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Intended use

The Oyster cages are cervical interbody fusion cages and have been developed for anterior single or multi-level interbody fusion.
They are intended for insertion between two adjacent cervical vertebrae in skeletally mature patients. In combination with
autograft or allograft the Oyster cages restore the intervertebral height of the spinal segment and facilitate osteosynthesis.
Additional stabilization with a plate system is recommended.

See also the WARNINGS in this instrumentation guide.

Indications Contraindications

The Oyster ACIF cage is intended for the treatment of: Contraindications may be relative or absolute. The selection
of a particular implant must be carefully weighed against the
- Degenerative disc disease (DDD) anamnesis of the patient. The following circumstances may
- Prolapsed intervertebral disc and symptomatic cervical reduce the success of the treatment:
spondylosis
- Spondylotic myelopathy and foraminal stenosis « Implantation in patients with an active infection or

pronounced local inflammation in the area of surgery

- Severe osteoporosis affecting the spine

« Primary or metastatic tumors affecting the spine

« Suspected allergy or foreign body reaction to titanium or
titanium alloys

- Patients whose ability to follow postoperative restrictions,
precautions and rehabilitation programs is limited

- Fractures, severe deformities or an instability in the area of
surgery

- Spine trauma, lesions and revision surgeries

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

Adverse events

Potential risks identified with the use of this 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

Perform appropriate patient selection and inform patient of
limitations and potential adverse effects of the surgery.
Patients must be skeletally mature and have had at least six
months of non-operative treatment. Ensure implants and
the designated instrument set are available and ready for use
(see Instructions for Use for cleaning and sterilization
instructions of the instruments).
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Surgical steps

PREPARATION AND APPROACH

Place the patient on the OR table using the standard posi-
tioning in cases of anterior cervical interbody fusion. Make
sure to allow for X-ray examinations by C-arm.

Confirm the affected level(s) using imaging techniques and
perform a standard anterior cervical approach.

DISTRACTION
Distract the vertebrae in accordance with Caspar distractor
IFU.
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Surgical steps

DISCECTOMY AND CURETTAGE
Resect the anterior anatomy and perform the intervertebral
discectomy. Perform discectomy with standard instruments
and expose the bony endplates.
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Trial insertion and determination of cage size

Attach the Trial sizer to the Inserter. Align the front of the
Trial sizer with the tip of the inserter and make sure the tip
slides into the openings of the interface. Rotate the knob at
the back clockwise until the Trial sizer is securely seated in
the tip of the inserter.

Insert the Trial sizer with gentle taps on the back of the han-
dle until it is fully seated in the intervertebral space. Start
with a small size and repeat using the next larger size,
sequentially until the Trial sizer fits tightly in the disc space
and the nerve roots are adequately released. Check the
secure fit and final position of the trial with fluoroscopy.
Remove the Trial after cage size determination.
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Implant insertion

Use standard aseptic practice to open the sterile packaging
of the implant size that was determined with the Trial.
Attach the implant to the inserter, according to surgeon
preference the inserter with (BM-OINSS) or without (BM-
OINS) depth stop can be used'. Align the front of the
implant with the tip of the inserter and make sure the tip
slides into the openings of the implant interface. Rotate the
knob at the back clockwise until the implant is securely
seated in the tip of the inserter.

To assemble the inserter, screw the pin (BM-OINSP) in the tube
(BM-OINSTS or BM-OINST) until the tip of the pin protrudes the distal
part of the outer tube. Disassemble the inserter prior to cleaning: turn
the pin counter clockwise and remove the pin from the outer tube.
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Implant insertion

Bone graft and/or bone graft substitute might be added
into the cage. Add this after attachment of the inserter, to
avoid bone graft build up in the implant-inserter interface
hindering a proper implant-inserter attachment.
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Implant insertion

Insert the implant with gentle taps on the back of the
inserter until the implant is in the intervertebral space.
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Implant insertion

Check the secure fit and final position of the implant with
fluoroscopy. If the implant position is adequate, remove the
inserter by rotating the inserter knob counter clockwise.
Remove the Caspar pins.

Depending on surgical preference, the disc space can be
filled prior to and after cage implantation with remaining
bone graft and/or bone graft substitute. It is recommended
to place an anterior plate system in accordance with the
corresponding surgical technique.
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Implant removal; Postoperative; Disposal

Implant removal

The Oyster ACIF cage is intended for permanent
implantation and is not intended to be removed in case of a
good outcome. However, adverse events might warrant
removal of the implant.

