


Spine Wave Mission Statement

Spine Wave is dedicated to developing and delivering high-quality, 

innovative technologies that assist physicians in treating spinal disorders and 

improving patients’ lives; exceeding the expectations of our customers; complying 

with statutory, regulatory, and customer requirements;  maintaining the effectiveness

 of the quality management system; providing a challenging and rewarding work 

environment with exceptional growth opportunities for deserving employees;

and delivering superior returns for our shareholders.
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9 (H) mm

10 (H) mm

11 (H) mm

12 (H) mm

13 (H) mm 

14 (H) mm

Cat. # 

1

36 (L) x 9 (H) mm

36 (L) x 10 (H) mm

36 (L) x 11 (H) mm

6 (L) x 12 (H) mm

36 (L) x 13 (H) mm

36 (L) x 14 (H) mm

Cat. # 
Cat. # Description

Center Pivot Technology

Optimal Control

True MIS Approach
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Allows the spacer to be rotated in the disc space while maintaining control throughout actuation.

The instrumentation requires no medial-lateral movement upon rotation of the 
implants making it ideal for MIS approaches.

IMPLANT OVERVIEW
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7° Lordotic, 36 (L) x 15 (H) mm
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INSTRUMENT OVERVIEW

Cat. # Description

s

Cat. # Description

* See Page 15 for Trial Cat. #s

Trial Inserter - Inner Shaft

Trial Inserter - Outer Shaft

Straight Tamp

Implant Removal Tool

Knob Assembly

Implant Inserter

27 mm Spacer

30+ mm Spacer

Gear Driver

Inline Slap Hammer

Articulating Trial

Trial Draw Knob

Slap Hammer      27 mm Lordotic Trial

 36 mm Lordotic
Articulating Trial

10-6224

,
, Implant Inserter Assembly
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PRE-OPERATIVE PLANNING AND APPROACH

Perform pre-operative planning to ensure that the

for the patient. The patient is placed in the prone
position for optimal access to the targeted level(s).
Expose the operative segment.

DISC PREPARATION

Expose the disc space and remove disc material with 
the help of commonly used surgical instruments 
such as rongeurs, curettes, rasps and other 
appropriate instruments.

A meticulous nucleus removal and endplate 
preparation maximizes the amount of space for bone 
graft which may increase the potential for a 
successful fusion.

PRE-PACKING GRAFT MATERIAL

Once the site preparation is complete, the disc space 
is pre-packed with autograft. Sweep graft material 
to appropriate location using a tamp.  A trial should 

graft material.  Quantity of bone graft shown is not 
representative and will vary from patient to patient.

 

Step 1

Step 2

Step 3
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TRIAL INSERTION

Trials are provided for all available
implant sizes and have the identical
footprint, height, and lordosis of the
corresponding implants.

To assemble trial, insert the inner
shaft of the trial inserter into the
outer shaft and snap together.
To connect to the trial, insert the
distal end of the instrument into
the trial and rotate the handle
clockwise until tight.

A slap hammer is available to aid
in removal of the trial from the disc
space. To attach, engage the slap
hammer onto the loading zone at
the proximal end of the trial inserter.

Slap Hammer

27 mm Lordotic Trial

Step 4
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TRIAL INSERTION (CONT’D)

When ready to articulate the 
trial, rotate the draw knob 
counterclockwise a half turn.

Then rotate the safety knob 
counterclockwise until it stops 
and push and hold it in.

Finally, pull the trigger to
articulate the implant.
 

 ARTICULATING TRIAL INSERTION

An articulating trial is available to assess the height and footprint.

To load the articulating trial, align the marking on the articulating trial with the marking on the 
articulating trial inserter and then rotate the trial up to mate with the Inserter. Ensure that the 
groove on the pivot pin is aligned with the draw rod.

Advance the grey trial draw knob until the trial is secured against the instrument. Rotate the 
safety clockwise to ensure the trial does not articulate inadvertently during insertion.

