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Disclaimer:

The surgical technique shown is for illustrative purposes only. The technique(s) actually
employed in each case will always depend upon the medical judgment of the surgeon
before and during surgery as to the best mode of treatment for each patient. Please
reference the 510K or package insert for additional information and a complete
list of intended indications, warnings, precautions, and other medical information.




Features and Benefits

Features & Benefits

* Constructed of implant grade
Titanium Alloy (Ti 6Al-4V ELI)

* Plate thickness: 2.4 mm

* Maximum plate width: 19 mm

e Plate lengths: 22 mm through 92 mm
(measured from actual ends of plate)

* Single level up to four level plates Available Screw Sizes

* Patented Nitinol (NiTi) self-locking screw Diameter (mm) Lengths (mm)
retention system 4.0 12,14,16,18
e 4.0 mm standard and @4.3 mm 4.3 12.14,16,18

revision screws

* Fixed and variable screws for rigid, dynamic or
hybrid stabilization

* Fixed screws allow for 1° of freedom (+/- 0.5°)

* Variable screws allow for 30° of freedom
(+/- 15°)

* Screws are self-tapping and offered with blunt
tips or sharp self-drilling fips

* Color coded screws based on length of screws
and fixed/variable head identification

* Pre-lordosed with medial/lateral curve

* Diamond window allows for graft visualization




Instrument Guide

Drill
(Single Use)

10013-12 12 mm
10013-14 14 mm
10013-16 16 mm
10013-18 18 mm

Fixed Drill Guide
10012-F-B

Variable Drill Guide
10012-V-B
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Removal Tool
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Instrument Guide

Plate Bender
10020

Plate Holder
10015

\

Pin Inserter

10017

13 mm

18 mm
7 mm ——=== |

15 mm

10 mm

Temporary Fixation Pin Temporary Fixation Pin Temporary Fixation Pin
10016 10016-L 10016-S
(Available Upon Request (Available Upon Request)




Instrument Guide

Awl
10025-1 Fixed Sleeve

10025-F-B

Variable Sleeve
10025-V-B




Implant Guide

Plates
Available Sizes

Part No. Level Size

6-1-22 1 22 mm

6-1-24 1 24 mm

6-1-26 1 26 mm

6-1-28 1 28 mm

6-1-30 1 30 mm

6132 ] 32 mm One Level Plate

6-1-34 1 34 mm

6-2-36 2 36 mm

6-2-39 2 39 mm

6-2-42 2 42 mm

6-2-45 2 45 mm

6-2-48 2 48 mm

6251 > 51 mm Two Level Plate

6-2-54 2 54 mm

6-3-53* 3 53 mm

6-3-56* 3 56 mm

6-3-59* 3 59 mm

6-3-62* 3 62 mm

6-3-65* 3 65 mm

6-3-68* 3 68 mm

6-3-71* 3 71 mm Three Level Plate
6-3-74* 3 74 mm

6-3-77* 3 77 mm

6-4-68* 4 68 mm

6-4-72* 4 72 mm

6-4-76* 4 76 mm

6-4-80* 4 80 mm

6-4-84* 4 84 mm

6 4.80" 1 88 mm Four Level Plate
6-4-92* 4 92 mm

*Not Available In Standard Tray Configuration




Implant Guide

Screws
Available Sizes

Fixed Angle, Self Tapping
6-F-4012 4 mmx 12 mm
6-F-4014 4 mm x 14 mm
6-F-4016 4 mmx 16 mm
6-F-4018 4 mm x 18 mm

6-F-4312 4.3 mm x 12 mm
6-F-4314 4.3 mm x 14 mm
6-F-4316 4.3 mm x 16 mm
6-F-4318 4.3 mm x 18 mm

Part No. Size Variable Angle, Self Tapping

6-V-4012 4mmx 12 mm
6-V-4014 4 mm x 14 mm

6-V-4016 4 mm x 16 mm
6-V-4018 4 mm x 18 mm
6-V-4312 43 mmx 12 mm
6-V-4314 4.3 mm x 14 mm

6-V-4316 43 mmx 16 mm
6-V-4318 4.3 mm x 18 mm

Part No. Size Variable Angle, Self Drilling, Self Tapping
6-VS-4012 4 mmx 12 mm

6-VS-4014 4mm x 14 mm
6-VS-4016 4 mm x 16 mm
6-VS-4018 4mm x 18 mm
6-VS-4312 43 mmx 12 mm
6-VS-4314 4.3 mmx 14 mm
6-VS-4316 4.3 mm x 16 mm
6-VS-4318 43 mmx 18 mm




Surgical Technique Guide

STEP 1: Select Plate

Select a Plate with appropriate hole spacing. Ensure that the Plate selected properly fits the
anatomy. If needed, the Plate can be bent to increase (Figure 1) or decrease (Figure 2) the
lordosis.

