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Introduction

The Oyster ACIF Cage is a Titanium (Ti grade 23) disc shaped open graft hole cervical interbody fusion cage.

Indications for use

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.

See also the “Potential Adverse Events” section and
WARNINGS in this surgical technique (identified by a Warning
symbol).

(Relative) Contraindications

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, it has been shown that smoking has an increased
incidence of pseudarthrosis.

Potential Adverse Events

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:

- Device fracture

« Loss of fixation

+ Nonunion

« Implant subsidence

« 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
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Pre-surgical planning

Only patients who satisfy the criteria set forth under the
indications section of this document AND who do not have
any of the conditions set forth under the contraindications
section of this document may be considered for interbody
fusion surgery using the Oyster ACIF cage.
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Surgical steps

PREPARATION AND APPROACH

Place the patient on the OR table using the standard
positioning in cases of anterior cervical interbody fusion.
Confirm the affected level(s) using imaging techniques and
perform a standard anterior cervical approach.

Fig.1: anterior approach

DISTRACTION
Insert the Caspar pins in accordance with Caspar distractor
IFU.

Spread the vertebrae in accordance with Caspar distractor
IFU.

Fig. 4: Spread the vertebrae
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Surgical steps

DISCECTOMY AND CURETTAGE
Remove the disc and if applicable perform curettage of the
endplates.

Fig. 5: Remove the disc and perform curettage of the
endplates.
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Trial insertion and determination of cage size

Determine the appropriate Oyster ACIF Cage using the trial
sizers. Use fluoroscopy control during insertion to determine
proper placement. (Connect the trial sizers to the inserter in
accordance with Figure 8 and Figure 9)

Fig. 7: Use fluoroscopy control during insertion to
determine proper placement
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Implant insertion

Remove Oyster ACIF Cage from packaging using standard
aseptic practice.

Attach the Oyster ACIF Cage to the instrument’.

Fig.8: Lock the implant to the implant holder

Fig. 9: Tighten the inserter by rotating the knob clockwise

The Oyster Inserter shall be assembled prior to use. The Oyster Inserter Pin
(O1-1005) is to be screwed in the Oyster Inserter Tube (OI-1015 or OI-1025) until
the tip of the Oyster Inserter Pin protrudes the distal part of the outer Tube.
According to surgeon preference the Oyster Inserter with (OI-1010) or without
(O1-1020) depth stop can be used. After use the Oyster Inserter shall be
disassembled prior to cleaning using the inverse order of the assembly steps.
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Implant insertion

Fill the Oyster ACIF Cage with bone grafting material.

Fig. 10: Fill the cage with bone grafting material
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Implant insertion

Insert the Oyster ACIF Cage. Use fluoroscopy control during
insertion to determine proper placement.

Fig. 11: Insert the cage
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Implant insertion

Disconnect inserter from Oyster ACIF Cage
by rotating the inserter knob counterclockwise.

Remove Caspar pins (according to Caspar distractor IFU).

Recommended: insert anterior plate in accordance with
plate surgical technique.

Fig. 14: Oyster ACIF Cage after insertion
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Implant removal; Disposal

Implant removal

The Oyster ACIF Cage is intended for permanent implantation,
however Oyster ACIF Cage failure or infection might warrant
removal of the Oyster ACIF Cage. If it is necessary, expose the
Oyster ACIF Cage from the bone by means of dissection and
remove it by reattaching the inserter to the Oyster ACIF Cage
by use of standard surgical pliers.

Disposal

The disposal 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 infectious items.
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Oyster ACIF Implants

Article number explanation for the cage, as an example

Oyster ACIF Cage, 05 x 17 x 16 dome open

Sterile System Height Width Length Type  Property

System:
Oyster

S-OCT-04151451-S
Implant type:
ACIF S-OCT-05151451-S
Typing: S-OCT-06151451-S
dome open

S-OCT-07151451-S
Material: S-OCT-08151451-S
Ti6AI4VELI

S-OCT-09151451-S

S-OCT-10151451-S
System:
Oyster

S-OCT-04171651-S
Implant type:
ACIF S-OCT-05171651-S
Typing: S-OCT-06171651-S
dome open

S-OCT-07171651-S
Material: S-OCT-08171651-S
Ti6AI4VELI

S-OCT-09171651-S

S-OCT-10171651-S
System:
Oyster

S-OCT-04171451-S
Implant type:
ACIF S-OCT-05171451-S
Typing: S-OCT-06171451-S
dome open