Trial Draw Knob

Safety

Align Black Line

36 mm Lordotic
Articulating Trial

Articulating 
Trial Inserter

Trigger

Indicator Window

           Rotating the safety clockwise prevents the trial from rotating. Rotating the safety 
counterclockwise allows for deployment of the trigger by pushing and holding the safety in.

 :etoN

Step 4



TRIAL INSERTION (CONT’D)

for a controlled rotation of the articulating 
trial as shown. Ensure the driver is fully 
engaged prior to articulating.

The in-line slap hammer can be threaded
into the back of the draw knob to remove
the trial inserter as necessary.

When fully rotated to the "100" position, the 
articulating trial can be locked in position. 
To do this, rotate the safety clockwise until 
it bottoms out.

 ARTICULATING TRIAL INSERTION CONT'D

Gear Driver
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Step 4

In-Line Slap Hammer



INSERTER ASSEMBLY
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Prior to loading the implant, ensure that
the inserter has been properly reset after
the last usage.

Verify that the indicator pin is at the
“0” position.

Check that the safety release is flush
against the inserter and not protruding out.

If the inserter needs to be reset, push in the 
reset button while pulling the trigger away 
from the handle until a click is heard and 
the indicator pin returns to the “0” position.

RESETTING THE INSERTER

INSERTER ASSEMBLY

Safety 
Release

Reset 
Button 

(Push)

Indicator Pin

Once the appropriate implant length and 
height are selected, choose the corres-
ponding 27 mm (green) or 30+ mm (grey) 
spacer and slide it onto the
inserter shaft.

Note:             Using the incorrect combination of 
spacer and implant can lead to malfunction 
of the inserter.

SpacerImplant  Inserter

Inserter Knob

Step 5



LOADING THE IMPLANT
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Align groove on the pivot pin of the implant until it is facing the threaded tip on
the inserter shaft. While ensuring that the removal pin on the implant is engaging
the female pocket on the pivot arm, begin rotating the green inserter knob clockwise 

Tug on the implant to ensure it is loaded correctly.

Note: Use caution to ensure the inserter does not cross thread into the implant.
If any resistance is felt, remove the implant and start again.

Removal Pin

Pivot Pin

Pivot Arm

Inserter Shaft

Step 6



Step 7

Step 8

IMPLANT INSERTION

The surgeon can introduce the inserter into the disc space by malleting the inserter draw knob.

The inserter is designed to achieve a final implant orientation which is perpendicular to the midline in 
the axial plane. An approximate approach angle of 15° is recommended to accomplish this orientation 
when fully actuated. To optimize final placement, it is recommended that the implant be centered
midline in the axial plane prior to actuation, and confirmed with an A/P radiographic image.

Note: Do not push the green safety release button during impaction or the implant may 
rotate prematurely.

IMPLANT POSITIONING
To actuate the inserter, first rotate the 
inserter draw knob approximately a half turn 
counterclockwise.

Next, press and hold the safety release button.

Finally, squeeze the trigger to rotate the implant 
to the desired position.

After rotation, and before removal of the inserter, 
the implant can be tamped anteriorly to increase 
lordosis as desired.

Note: Squeezing the trigger prior to pressing the 
safety release button will make it difficult to 
release the safety.

Note: The trigger should remain squeezed
during additional impaction. Do not rotate the 
inserter in the axial plane or the pivot arm may 
disengage from the implant.
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FINAL VERIFICATION
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ANTERIOR/POSTERIOR* LATERAL

The implants are designed with tantalum markers for assessment under radiographic imaging.

In Anterior/Posterior radiographs, as the implant is rotated from a starting point of the pivot pin on 
the midline, the anterior tantalum marker will rotate toward and eclipse the right side of the pivot pin.*

In lateral radiographs, the lateral tantalum markers and the removal pin will rotate toward the pivot 
pin and eventually be eclipsed by the pivot pin.

After verifying placement, rotate the green Inserter draw knob counterclockwise until it disengages. 
Remove the inserter from the wound and reset for subsequent usage.