Note: Reverse bending or repeated over bending may significantly weaken the Plate. Do not
bend the Plate through areas of Screw holes. This may cause the retaining/locking mechanism to
bind.

Figure 1 Figure 2

Optional
STEP 2: Temporarily Secure Plate

Insert the Plate using the Plate Holder. Grasp the Plate by its sides (Figure 3).

Figure 3




Surgical Technique Guide

STEP 2: Temporarily Secure Plate
Continued...

With the Plate in the appropriate position, use the Pin Inserter to place Temporary Fixation Pins
through the small central holes in the Plate. Tamp Pins into place (Figure 4-A and 4-B).

Figure 4-A Figure 4-B

STEP 3: Select Guide

If Fixed Angle Screws are going to be used (Figure 5), select the Fixed Sleeve for the Awl or Fixed

Drill Guide. If Variable Angle Screws are going to be used (Figure 6), select the Variable Sleeve for
the Awl or Variable Drill Guide.

Figure 5 Figure 6




Surgical Technique Guide

STEP 4: Pilot Hole Preparation
Option A- (Using Fixed Awil or Drill Guide)

Note: Either the Awl or the Drill may be sufficient for creating a pilot hole. The physician should
select the appropriate method depending on Screw size and physician preference.

Awl (Fixed Angle)

Place the Fixed Sleeve over the Awl (Figure 7). The Sleeve fits snugly into the Plate and limits the
angle of the pilot hole. Pierce through the cortical bone with the Awl; the Awl penefrates to a
depth of 12 mm past the bottom of the Plate (Figure 8).

Figure 7

Figure 8




Surgical Technique Guide

Drill (Fixed Angle)

Place the Fixed Drill Guide into the appropriate hole in the Plate (Figure 9). The Fixed Drill Guide fits
snugly into the Plate and limits the angle of the pilot hole. Select the appropriate Drill length

(12 mm, T4 mm, 16 mm, or 18 mm). Insert the Drill through the Fixed Drill Guide and twist by

hand to drill (Figure 10). The Drill will stop at the appropriate depth, bottoming out on the Fixed Drill
guide (Figure 11). Turn the Drill counter-clockwise to back out and remove.

Figure 11




Surgical Technique Guide

STEP 4: Pilot Hole Preparation
Option B- (Using Variable Awl or Drill Guide)

Variable Angle Screws can be placed at angles up to 15° from the axis of the hole through the
Plate. Screws have a medial convergence angle of 8°;, and top and boftom Screws have a
neutral axis of 3° diverging, so Screws may be placed at + 18° to - 12°.

Note: Either the Awl or the Drill may be sufficient for creating a pilot hole. The physician should
select the appropriate method depending on Screw size and physician preference.

Awl (Variable Angle)

Place the Variable Sleeve over the Awl (Figure 12). The Variable Sleeve has a stop to prevent
placement of the screw at an unsuitable angle. Place the tip of the sleeve into the Plate. Pierce
through the cortical bone with the Awl. The Awl penetrates to a depth of 12 mm past the bottom
of the Plate (Figure 13).

Figure 12

Figure 13




Surgical Technique Guide

Drill Insertion (Variable Angle)

Place the Variable Drill Guide into the appropriate hole in the Plate (Figure 14). The Variable

Drill Guide has a stop to prevent placement of the Screw at an unsuitable angle. Select the
appropriate Drill length (12 mm, 14 mm, 16 mm, or 18 mm). Insert the Drill through the Variable Dirill
Guide and twist by hand to drill (Figure 15). The Drill will stop at the appropriate depth, bottoming
out on the Variable Drill Guide (Figure 16). Turn the Drill counter-clockwise to back out and

remove.