Dissect the bone, attach the inserter to the implant and
remove the implant.

Postoperative

The patient should be instructed to limit the postoperative
activity as this will reduce the risk of bent, broken and/or
loose implant components.

Postoperative evaluation of the fusion and the implant
status are mandatory.

Disposal

The disposal of this medical product 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
PRODUCT
INFORMATION

Oyster ACIF Implants by article NUMDEr ...
Oyster ACIF Trial Implants by article NUMDBEr ...
Oyster Instruments by article NUMDEr ...

General Instruments by article NUMDBEr ... neeens
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Oyster ACIF Implants

Article number explanation for the cage, as an example

Oyster ACIF Cage, 16 x 17 x 5 dome closed

BAAT System Length Width Height Type
Medical
X 5°

System:
Oyster

BM-OTI1141504DC Oyster 14 x 15 x 4 dome closed
Implant type:
ACIF BM-OTI141505DC Oyster 14 x 15 x 5 dome closed
Typing: BM-OTI141506DC Oyster 14 x 15 x 6 dome closed
dome closed

BM-OTI1141507DC Oyster 14 x 15 x 7 dome closed
Material: BM-OTI141508DC Oyster 14 x 15 x 8 dome closed
Ti6Al4VELI

BM-OTI1141509DC Oyster 14 x 15 x 9 dome closed
System:
Oyster

BM-OTI1141704DC Oyster 14 x 17 x 4 dome closed
Implant type:
ACIF BM-OTI141705DC Oyster 14 x 17 x 5 dome closed
Typing: BM-OTI1141706DC Oyster 14 x 17 x 6 dome closed
Eome deses BM-OTI141707DC Oyster 14 x 17 x 7 dome closed
Material: BM-OTI1141708DC Oyster 14 x 17 x 8 dome closed
Ti6Al4VELI

BM-OTI141709DC Oyster 14 x 17 x 9 dome closed
System:
Oyster

BM-QOTI161704DC Oyster 16 x 17 x 4 dome closed
Implant type:
ACIF BM-OTI161705DC Oyster 16 x 17 x 5 dome closed
Typing: BM-OTI161706DC Oyster 16 x 17 x 6 dome closed
dome closed

BM-OTI161707DC Oyster 16 x 17 x 7 dome closed
Material: BM-OTI161708DC Oyster 16 x 17 x 8 dome closed
Ti6Al4VELI

BM-OTI161709DC Oyster 16 x 17 x 9 dome closed
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System:
Qyster

Implant type:

ACIF

Typing:
flat closed

Material:
Ti6AI4VELI

System:
Oyster

Implant type:

ACIF

Typing:
flat closed

Material:
Ti6AI4VELI

System:
Oyster

Implant type:

ACIF

Typing:
flat closed

Material:
Ti6AI4VELI

BM-OTI141504FC

Oyster 14 x 15 x 4 flat closed

Oyster® ACIF Implants

BM-OTI141505FC

Oyster 14 x 15 x 5 flat closed

BM-OTI141506FC

Oyster 14 x 15 x 6 flat closed

BM-OTI141507FC

Oyster 14 x 15 x 7 flat closed

BM-OTI141508FC

Oyster 14 x 15 x 8 flat closed

BM-OTI141509FC

BM-OTI141704FC

Oyster 14 x 15 x 9 flat closed

Oyster 14 x 17 x 4 flat closed

BM-OTI141705FC

Oyster 14 x 17 x 5 flat closed

BM-OTI141706FC

Oyster 14 x 17 x 6 flat closed

BM-OTIN41707FC

Oyster 14 x 17 x 7 flat closed

BM-OTI141708FC

Oyster 14 x 17 x 8 flat closed

BM-OTI141709FC

BM-OTI161704FC

Oyster 14 x 17 x 9 flat closed

Oyster 16 x 17 x 4 flat closed

BM-OTI161705FC

Oyster 16 x 17 x 5 flat closed

BM-OTI161706FC

Oyster 16 x 17 x 6 flat closed

BM-OTI161707FC

Oyster 16 x 17 x 7 flat closed

BM-OTI161708FC

Oyster 16 x 17 x 8 flat closed

BM-OTIN61709FC

Oyster 16 x 17 x 9 flat closed
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Oyster® ACIF Trial Implants

