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Instruction for Use (D60039)

Oyster ACIF®

Important Information — please read before use!
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This instruction for use covers implants of the the Oyster ACIF Cage System.

Other sets of manufacturer’s instructions are available containing information required for application of
the system:

- Reprocessing Instructions for Instruments (D60007)
- Instrumentation Guide Oyster ACIF (D60038)
- Product-specific inserts
The system-specific product information can also be viewed under the following links:

- https://elabeling.silony-medical.com
- www.silonyspine.com

Any manufacturer liability is excluded in the event of non-compliance with the manufacturer’s information.

Prior to using a product distributed by Silony Spine, the surgeon is expected to carefully study the
following indications/contrainidcations, recommendations, warnings, and advice as well as the product-
specific information. Silony Spine also recommends attendance at applicable user training courses.

Users and/or patients are required to report any (serious) adverse events related to the device to the
manufacturer and to the state competent authority.

This information is only intended for the USA and its territories.

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

The Oyster cages are Cervical Interbody Fusion cages and have been developed for at up to two
contiguous levels from C2 to T1. It is intended for insertion between two adjacent cervical vertebrae. The
implants are offered in heights from 4 to 10mm, and 3 footprints (14mm x 15mm, 16mm x 17mm, 14mm
x 17mm). The implants are manufactured by SLM and standard milling process.

1.2 Material
Implants of the Oyster ACIF cage system are additively manufactured from titanium alloy Ti6Al4V ELI (ELI
= extra low interstitials) in accordance with ASTM F3001.

The Oyster ACIF Cage is indicated for intervertebral body fusion of the spine in skeletally mature patients.
The Oyster ACIF Cage is intended for use for anterior cervical interbody fusion in patients with cervical
disc disease (DDD) at up to two contiguous levels from C2 to T1. The System is intended to be used with
supplemental fixation; the Oyster ACIF Cage is required to be used with an anterior cervical plate as the
form of supplemental fixation. The System is intended for use with autogenous and/or allogeneic bone
graft comprised of cancellous and/or corticocancellous bone graft to facilitate fusion. The Oyster ACIF
Cage is to be used in patients who have had at least six weeks of non-operative treatment.

Do not use the Oyster ACIF Cage in cases of:

- Reduced bone quality

- Anomaly/fracture

- Any condition compromising success of the procedure

- Rapidly destructive joint disease

- Bone resorption, osteopenia, and/or osteoporosis

- Active infection

- Local inflammation

- Primary spinal deformities

- Allergy or foreign body reaction to titanium or it's alloys

- Patients in whom the implant may impinge upon natural structures or interfere with a physiological
function

- Use of these implants is relatively contraindicated in patients with reduced ability to follow
postoperative restrictions and rehabilitation programs

In addition, patients who smoke have been shown to have an increased incidence of pseudo arthrosis,

see also section 5 Warnings and Precautions.

As with any major surgical procedure, there are risks involved in orthopedic surgery, including procedures
involving the Oyster ACIF Cage. Potential risks identified with the use of the Oyster ACIF Cage and/or
System include, but are not limited to:

- Device fracture

- Loss of fixation

- Nonunion

- Implant subsidence
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- Neurologic injury and/or vascular/ visceral injury

- Infection

- Postoperative migration of the implant

- Intolerance to the material

Further adverse events identified, not directly linked to product or procedure, are:
- Degeneration of the vertebrae adjacent to the arthrodesis

Note: Adverse events may occur when the Oyster ACIF Cage and/or System is used either with or without
associated devices/instrumentation. The identified adverse events as a result of movement and non-
stabilization may increase in cases where associated complementary support is not employed.

e MR NOT EVALUATED The Oyster ACIF Cage has not been evaluated for safety and compatibility in
the Magnetic Resonance (MR) environment. It has not been tested for heating, migration, or image
artifact in the MR environment. The safety of Oyster ACIF Cage in the MR environment is unknown.
Scanning a patient who has the Oyster ACIF Cage may result in patient injury.

e INSTRUMENTATION Only use dedicated instruments set and accessories as listed in the surgical
technique to avoid adverse affecting Oyster ACIF Cage performance or surgical outcome.

e TRAINING The surgeon should strictly follow the recommendations in the surgical technique. All staff
involved should be familiar with the surgical procedures associated with the cervical interbody fusion
technique to avoid adversely affecting Oyster ACIF Cage performance or surgical outcome.

e PATIENT SELECTION Appropriate patient selection is critical to the surgical outcome. Only patients
who satisfy the indications AND who do not have any of the contraindications should be considered for
interbody fusion surgery using the Oyster ACIF Cage to avoid adversely affecting Oyster ACIF Cage
performance or surgical outcome. In addition, patients who smoke have been shown to have an increased
incidence of pseudo arthrosis.

e PATIENT EDUCATION Preoperative instructions to the patient are essential. The patient must be
made aware of the limitations and potential adverse effects of the surgery. The patient must be instructed
to limit the postoperative activity as this will reduce the risk of bent, broken and/ or loose Oyster ACIF
Cage components. The patient must be made aware that Oyster ACIF Cage components may bend, break
and/ or loosen, even though restrictions in activity are followed.

e DISTRACTION Adequate distraction is one of the preconditions for the primary stability of the
Oyster ACIF Cage; however it is critical to ensure that the segment is not over distracted to avoid damage
of ligaments and or endplates.

