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® Single Use Only

THE VALEO® VBR Small acts as a spacer to maintain proper vertebral body spacing and angulation
following a partial or total corpectomy. The VALEO® VBR Small is manufactured from MC2° silicon
nitride, a ceramic material.

CAUTION: Federal (USA) law
restricts this device to sale by
or on the order of a physician.

VALEO® VBR Small Implant System

As with all orthopedic implants, do not re-use these implants.
Indications

The VALEO® VBR Small is intended for vertebral body replacement to aid in surgical correction
and stabilization of the spine. The device is indicated for use in the thoracolumbar spine (T1 to
L5) to replace or restore height a collapsed, damaged, diseased, or unstable vertebral body or
portion thereof, excised as a result of tumor or trauma (i.e., fracture). It is indicated to achieve
decompression of the spinal cord and neural tissues, and to restore the height of a collapsed or
damaged vertebral body.

The VALEO® VBR Small is designed to restore the biomechanical integrity of the anterior, middle,
and posterior spinal column even in the absence of fusion for a prolonged period.

The VALEO® VBR Small is always to be used with supplemental internal spinal fixation. Addition-
ally, the VALEO® VBR Small may be used with autograft.

Contraindications

THE VALEO® VBR Small is not intended for cervical nor posterior surgical implantation.

General contraindications include, but are not limited to:

Infection, local to the operative site.

Signs of local inflammation.

Fever or leukocytosis.

Morbid obesity.

Pregnancy.

Mental illness.

Any medical or surgical condition which would preclude the potential benefit of spinal implant

surgery, such as the pres—ence of tumors or congenital abnormalities, elevation of sedimenta-

tion rate unexplained by other diseases, elevation of white blood count (WBC), or a marked left
shift in the WBC differential count.

. Rapid joint disease, bone absorption, osteopenia, and/or osteoporosis. Osteoporosis is a rela-
tive contraindication since this condition may limit the degree of obtainable correction and/or
the amount of mechanical fixation.

9. Suspected or documented metal allergy or intolerance.

10. Any case needing to mix metals from different components.

11. Any patient having inadequate tissue coverage over the operative site or where there is inad-

equate bone stock, bone quality, or anatomical definition.

12. Any case not described in the indications.

13. Any patient unwilling to co-operate with postoperative instructions.

14. These devices must not be used for pediatric cases, nor where the patient still has general

skeletal growth.

Contraindications of this device are consistent with those of other spinal systems.
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Possible Adverse Effects

All of the possible adverse events or complications associated with spinal fusion surgery
without instrumentation are possible. With instrumentation, a listing of possible adverse
events or com-plications includes, but is not limited to:

. Early or late loosening of the components. Implant migration.

Disassembly, bending, and/or breakage of any or all of the components.

Foreign body (allergic) reaction to the implants, debris, corrosion products, including metal-
losis, staining, tumor forma-tion and/or autoimmune disease.

Infection.

Dural tears, pseudomeningocele, fistula, persistent CSF leakage, meningitis.

Tissue or nerve damage, irrigation, and/or pain caused by improper positioning and placement
of implants or instruments.

Loss of neurologic function, including paralysis (complete or incomplete), dysesthesia, hy-
peresthesia, anesthesia, paresthesia, appearance or radiculopathy, and/or the development
or continuation of pain, numbness, neuroma, tingling sensation, sensory loss and/or spasms.
Cauda equina syndrome, neuropathy, neurological deficits (transient or permanent), paraple-
gia, paraparesis, reflex deficits, arachnoiditis, and/or muscle loss.
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9. Scar formation possibly causing neurological compromise around nerves and/or pain.

10. Urinary retention or loss of bladder control or other types of urological system compromise.

11. Bone loss or decrease in bone density, possibly caused by stress shielding.

12. Subsidence of the device into vertebral body(ies).

13. Postoperative change in spinal curvature, loss of correction, height, and/or reduction.

14. Cessation of any potential growth of the operated portion of the spine. Loss of spinal mobility
or function. Inability to perform the activities of daily living.

15. Non-union (or pseudoarthrosis). Delayed union. Mal-union.

16. Fracture, microfracture, resorption, damage, penetration, and/or retropulsion of any spinal
bone, of the bone graft, or at the bone graft harvest site-at, above, and/or below the level
of surgery.

17. Graft donor site complications including pain, fracture, infection, or wound healing problems.

18. Herniated nucleus pulposus, disc disruption or degeneration at, above, or below the level
of surgery.

19. lleus, gastritis, bowel obstruction or other types of gastrointestinal system compromise.

20. Hemorrhage, hematoma, occlusion, seroma, edema, embolism, stroke, excessive bleeding,

phlebitis, damage to blood vessels, or cardiovascular system compromise. Wound necrosis

or wound dehiscence.

Reproductive system compromise, including sterility, loss of consortium, and sexual dysfunc-

tion.

22. Development of respiratory problems, e.g., pulmonary embolism, atelectasis, bronchitis,
pneumonia, etc.

23. Change in mental status.

24. Death.

21.