Figure 14

Figure 16




Surgical Technique Guide

STEP 5: Tap (Optional Step)

Insert the 4.0 mm Tap and rotate clockwise to the desired depth (Figure 17-A and 17-B). Remove
the Tap by rotating counter-clockwise. The Tap threads are 18 mm long.

Figure 17-A Figure 17-B




Surgical Technique Guide

STEP 6: Screw Delivery

Select a Screw of the appropriate size and angulation (Fixed or Variable) . Using the Driver, insert
the Screw untfil it is fully seated in the Plate (Figure 18) and the locking washer closes over both
sides of the Screw head (Figure 19-A, 19-B).

Repeat for the desired Screw holes.

Figure 19-A

Figure 18

Figure 19-B




Surgical Technique Guide

Freehand Screw Delivery
(Optional: Replaces Steps 4-6)

A Variable Angle Self Drilling/Self Tapping Screw (Figure 20) may be inserted freehand without a
Drill Guide. Load a Screw onto the Driver and insert the Screw directly through a hole (Figure 21-A,
21-B). Variable Angle Screws can be placed at angles + 15° from the axis of the hole through the
Plate. Holes have a medial convergence angle of 8°; and top and bottom holes have a divergent
neutral axis of 3°, so Screws may be placed at + 18° to - 12°. Take care when freehanding so that
the Screw is placed at the correct angle or the Screw will not fully seat and the washer will not
close over the Screw head. Note: Fixation Pins should be removed once Screws are in place.

Figure 20

Figure 21-A

Figure 21-B




Surgical Technique Guide

Screw Revision

Place the Removal Tool over the Driver (Figure 22). Place the Driver into the Screw, positioning the
two prongs so that they are located within the washer (Figure 23-A and 23-B).

Figure 22 Figure 23-A

Figure 23-B




Surgical Technique Guide

Rotate the Removal Tool 90° to move the washer out of the way so the Screw may be removed
(Figure 24-A, 24-B).

Figure 24-B
Figure 24-A

After the washer is disengaged, remove the Screw by turning the Driver counter-clockwise while
holding the Removal Tool in this orientation (Figure 25-A, 25-B).

) Figure 25-B
Figure 25-A




Important Product Information

CAUTION: Federal law (USA) restricts these devices to the sale by or on the order of a physician. Implants and disposable instruments single use only.
Description:

The Diamond™ Cervical Plate System is a plate and screw system composed of medical grade titanium (Ti-6A-14V ELI) and nitinol (NiTi) components.
Titanium fixed and variable angle screws are available in various diameters and lengths. The titanium plate contains integrated locking washers
composed of nitinol. These washers secure the bone screws into the plate. The system is intended to provide mechanical support to the implanted
level until biologic fusion is achieved. Various instruments are available to facilitate the implantation of the device.

Indications for Use:

The Diamond™ Cervical Plate System is intended for anterior intervertebral screw fixation of the cervical spine at levels C2-T1. The system is indicated
for femporary stabilization of the anterior spine during the development of cervical spine fusions in patients with the following indications:

. Degenerative Disc Disease (as defined by neck pain of discogenic origin with degeneration of the disc confirmed by patient history and
radiographic studies)

Trauma (including fractures)

Tumors

Deformities or curvatures (including kyphosis, lordosis, or scoliosis)

Pseudarthrosis

Failed previous fusion

Spondylolisthesis

Spinal Stenosis.

WARNING: This device is not approved for screw attachment or fixation to the posterior elements (pedicles) of the cervical, thoracic or lumbar spine.

Contraindications include, but are not limited to:

. An active infection

. Suspected or documented allergy to titanium or nitinol (nickel and titanium alloy) materials

Precautions:

. A successful result is not always achieved in every surgical case. Surgeons should not implant the Diamond™ Cervical Plate until receiving

adequate training regarding surgical technique. Inadequate training may result in poor patient outcomes and/or increased rates of
adverse events. See the Diamond™ Cervical Plate Surgical Technique Manual for more information on proper implantation technique.

. Fatigue testing of the Diamond™ Cervical Plate cannot guarantee device performance in patients. Patient selection is important to
minimize device failure.