System:
Oyster

Implant type:
ACIF

Typing:
dome

Material:
Stainless Steel (17-4PH)

System:
Oyster

Implant type:
ACIF

Typing:
dome

Material:
Stainless Steel (17-4PH)

System:
Oyster

Implant type:
ACIF

Typing:
dome

Material:
Stainless Steel (17-4PH)

System:
Oyster

Implant type:
ACIF

Typing:
flat

Material:
Stainless Steel (17-4PH)
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BM-OTR141504D

Oyster Trial sizer 14 x 15 x 4 dome

BM-OTR141505D

Oyster Trial sizer 14 x 15 x 5 dome

BM-OTR141506D

Oyster Trial sizer 14 x 15 x 6 dome

BM-OTR141507D

Oyster Trial sizer 14 x 15 x 7 dome

BM-OTR141508D

Oyster Trial sizer 14 x 15 x 8 dome

BM-OTR141509D

BM-OTR141704D

Oyster Trial sizer 14 x 15 x 9 dome

Oyster Trial sizer 14 x 17 x 4 dome

BM-OTR141705D

Oyster Trial sizer 14 x 17 x 5 dome

BM-OTR141706D

Oyster Trial sizer 14 x 17 x 6 dome

BM-OTR141707D

Oyster Trial sizer 14 x 17 x 7 dome

BM-OTR141708D

Oyster Trial sizer 14 x 17 x 8 dome

BM-OTR141709D

BM-OTR161704D

Oyster Trial sizer 14 x 17 x 9 dome

Oyster Trial sizer 16 x 17 x 4 dome

BM-OTR161705D

Oyster Trial sizer 16 x 17 x 5 dome

BM-OTR161706D

Oyster Trial sizer 16 x 17 x 6 dome

BM-OTR161707D

Oyster Trial sizer 16 x 17 x 7 dome

BM-OTR161708D

Oyster Trial sizer 16 x 17 x 8 dome

BM-OTR161709D

BM-OTR141504F

Oyster Trial sizer 16 x 17 x 9 dome

Oyster Trial sizer 14 x 15 x 4 flat

BM-OTR141505F

Oyster Trial sizer 14 x 15 x 5 flat

BM-OTR141506F

Oyster Trial sizer 14 x 15 x 6 flat

BM-OTR141507F

Oyster Trial sizer 14 x 15 x 7 flat

BM-OTR141508F

Oyster Trial sizer 14 x 15 x 8 flat

BM-OTR141509F

Oyster Trial sizer 14 x 15 x 9 flat




BM-OTR141704F

Oyster Trial sizer 14 x 17 x 4 flat

BM-OTR141705F

Oyster Trial sizer 14 x 17 x 5 flat

BM-OTR141706F

Oyster Trial sizer 14 x 17 x 6 flat

BM-OTR141707F

Oyster Trial sizer 14 x 17 x 7 flat

BM-OTR141708F

Oyster Trial sizer 14 x 17 x 8 flat

BM-OTR141709F

BM-OTR161704F

Oyster Trial sizer 14 x 17 x 9 flat

Oyster Trial sizer 16 x 17 x 4 flat

BM-OTR161705F

Oyster Trial sizer 16 x 17 x 5 flat

BM-OTR161706F

Oyster Trial sizer 16 x 17 x 6 flat

BM-OTR161707F

Oyster Trial sizer 16 x 17 x 7 flat

BM-OTR161708F

Oyster Trial sizer 16 x 17 x 8 flat

BM-OTR161709F

Oyster Trial sizer 16 x 17 x 9 flat

Oyster® ACIF Trial Implants

System:
Oyster

Implant type:
ACIF

Typing:
flat

Material:
Stainless Steel (17-4PH)

System:
Oyster

Implant type:
ACIF

Typing:
flat

Material:
Stainless Steel (17-4PH)

Oyster® Instruments

The product will be used in combination with the dedicated instrument set and standard spinal instruments
(including caspar distractor and curettes).

BM-OINSS Oyster Inserter with Stop

BM-OINSTS Oyster Inserter Tube with Stop

BM-OINSP Oyster Inserter Pin /
BM-OINS Oyster Inserter without Stop /
BM-OINST Oyster Inserter Tube without stop
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