heaith [are Protessronai (eg , customer or riser otthis system of products), Who has any compiaints or who
has experienced anydissatistadron in the productquairty, identity, durabiiity, reiiabiiity, saiety, efiediyeiess and/or
performance, shoui notify the distributor or MEDTRONK Furtter itany otthe rrnpianted spinai system componentts)
ever nraitunctiens, (re, does not meet any of its pertornances ‘ons er otherwrse toes not perterm as intended),
or is suspected otdoing so, the distributorshouid be notified immediateiy. itany MEDTRONiC product errer'maitunctions”
ard may have caused orcontnbuted to the death or serious iruu'y ota patient, the drstrrbu’or stouid be notified
imrneciiateiy by teie hone, tax orwritten correspondence When fiiing a cornpiaint piease provide the componentts‘,
heme and tumbei, ot numberts), yotr name and address, the natuie otthe coinpiairit and notification otwhether a
written report fiom he distributor is requested.
FURTHERINFORMATION

Recommended directions tor use ot this system (scmicai operative techniques) are aveiiabte at no ctarge upon request.
itiirther irtorrriation is needed or reeuired piease contad M ED’RONiC.

_H

 
 

  
  

Medtronic B.V. MedtronrcSot'amor Datek USA, inc.
Eari Bakkenstraat i0 '800Pyramrd Fine
6422 Pi Heerien Mempius,TN 38i32
The Netheriands Teiephone 80093.4 2635 (in USA.)
iei: + 3’) 45 566 80 00 90) 396 srss (Outside o: US A.)

Fax 90) 596 0356

©2009 MEDTRONK SOFAMOR DANEK A i rig tts msei ved.
Piease co ntaq your Saies Representative er Custon’er Service for the most upetoedate versron ot the package insert.
tor the other systerns/devrces in ’his technique, piease contact your Medtronic 3a es Representative tor the surgicai
technique and/or package insert.
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*The i\||i\/irECL|P1sE‘E‘ Spinal System is manufaglured by Axon Systems, IIiL.

Distriimied by Mednoiiic.

www.sofamordanek.com

Medtronic
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