. The Diamond™ Cervical Plate System has not been evaluated for safety and compatibility in the MR environment. The Diamond™
Cervical Plate System has not heen tested for heating or migration in the MR environment.

. Titanium and stainless steel components should not be used together.

Possible Adverse Effects:

Possible adverse events or complications associated with the Diamond™ Cervical Plate System may include, but are not limited to:
. Implant breakage

Implant migration

Revision, removal or supplemental fixation of original implant
Failure to relieve symptoms

Dysphagia

Nerve damage leading to decrease or loss of sensory and/or motor function, or paralysis
Pseudarthrosis

Vocal paresis

Vertebral body damage

Degeneration at adjacent level

Anesthesia or other drug reactions

Incision related issues

Bleeding, significant blood loss

Pneumonia

ARDS

Atelectasis

Thrombophlebitis

Emboli

Heart attack

Stroke

Nerve or soft tissue damage
Death




Important Product Information

Material Specification:

The material used for the Diamond™ Cervical plates and screws is a titanium alloy (Tié-Al-4V-ELI) per ASTM F136. These plates and screws are
fitanium anodized. The washer contained in the plate is made from Nitinol-SE per ASTM F2063. The instruments are made from stainless steel per
ASTM F899. The handles of certain instruments are made from Radel R-5500 per ASTM D6394. No warranties, expressed or implied, are made.

Packaging: Packages for each of the components should be intact upon receipt. Damaged packages and products should not be used and
should be returned to AMENDIA.

Sterilization:

Products not clearly marked as sterile should be assumed non-sterile.
For Sterile Implants and Instruments:
Implants and instruments provided sterile will be clearly labeled as such in an unopened sterile package provided by AMENDIA. The
contfents are considered sterile unless the package is damaged, opened, or the expiration date on the device label has passed. The
integrity of the packaging should be checked to ensure that the sterility of the contents is not compromised. Implants supplied sterilized
from AMENDIA must not be re-sterilized.

For Non-Sterile Implants and Instruments:
Implants and instruments used in surgery not clearly labeled as sterile must be sterilized by the hospital prior to use. Remove all packaging
materials prior to sterilization where applicable.

Only sterile products should be placed in the operative field.

Product Complaints:

Any Health Care Professional (e.g. customer or user of this system of product), who has any complaints or who has experienced and dissatisfaction
in the product quality, identity, durability, reliability, safety, effectiveness and/or performance, should notify the distributor. Further, if a Diamond™
Cervical Plate System ever "malfunctions”, (i.e. does not meet any of its performance specifications or otherwise does not perform as intended),
or is suspected of doing so, the distributor should be nofified immediately. If any Company device ever “malfunctions” and may have caused or
conftributed to the death or serious injury of a patient, the distributor should be noftified immediately by telephone, FAX or written correspondence.
When filing a complaint, please provide the component(s) name and number, lot number(s), your name and address, the nature of the complaint
and nofification of whether a written report from the distributor is requested.

Manufacturer: AMENDIA, 1755 West Oak Parkway, Marietta, GA 30062, 877-755-3329 (Toll Free), 770-575-5200 (Main), 877-420-1213 (Fax)

Recommended Sterilization Procedures for Diamond™ System Provided Non-Sterile:
Manufacturer: Amendia, Inc.

Method: Manual Cleaning and Steam Sterilization

Device(s): Trays/Implants/Instruments

Cautions: The Diamond™ Cervical Plate System components provided NON-STERILE should be cleaned and sterilized before use, unless
the individual packaging states otherwise.

Automated cleaning may not be effective. A thorough, manual cleaning process is recommended.

Cleaning agents with chlorine or chloride as an active ingredient are corrosive fo stainless steel and should not be used.
Saline solution has a corrosive effect on stainless steel and should not be used.

Use only neutral pH cleaning agents and detergents.

Diamond™ implants are single use. Therefore these guidelines are not intended for USED Diamond™ spinal implants or
DISPOSABLE, single use instruments.

The Diamond™ Cervical Plate System has not been evaluated for safety and compatibility in the MR environment. The
Diamond™ Cervical Plate System has not been tested for heating or migration in the MR environment.