S-OCT-07171451-S
Material: S-OCT-08171451-S
Ti6AI4VELI
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Oyster ACIF Cage, 04 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 05 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 06 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 07 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 08 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 09 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 10 x 15 x 14 mm, anatomic

Oyster ACIF Cage, 04 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 05x 17 x 16 mm, anatomic

Oyster ACIF Cage, 06 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 07 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 08 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 09 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 10 x 17 x 16 mm, anatomic

Oyster ACIF Cage, 04 x 17 x 14 mm, anatomic

Oyster ACIF Cage, 05 x 17 x 14 mm, anatomic

Oyster ACIF Cage, 06 x 17 x 14 mm, anatomic

Oyster ACIF Cage, 07 x 17 x 14 mm, anatomic

Oyster ACIF Cage, 08 x 17 x 14 mm, anatomic

S-OCT-09171451-S

S-OCT-10171451-S

Oyster ACIF Cage, 09 x 17 x 14 mm, anatomic

Oyster ACIF Cage, 10 x 17 x 14 mm, anatomic



S-OCT-04151405-S

Oyster ACIF Cage, 04 x 15 x 14 mm, wedge shape

S-OCT-05151405-S

Oyster ACIF Cage, 05 x 15 x 14 mm, wedge shape

S-OCT-06151405-S

Oyster ACIF Cage, 06 x 15 x 14 mm, wedge shape

S-OCT-07151405-S

Oyster ACIF Cage, 07 x 15 x 14 mm, wedge shape

S-OCT-08151405-S

Oyster ACIF Cage, 08 x 15 x 14 mm, wedge shape

S-OCT-09151405-S

S-OCT-10151405-S

S-OCT-04171605-S

Oyster ACIF Cage, 09 x 15 x 14 mm, wedge shape

Oyster ACIF Cage, 10 x 15 x 14 mm, wedge shape

Oyster ACIF Cage, 04 x 17 x 16 mm, wedge shape

S-OCT-05171605-S

Oyster ACIF Cage, 05 x 17 x 16 mm, wedge shape

S-OCT-06171605-S

Oyster ACIF Cage, 06 x 17 x 16 mm, wedge shape

S-OCT-07171605-S

Oyster ACIF Cage, 07 x 17 x 16 mm, wedge shape

S-OCT-08171605-S

Oyster ACIF Cage, 08x17x16mm, wedge shape

S-OCT-09171605-S

S-OCT-10171605-S

S-OCT-04171405-S

Oyster ACIF Cage, 09x17x16mm, wedge shape

Oyster ACIF Cage, 10x17x16mm, wedge shape

Oyster ACIF Cage, 04 x 17 x 14 mm, wedge shape

S-OCT-05171405-S

Oyster ACIF Cage, 05 x 17 x 14 mm, wedge shape

S-OCT-06171405-S

Oyster ACIF Cage, 06 x 17 x 14 mm, wedge shape

S-OCT-07171405-S

Oyster ACIF Cage, 07 x 17 x 14 mm, wedge shape

S-OCT-08171405-S

Oyster ACIF Cage, 08 x 17 x 14 mm, wedge shape

S-OCT-09171405-S

S-OCT-10171405-S

Oyster ACIF Cage, 09 x 17 x 14 mm, wedge shape

Oyster ACIF Cage, 10 x 17 x 14 mm, wedge shape

Oyster® ACIF Implants

System:
Oyster

Implant type:
ACIF

Typing:
flat open

Material:
Ti6AI4VELI

System:
Oyster

Implant type:
ACIF

Typing:
flat open

Material:
Ti6Al4VELI

System:
Oyster

Implant type:
ACIF

Typing:
flat open

Material:
Ti6AI4AVELI
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Oyster® ACIF Trial Implants

System:
Oyster

Instrument type:
Trial implant

Typing:
dome

Material:
Stainless Steel (17-4PH)

System:
Qyster

Instrument type:
Trial implant

Typing:
dome

Material:
Stainless Steel (17-4PH)
)

System:
Oyster

Instrument type:
Trial implant

Typing:
dome

Material:
Stainless Steel (17-4PH)

System:
Oyster

Instrument type:
Trial implant

Typing:
flat

Material:
Stainless Steel (17-4PH)
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O1-T04151451