*Note that for 36+ mm options the pivot pin will not be midline but the anterior tantalum marker 
will be midline.

Step 9

Removal
Pin

Pivot Pin

Lateral Tantalum Markers Anterior Tantalum Markers

Pivot
Pin



FINAL CONSTRUCT

device’s instructions for use (IFU).

IMPLANT REMOVAL

An implant removal tool is available should the 
implant need to be removed after detachment 
from the inserter. Hook the distal tip of the 
instrument around the removal pin and 
tug lightly to ensure proper engagement.
While maintaining upward tension on the
removal tool, attach the slap hammer
to remove.

Removal 
Pin
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27 mm, 36 mm Lordotic Implants & Trials

INSTRUMENT CATALOG NUMBER
 9 Implant Inserter (Green)
10 27 mm Spacer  (Green)
11 36 mm Spacer (Grey)
12  In-Line Slap Hammer
13  Gear Driver

1 Straight Tamp
2 Implant Removal Tool
3 Trial Inserter Outer Shaft
4 Trial Inserter Inner Shaft

5 Implant Inserter Knob Assembly (Green)
6 Articulating Trial Knob Assembly  (Grey)
7 Slap Hammer
8 Articulating Trial Inserter (Grey)

BOTTOM TRAY

NOTE:               Caddies are
double sided with
even numbers on
top and odd
numbers on the
bottom.

TRAY LAYOUT

15

5
4

2

6

11
4

101

8

9

12

13

10-6230 Trial, 27 (L) x 7.5 (H) mm
10-6231 Trial 7° Lordotic, 27 (L) x 9 (H) mm
10-6232 Trial 7° Lordotic, 27 (L) x 10 (H) mm
10-6233 Trial 7° Lordotic, 27 (L) x 11 (H) mm
10-6234 Trial 7° Lordotic, 27 (L) x 12 (H) mm
10-6235 Trial 7° Lordotic, 27 (L) x 13 (H) mm
10-6236 Trial 7° Lordotic, 27 (L) x 14 (H) mm
10-6237 Trial 7° Lordotic, 27 (L) x 15 (H) mm
* 27 mm Implants

10-6260 Trial, 36 (L) x 7.5 (H) mm
10-6261 Trial 7° Lordotic, 36 (L) x 9 (H) mm
10-6262 Trial 7° Lordotic, 36 (L) x 10 (H) mm
10-6263 Trial 7° Lordotic, 36 (L) x 11 (H) mm
10-6264 Trial 7° Lordotic, 36 (L) x 12 (H) mm
10-6265 Trial 7° Lordotic, 36 (L) x 13 (H) mm
10-6266 Trial 7° Lordotic, 36 (L) x 14 (H) mm
10-6267 Trial 7° Lordotic, 36 (L) x 15 (H) mm
* 36 mm Implants # See Page 4 for Implant Cat. #s

27 mm Lordotic Catalog Numbers 36 mm Lordotic Catalog Numbers

1 10

11

12

13

33

7

33



INSTRUCTIONS FOR USE

PRODUCT DESCRIPTION
The Spine Wave TRUE POSITION® Pivoting Spacer System is a radiolucent 

markers that allow postoperative r
position and orientation.

INDICATIONS FOR USE
The TRUE POSITION® Pivoting Spacer System is indicated for spinal fusion 
procedures in skeletally mature patients with degenerative disc disease 

history and radiographic studies. These DDD patients may also have up to 
Grade 1 spondylolisthesis or retrolisthesis at the involved level(s). These 
patients should have had six months of non-operative treatment. The 
TRUE POSITION® Pivoting Spacer System is to be used with a supplemen-

MATERIALS
The TRUE POSITION®  Pivoting Spacer  implants are manufactured from 
implantable PEEK-OPTIMA® LT1 (polyetheretherketone) polymer in 

therketone (PEEK) Polymers for Surgical Implant Applications; the 
radiopaque markers are made from biocompatible tantalum conforming 

Implant Applications (UNS R05200, UNS R05400); and the pins are made 

Wrought Titanium-6 Aluminum-4 Vanadium ELI (Extra Low Interstitial) 
Alloy for Surgical Implant Applications (UNS R56401).

