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_ English [EN]

Device System Name:
Hallmark® Anterior Cervical
Plate System

Description:

The Hallmark Anterior Cervical Plate System is comprised of a variety of non-sterile, single

use, titanium alloy (6AL-4V ELI, per ASTM F136) components that allow a surgeon to build an
anterior cervical implant construct. The system is attached to the anterior aspect of the vertebral
body by means of screws to the cervical spine. The system consists of an assortment of screws,
plates and associated instrumentation, which assists in the surgical implantation of the devices.

Indications for Use:

The Halimark Anterior Cervical Plate System is a temporary implant intended for anterior fixation

to the cervical spine from C2 to (7. The specific clinical indications include:
1. Degenerative disc disease (defined as back pain of discogenic origin with degenerative
disc confirmed by patient history and radiographic studies).

. Spondylolisthesis.

Fracture.

. Spinal stenosis.

. Deformities {i.e., scoliesis, kyphosis, and/for lordosis).

Tumor.

. Pseudoarthrosis.

. Revision of previous surgery.
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. indications:
The Hallmark Anterior Cervical Plate System is contraindicated in patients with a systemic
infection, with a local inflammation at the bone site, or with rapidly progressive joint disease or
bone absorption syndromes such as Paget's disease, osteopenia, osteoporosis, or osteomyelitis,
Do not use this system in patients with known or suspected metal allergies. Use of the system
is also contraindicated in patients with any other medical, surgical or psychological condition
that would preclude potential benefits of internal fixation surgery such as the presence of
tumars, congenital abnormalities, elevation of sedimentation rate unexplained by other disease,
elevation of white blood cells or a marked shift in white blood cell differential count.

Potential Adverse Events:
Alt of the possible adverse events associated with spinal fusion surgery without instrumentation
are possibie. With instrumentation, a listing of possible adverse events includes, but is not
limited to:
1. Early or late loosening of any or all of the components.
2. Disassembly, bending, and/or breakage of any or all of the components.
3. Foreign body (allergic) reaction to implants, debris, corrosion products, graft material,
including metallosis, straining, tumor formation, andfor auto-immune disease.
4. Pressure on the skin from component parts in patients with inadequate tissue coverage
over the implant possibly causing skin penetration, irritation, and/or pain.
5. Post-operative change in spinal curvature, loss of correction, height, and/or reduction.
6. Infection.
7. Vertebral body fracture at, above, or below the level of surgery.
8. Loss of neurological function, including paralysis (complete or incomplete).
9. Non-union, delayed union.
10. Pain, discomfort, or abnormal sensations due to the presence of the device.
11. Hemorrhage.
12. Cessation of any potential growth of the operated portion of the spine,
13. Death.

Note: Additional surgery may be necessary to correct some of these anticipated adverse events,

Warnings and Precautions;
1. Single use only.
2. The Hallmark Anterior Cervical Plate System is not approved for screw attachment or
fixation to the posterior elements (pedicles) of the cervical, thoracic, or lumbar spine.
3. Non-sterile; the plates, bone screws and instruments are sold non-sterile, and therefore,
must be sterilized before each use.

. Always orient the plate along the midline of the spine.

. When performing a corpectomy procedure using a Hallmark anterior cervical plate, ensure
that the top locking mechanisms are only used on the superior and inferior portions of
the cervical plate prior to final tightening the top locking plates to avoid potential plate
performance deterioration.

6. To optimize bony union, perform an anterior microdiscectomy or corpectomy as indicated.

7. To facilitate fusion, a sufficient quantity of autologous bone or other appropriate materiat

should be used.
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8. Excessive torque applied to the screws when seating the plate may strip the threads in
the bone.
9. Failure to achieve arthrodesis will result in eventual loosening and failure of the device
construct.
10. Da not reuse implants; discard used, damaged, of otherwise suspect implants,
11, Reuse of devices [abeled as single-use could result in injury or re-operation due to
breakage or infection. Do not re-sterilize single-use implants that come in contact with
body fluids.

jbility Inf ion:
The Hallmark Anterior Cervical Plate System has not been evaluated for safety and compatibility
in the Magnetic Resonance (MR} environment. This system has not been tested for heating or
migration in the MR environment.

Alt instruments and implants must first be cleaned using established hospital methods before
sterilization and introduction into a sterile field. Additionally, all instruments and implants that
have been previously taken into a sterile surgical field must first be cleaned using established
hospital methods before sterilization and reintroduction into a sterile surgical field. Cleaning
can include the use of neutral cleaners followed by a deionized water rinse. All products should
be treated with care. Improper use or handling may lead to damage and possible improper
functioning of the device.