Oyster ACIF Trial 04 x 15 x 14 mm, anatomic

OI-T05151451

Oyster ACIF Trial 05 x 15 x 14 mm, anatomic

OI-T06151451

Oyster ACIF Trial 06 x 15 x 14 mm, anatomic

OI-T07151451

Oyster ACIF Trial 07 x 15 x 14 mm, anatomic

OI-T08151451

Oyster ACIF Trial 08 x 15 x 14 mm, anatomic

OI1-T09151451

OI-T10151451

OI-T04171651

Oyster ACIF Trial 09 x 15 x 14 mm, anatomic

Oyster ACIF Trial 10 x 15 x 14 mm, anatomic

Oyster ACIF Trial 04 x 17 x 16 mm, anatomic

OI-T05171651

Oyster ACIF Trial 05 x 17 x 16 mm, anatomic

OI-T06171651

Oyster ACIF Trial 06 x 17 x 16 mm, anatomic

OI-TO7171651

Oyster ACIF Trial 07 x 17 x 16 mm, anatomic

OI-T08171651

Oyster ACIF Trial 08 x 17 x 16 mm, anatomic

OI-T09171651

OI-T10171651

OI-T04171451

Oyster ACIF Trial 09 x 17 x 16 mm, anatomic

Oyster ACIF Trial 10 x 17 x 16 mm, anatomic

Oyster ACIF Trial 04 x 17 x 14 mm, anatomic

OI-T05171451

Oyster ACIF Trial 05 x 17 x 14 mm, anatomic

OI-T06171451

Oyster ACIF Trial 06 x 17 x 14 mm, anatomic

OI-T07171451

Oyster ACIF Trial 07 x 17 x 14 mm, anatomic

OI-T08171451

Oyster ACIF Trial 08 x 17 x 14 mm, anatomic

OI-T09171451

OI-T10171451

OI-T04151405

Oyster ACIF Trial 09 x 17 x14 mm, anatomic

Oyster ACIF Trial 10 x 17 x 14 mm, anatomic

Oyster ACIF Trial 04 x 15 x 14 mm, wedge shape

OI-T05151405

Oyster ACIF Trial 05 x 15 x 14 mm, wedge shape

OI-T06151405

Oyster ACIF Trial 06 x 15 x 14 mm, wedge shape

OI-T07151405

Oyster ACIF Trial 07 x 15 x 14 mm, wedge shape

OI1-T08151405

Oyster ACIF Trial 08 x 15 x 14 mm, wedge shape

OI-T09151405

OI-T10151405

Oyster ACIF Trial 09 x 15 x 14 mm, wedge shape

Oyster ACIF Trial 10 x 15 x 14 mm, wedge shape




OI-T04171605

Oyster ACIF Trial 04 x 17 x 16 mm, wedge shape

OI-T05171605

Oyster ACIF Trial 05 x 17 x 16 mm, wedge shape

OI-T06171605

Oyster ACIF Trial 06 x 17 x 16 mm, wedge shape

OI-TO7171605

Oyster ACIF Trial 07 x 17 x 16 mm, wedge shape

OI-T08171605

Oyster ACIF Trial 08 x 17 x 16 mm, wedge shape

OI-T09171605

OI-T10171605

OI-T04171405

Oyster ACIF Trial 09 x 17 x 16 mm, wedge shape

Oyster ACIF Trial 10 x 17 x 16 mm, wedge shape

Oyster ACIF Trial 04 x 17 x 14 mm, wedge shape

OI-T05171405

Oyster ACIF Trial 05 x 17 x 14 mm, wedge shape

OI-T06171405

Oyster ACIF Trial 06 x 17 x 14 mm, wedge shape

OI-TO7171405

Oyster ACIF Trial 07 x 17 x 14 mm, wedge shape

OI-T08171405

Oyster ACIF Trial 08 x 17 x 14 mm, wedge shape

OI-T09171405

OI-T10171405

Oyster ACIF Trial 09 x 17 x 14 mm, wedge shape

Oyster ACIF Trial 10 x 17 x 14 mm, wedge shape

The Oyster ACIF Cage will be used in combination with:
- Dedicated instruments

- Standard spinal instruments (including Caspar distractor and Curettes)

- Cervical plate system (optional)

Oyster® ACIF Trial Implants

System:
Oyster

Instrument type:
Trial implant

Typing:
flat

Material:
Stainless Steel (17-4PH)

System:
Qyster

Instrument type:
Trial implant

Typing:
flat

Material:
Stainless Steel (17-4PH)

Oyster® Instruments

0I1-1010 Oyster Inserter, with Stop

Ol-1015 Oyster Inserter, Tube, with Stop

0OI1-1005 Oyster Inserter, Pin /
01-1020 Oyster Inserter, without Stop

0l1-1025 Oyster Inserter, Tube, without Stop
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