Limitations on Repeated processing has limited effect on REUSABLE instruments.
Reprocessing:
End of life is normally determined by wear and damage due fo use.
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Instructions:

Point of Use:

Use clean flowing water and disposable wipes to remove excess soil. Reprocess instruments as soon as possible fo prevent

body fluid and fissue from drying on instruments prior o cleaning.

Preparation for

decontamination:

Disassemble all components to provide maximum exposure for cleaning

Cleaning -
Automated:

Automated washer/disinfector systems are not recommended as the sole cleaning method for surgical instruments. An
automated system may be used as a follow-up method to manual cleaning.

Cleaning-
Manual:

1. Disassemble all components before cleaning.

2. Completely submerge instfruments in enzyme solution and allow to soak for a minimum of 20 minutes. Use a soft-bristled,
nylon brush fo gently scrub the device until all visible soil has been removed. Particular atfention must be given fo crevices,
lumens, mated surfaces, connectors and other hard-to-clean areas. Lumens should be cleaned with a long, narrow, and
appropriately sized soft-bristled brush (e.g. pipe cleaner brush).

3. Remove the devices from the enzyme solution and rinse in tap water for a minimum of 3 minutes. Thoroughly and
aggressively flush lumens, holes and other difficult-to-reach areas.

4. After manual cleaning, and all visible blood, soft tissue, and bone have been removed ultra-sonic cleaning may be used.
Place prepared cleaning agents in a sonication unit. Completely submerge device in cleaning solution and sonicate for a
minimum of 10 minutes at 45-50 kHz.

5. Rinse instrument in purified water for at least 3 minutes or until there is no sign of blood or soil on the device or in the rinse
stfream. Thoroughly and aggressively flush lumens, holes and other difficult-to-reach areas. Use de-ionized water for final rinse
of all components

6. Repeat the sonicatfion and rinse steps above until all visible contamination has been removed.
7. Thoroughly and promptly, remove excess moisture from the insfrument with a clean, absorbent and non-shedding wipe.

Allow the fray and components to dry for a minimum of 15 minutes. The fray and components must be thoroughly dry prior to
sterilization cycle.

Disinfection:

Disinfection is only acceptable as an adjunct to full sterilization for reusable surgical instruments.

Maintenance,
inspection, and
testing;

Carefully inspect each device to ensure that all visible blood and soil have been removed.
Inspect lumens to confirm that all foreign material has been removed.
Visually inspect for damage and/or wear.

Note: If any damage or wear is noted that impairs the function of the instrument, contact your Amendia representative for a
replacement.

Packaging

This set of components may be loaded into a dedicated fray, supplied by the manufacturer, for sterilization.

Sterilization:

Visually inspect all components for any remaining debris prior to sterilization.

The Diamond™ Cervical Plate System components provided NON-STERILE should be autoclave sterilized using the sterilizer
manufacturer’s instructions and the institution’s procedures for ensuring sterility. The sterilization cycle should occurin a
calibrated autoclave.

Diamond™ Cervical Plate System components should be sterilized utilizing a pre-vacuum steam autoclave for a minimum of
5 minutes at 270°F (132°C.)

The 5 minute, 270° pre-vacuum steam sterilization cycle is not considered by the Food and Drug Administration to be a
standard sterilization cycle. It is the end user’s responsibility fo use only sterilizers and accessories (such as sterilization wraps,
sterilization pouches, chemical indicators, biological indicators, and sterilization cassettes) that have been cleared by the
Food and Drug Administration for the selected sterilization cycle specifications (fime and temperature).
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Drying: A minimum drying fime of 20 minutes, after sterilization, is recommended.
Drying fimes may vary according to load size and should be increased for large loads.
Dry, thoroughly and promptly, after both cleaning and sterilization.

Storage: Store components in a clean, dry, limited access area that is well ventilated and provides protection from dust, moisture,
insects, vermin, and extremes in humidity and temperature.

The instructions provided above have been validated by Amendia as being CAPABLE of preparing a medical device for reuse. It remains the
responsibility of the processor to ensure that the reprocessing as actually performed, using equipment, materials, and personnel in the reprocessing
facility, achieves the desired result. This normally requires validation and routine monitoring of the process. Any deviation by the re-processor from
these instructions should be properly evaluated for effectiveness to avoid potential adverse consequences.
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