NOTE: Additional surgery may be necessary to correct some of these anticipated adverse events.
Warnings and Precautions

A successful result is not always achieved in every surgical case. This fact is especially true in
spinal surgery where other patient conditions may compromise the results. This device system is
not intended to be the sole means of spinal support. THE VALEO® VBR Small implant system must
be used with additional anterior or posterior instrumentation to augment stability. Use of this
product without a bone graft may not be successful. No spinal implant can withstand body loads
without the support of bone. In this event, bending, loosening, disassembly and/or breakage of
the device(s) will eventually occur.

Consider preoperative and operating procedures, including knowledge of surgical techniques,
proper selection and placement of the implant and good reduction prior to surgery. Only per-
form installation and positional adjustment of implants with special equipment and instruments
specific to these devices. Do not use other instruments unless specifically recommended by CTL
Medical because other instruments may be incompatible.

Never reuse an internal fixation device under any circumstances. Even when a removed device
appears undamaged, it may have small defects or internal stress patterns that may lead to early
breakage. Damage to the connection mechanism will reduce instrument stability.

Further, the proper selection and compliance of the patient will greatly affect the results. Pa-
tients who smoke have been shown to have an increased incidence of non-unions. These patients
should be advised of this fact and warned of this consequence. Obese, malnourished, and/or
alcohol abuse patients are also poor candidates for spine fusion.

Other preoperative, intraoperative, and postoperative warnings and precautions are as follows:

Preoperative

The selection of the proper size, shape and design of the implant for each patient is crucial to
planning the success of the procedure. Ceramic implants are subject to repeated stresses in use,
and their strength is limited by the need to adapt the design to the size and shape of human
bones. Unless great care is taken in patient selection, proper placement of the implant, and post-
operative management to minimize stresses on the implant, such stresses may cause fatigue and
consequent breakage or loosening of the device before the healing process is complete, which
may result in further injury or the need to remove the device prematurely.

. Use care in handling and storing these components. Do not scratch or damage them. Protect

implants and instruments during storage especially from corrosive environments.

2. Since mechanical parts are involved, be familiar with the various components before using the
equipment and personally assemble the devices to verify that all parts and necessary instru-
ments are present before surgery.

3. Determine the type of construct to be assembled for the case prior to surgery. Have an ad-
equate inventory of implant sizes available at the time of surgery, including sizes larger and
smaller than those expected to be used.

4. Unless packaged sterile, clean and sterilize all parts before use. Have additional sterile compo-
nents available in case of an unexpected need.

Intraoperative

. Carefully follow the instructions in any available applicable surgical technique manual.

At all times, use extreme caution around the spinal cord and nerve roots. Damage to the

nerves will cause loss of neurological functions.

. BREAKAGE, SLIPPAGE, OR MISUSE OF instruments or implant components may cause injury to
the patient or operative per—sonnel.

. To ensure proper fusion below and around the location of the instrumentation, use a bone
graft. When using the VALEO® VBR Small, use grafts containing autogenous bone.
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5. Do not use bone cement since it will make removal of the components difficult or impossible.
The heat generated from the curing process may also cause neurologic damage and bone
necrosis.

Postoperative

Postoperative directions and warnings to the patient and patient compliance are extremely im-
portant.

. Give the patient detailed instructions on the device’s use and limitations. If partial weight
bearing is recommended or required prior to firm bony union, warn the patient that device
bending, loosening, or breakage can occur as a result of excessive weight bearing or muscular
activity. The risk of bending, loosening, or breakage of a temporary internal fixation device
during postoperative rehabilitation may be increased if the patient is active or if the patient
is debilitated, demented, or otherwise unable to use crutches or other weight supporting de-
vices. Warn the patient to avoid falls or sudden jolts in spinal position.

For optimal surgical results, do not expose the patient or device to mechanical vibrations that
may loosen the device construct. Warn the patient of this possibility, and instruct the patient
to limit physical activities, especially lifting and twisting motions and any type of sport par-
ticipation. Advise the patient not to smoke or consume excess alcohol during the bone graft
healing process.

. Advise the patient not to bend at the point of spinal fusion, and teach the patient to compen-
sate for this permanent physical restriction in body motion.

Failure to immobilize a delayed or non-union of bone will result in excessive and repeated
stresses on the implant. By fatigue, these stresses can cause eventual loosening, or breakage
of the device. Itisimportant that union immobilization is established and confirmed by roent-
genographic examination. Where there is a non-union, or if the device loosens and/or breaks,
the device should be revised immediately before serious injury occurs.
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Packaging

Packages for each of the components should be intact upon receipt. Check all components for
completeness and for lack of damage prior to use. Do not use damaged packages or products;
return them to CTL Medical Corporation.

Sterilization

Unless otherwise indicated, all components have been sterilized by a minimum of 25kGy (2.5
MRads) of gamma irradiation and are supplied packaged in protective trays or pouches. This ster-
ilization is validated by AAMI TIR33:2005 Sterilization of Healthcare Products — Requirements for
Validation and Routine Control - Radiation Sterilization and Sterilization of health care products
- Radiation sterilization-Sub-stantiation of 25 kGy as a sterilization dose- Method VDmax to an
SAL of 10°®. Inspect packages for punctures and other damage prior to surgery.

CTL Medical Corporation DOES NOT RECOMMEND RESTERILIZATION OF IMPLANTABLE MEDICAL
DEVICES.
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