CLEANING AND STERILIZATION
The TRUE POSITION® Pivoting Spacer System is supplied clean and 
non-sterile and is intended to be sterilized prior to use. Sterilize following 
AAMI ST79 standards and a validated cycle to achieve a sterility assurance 
level (SAL) of 10-6 or better.  Spine Wave Inc. recommends an FDA cleared 
wrap, pre-vacuum steam sterile at 132° C for a minimum of 8 minutes. 
Following sterilization, implants should be dried and/or cooled to prevent 
condensation.

Pre-Vacuum 
3

Cycle Type    
Preconditioning Pulse 
Cycle Time 
Temperature 
Dry Time  Article 

8 minutes
270° F (132º C)
40 minutes
Wrapped in two layers of 1-ply polypropyl-

   ene wrap using sequential wrapping
techniques with a surgical towel placed
 between the wraps and the bottom of the
tray.

STORAGE
Store in a cool, dry place. 

GENERAL CONDITIONS OF USE
The physician must be thoroughly knowledgeable not only in the medical 
and surgical aspects of the implant but must also be aware of the 
mechanical and material limitations of metallic and biocompatible 
polymer surgical implants. Appropriate postoperative care is extremely 
important for achieving successful results.  

PATIENT SELECTION
When considering prospective surgical candidates, the following factors 

procedure:
1. Occupation or activity. If the patient is involved in an occupation or 
activity that includes heavy lifting, muscle strain, twisting, repetitive 
bending, stooping, running, substantial walking, or manual labor, 
2.Diminished mental capacity.  Conditions such as senility, mental illness, 
alcoholism and drug abuse can contribute to noncompliance with 
prescribed limitations and precautions and thereby impede or prevent 
postoperative rehabilitation.
3. Degenerative disease. Progressive musculoskeletal, metabolic, or 
neurologic degenerative disease may be so advanced as to prevent 
satisfactory implantation, impair stabilization, and/or limit the useful life 
of the implant and surgery should only be undertaken as a short-term, 
palliative measure under severe circumstances.
4. Foreign body sensitivity. A history of foreign body sensitivity may 
warrant against implantation as no pre-operative test can completely 
exclude the possibility of hypersensitivity or allergic reaction. 
5. Smoking.  Current or recent smokers tend to experience higher rates of 
fusion failure and are at higher risk for pseudoarthrosis development. 

bral discs. Progressive degeneration of adjacent segments caused by 
smoking can lead to recurring pain symptoms despite successful fusion 
and initial clinical improvement.

The . The 
pat . Your 
patient must be informed that any activity increases the risk of loosening, 
bending, or breaking the implant.

CONTRAINDICATIONS
The following

to the patient whenever relevant. 

presence of active systemic infection, open wounds, infection localized to 
the proposed surgical site and in cases where the patient has demon-
strated allergic or foreign body sensitivity to any of the implanted 
materials. 

preclude the use of this or any other implanted orthopedic devices. 
T

where the patient could be expected to achieve similarly satisfactory 
results using safer and/or predictable therapeutic alternatives. 

may be placed on the bone and implants due to obesity, degenerative 
diseases other than Degenerative Disc Disease (DDD), lifestyle, and/or 
psychological factors contributing to inability to properly adhere to 
restrictions in the immediate post-operative period. 

fusion at the level(s) to be treated; and any condition not described in the 
Indications for Use. 

 is a 
suitable candidate for these devices.        

16



WARNINGS

PRECAUTIONS

POSSIBLE ADVERSE EFFECTS  

PRODUCT COMPLAINTS 

PATIENT INFORMATION 
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True Position® Demo Set

True Position® Animation

True Position® Sell Sheet

Additional True Position® Marketing Material
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