The Hallmark Anterior Cervical Plate System should be sterilized by the hospital using the
recommended cycle:

Method: Steam (wrapped) or:
Cycle: Gravity

Temperature: 250°F (121°C)
Exposure time: 30 minutes

Drying time: 30 minutes

ician Inf .
Patient Selection:

Patient selection is an extremely important factor in the success of implant procedures. It is
important that the candidates be carefully screened and the optimal therapy selected.

Method: Steam (wrapped)
Cycle: Prevac

Temperature: 270°F (132°C)
Exposure time: 8 minutes
Drying time: 30 minutes

Preoperative:

1. Carefully screen the patient, choosing only those that fit the indications described above.

2. Care should be exercised in the handling and storage of the implant components. The
implants should not be scratched or otherwise damaged. Store away from corrosive
environments.

3. An adequate inventory of implants should be available at surgery of the sizes expected
to be used.

4. All components and instruments should be cleaned and sterilized prior to each use.
Additional sterile components should be available in case of an unexpected need.

Intraoperative:

1. instructions should be carefully followed.

2. Extreme caution should be used around the spinal cord and nerve roots.

3. The implant surface should not be scratched or notched since such actions may reduce the
functional strength of the construct.

4, Bone grafts must be placed in the area to be fused such that the graft fits snugly against
the upper and lower vertebral bodies.

5. Bone cement should not be used as it will make removal of the components difficult or
impossible.

6. Before closing soft tissue, check each screw to make sure that none have loosened.

Postoperative:

1. Detailed instructions should be given to the patient regarding care and limitations, if any.

2. To achieve maximum results, the patient should not be exposed to excessive mechanical
vibrations. The patient should not smoke or consume alcohol during the healing process.

3. The patient should be advised of their limitations and taught to compensate for this
permanent physical restriction in body motion.

4. If a non-union develops or if the components loosen, the devices should be revised or
removed before serious injury occurs. Failure to immobilize the non-union, or a delay in
such, will result in excessive and repeated stresses on the implant. it is important that
immobilization of the spinal segment be maintained until fusion has occurred.

5. The implants are temporary internal fixation devices, intemal fixation devices are
designed to stabilize the spine during the normal healing process. After the spine is fused,
the devices serve no functional purpose and should be removed.



Patient Information;

The temporary internal fixation devices used in your recent spinal surgery are metaltic implants
that attach to the bone and aid in the healing of bone grafts. These implants have been shown
to be valuable aids to surgeons in the treatment of bony fusions. These devices do not have
the capabilities of living bone. Intact fiving bone is self-repairing, flexible and occasionally
breaks and/or degrades. The anatomy of the human body places a size limitation on any
artificial fixation device used in surgery. The maximum size imitation increases the chances of
the mechanical complications of loosening, bending, or breaking of the devices. Any of these
complications could result in the need for additional surgery. Accordingly, it is very important
that you follow the recommendations of your physician, Use braces as instructed. By following
these instructions, you can increase your chances of a successful result and reduce your risk of
injury and/or additional surgery.

Packaging:

Packages for each of the components should be intact upon receipt. If a consignment system
is used, all sets should be carefully checked for completeness and all components should be
carefully checked for damage prior to use. Damaged packages or products should not be used
and should be returned to Orthofix.

The Hallmark Anterior Cervical Plate System instruments and implants are provided in modular
cases specifically intended to contain and organize the system’s components. The system’s
instruments are organized into trays within each moduiar case for easy retrieval during surgery.
These trays also provide protection to the system components during shipping. Additionally,
individual instruments and implants are provided in sealed poly bags with individual product labels.

Product Complaints:

Any Healthcare Professional (e.g., customer or user of this system) who has any complaints or
who has experienced any dissatisfaction with the product quality, identity, durability, refiability,
safety, effectiveness and/or performance, should notify Orthofix inc., 3451 Piano Parkway,
Lewisville, TX 75056, USA, by telephone at: 1-214-937-3199 or 1-888-298-5700 or by email at
complaints@orthofix.com.

Eurther Information:
A recommended operative technique for the use of this system is available upon request from
Orthofix at the phone numbers provided above.

Latex Information:

The implants, instruments and/or packaging material for the Hallmark Anterior Cervical Plate

System are not formulated with and do not contain natural rubber. The term “natural rubber”
includes natural rubber latex, dry natural rubber, and synthetic latex or synthetic rubber that

contains natural rubber in its formulation.

Caution: Federal law (USA) restricts these devices to sale by or on the order of a physician.
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