e ENDPLATE PREPARATION Appropriate removal of the cartilaginous layers of the endplates is
important for the vascularisation of the bone transplant. However, make sure to clean the endplates
carefully and maintain the integrity of the underlying bony endplate, as damage of the endplate can lead
to Oyster ACIF Cage subsidence.
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e IMPLANT SELECTION The Oyster ACIF Cage and Systems Oyster cervical cage system offers a
broad selection of different lengths, widths and anatomic shapes, each with 5° lordosis. This portfolio
enables individual customization to different patient anatomies and intraoperative requirements. With the
trial sizers, you can determine the length, width and height and at the same time check which anatomic
shape is suitable for the situation. It is recommended to use a Oyster ACIF Cage implant that is as wide
as possible to achieve a large contact surface and to ensure support on the anterior and posterior cortical
region of the endplates. To determine the height, it is important to make sure that the Oyster ACIF Cage
implant is neither too tight nor too loose. In correspondence with the endplate preparation, allowing
minimal removal of bone, choose the anatomical variant that is most-suitable: either anatomic or wedge
shape.

e INSERTION DEPTH Insertion shall be performed under fluoroscopy control to avoid too deep
placement resulting in spinal cord injury.

e EXPIRY DATE Before use of the Oyster ACIF Cage check the expiration date (yyyy/mm/dd). The
Oyster ACIF Cage shall not be used after its expiration date. Use after the expiration date can lead to
infection.

e PACKAGING INTEGRITY Before use of the Oyster ACIF Cage check if the secondary packaging,
labelling and sterile primary packaging are intact. The sterile packaging should be free of cracks, holes,
tears and any other damage. Use of the Oyster ACIF Cage unpacked from damaged packaging can lead to
an untraceable product or infection.

e IMPLANT HANDLING The Oyster ACIF Cage should be handled appropriately to protect it from
unintentional damage. Avoid scratching or damaging the Oyster ACIF Cage at any time (specifically during
attachment of the Oyster ACIF Cage to the inserter and Oyster ACIF Cage placement), as this may lead to
premature failure of the Oyster ACIF Cage. Care must be taken when placing the Oyster ACIF Cage to
avoid damage.

e IMPLANT PLACEMENT The Oyster ACIF Cage has teeth to maximize primary stability, however
make sure the soft tissue and esophagus are adequately retracted when inserting the Oyster ACIF Cage to
avoid damage from contact with the Oyster ACIF Cage (in particular the teeth). Adequate positioning of the
Oyster ACIF Cage is critical; an improperly placed Oyster ACIF Cage can adversely affect Oyster ACIF Cage
performance or surgical outcome.

e PERMANENT IMPLANTATION The Oyster ACIF Cage is intended for permanent implantation and
shall not be removed in case of good outcome. Removal of a stable Oyster ACIF Cage can lead to loss of
stability and damage to the surrounding tissue.

e SINGLE USE ONLY The Oyster ACIF Cage is provided as a single use implant only, and is not to be
reused, resterilized or reimplanted in any situation as this might adversely affect Oyster ACIF Cage
performance and/or increase risk of infection.
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e STERILITY The Oyster ACIF Cage is packed individually and delivered in a sterile package. The Oyster
ACIF Cage is sterilized by irradiation with a dose of 25 kGy.

e STORAGE The Oyster ACIF Cage must be stored in its original packaging under the storage
conditions specified on the packaging to prevent deterioration. Where appropriate, monitor and record
storage conditions periodically.

¢ DISPOSAL The disposal of the Oyster ACIF Cage requires no special measures. Be sure to observe all
national/local regulations and guidelines when disposing of the packaging material and potentially

¢ INFORMATION To obtain a surgical technique manual or should any information regarding the
products or their uses be required, please contact the legal manufacturer or your local distributor.

Symbol Title of Symbol / Explanatory Text
u Manufacturer
& Date of manufacture
Including the date in the following format: YYYY-MM-DD
C € 0483 The device meets the requirements of EU Regulation MDR 2017/745.
&me Federal law in the USA restricts this device to sale by or on the order

of a physician.

Article number

LOT Lot number
QTY Number of items
MD Medical device
UDI Unique device identification
g Use by
Including the date in the following format: YYYY-MM-DD
EB] Consult Instructions for Use

www.silony-medical.com/ifu

Caution

O Single sterile barrier system

Double sterile barrier system

[ sTERILE [ R | Sterilized using irradiation
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Symbol Title of Symbol / Explanatory Text

Do not reuse

Do not resterilize

Do not use if the packaging is damaged

Kepp dry

Keep away from sunlight

MR conditional (the term MR is synonymous with MRI and means
magnetic resonance imaging)
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Metal detectors can trigger alarm due to the implant
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[ ] ‘. F
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Patient Identification
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u Health care centre or doctor

Date (of implantation)

Contact

Cage angulation

Domed cage

Tapered cage

Silony Symbol (Manufacturer)

JUWA=E

d Silony Medical GmbH
Leinfelder StraBe 60
70771 Leinfelden-Echterdingen
Germany

Telephone: +49 (0)711-782 5250
Fax: +49 (0)711-782 525 11
E-Mail: info.stuttgart@silony-medical.com

\o https://www.silonyspine.com/contact

www.Silony-medical.com/ifu

waw.silorny-medical.com/ifu

m US Representative & Distributor

Silony Spine Corp

3201 N Federal Hwy, Suite 201
Oakland Park, FL 33306

USA
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