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The use of surgical implants provides the orthopedic surgeon a means of bone fixation and helps generally in the
management of fractures and reconstructive surgeries. These implants are intended as an aid to normal healing, and are not
intended to replace normal body structure or bear the weight of the body in the presence of incomplete bone healing. Delayed
unions or nonunions, in the presence of load bearing or weight bearing, might eventually cause the implant to break, due to
metal fatigue. All metal surgical implants are subject to repeated stress in use, which can result in metal fatigue.

1.

10.

NO PARTIAL WEIGHT BEARING OR NONWEIGHT BEARING DEVICE CAN BE EXPECTED TO WITHSTAND THE
UNSUPPORTED STRESSES OF FULL WEIGHT BEARING. Until firm bone union is achieved, the patient should
employ adequate external support and restrict physical activities which would place stress upon the implant or allow
movement at the fracture site and delay healing.

Failure to immobilize a delayed union or nonunion of bone will result in excessive and repeated stresses, which are
transmitted by the body to any temporary internal fixation device, prior to the healing of the fracture. Due to normal metal
fatigue, these stresses can cause eventual bending or breakage of the device. Therefore, it is important that
immobilization of the fracture is maintained until firm bony union (confirmed by clinical and roentgenographic
examination) is established.

Special precautions are necessary if a temporary internal fixation device is used to treat an unstable intertrochanteric
fracture or subtrochanteric fracture. These fractures are more difficult to reduce and result in unusually strong
unbalanced muscle forces, which cause greater stress to be transmitted to the temporary internal fixation device than
with other types of femoral fractures. These stresses increase the possibility of implant bending or breakage.

NOTE: Postoperative care is extremely important. The patient must be warned that noncompliance with postoperative
instruction could lead to breakage of the implant, requiring revision surgery to remove the device.

CORRECT SELECTION OF THE IMPLANT IS EXTREMELY IMPORTANT. The potential for success in fracture fixation
is increased by the selection of the proper size, shape and design of the implants. The size and shape of the human
bone presents limiting restrictions on the size and strength of the implants.

Preoperative and operative procedures, including knowledge of surgical techniques, good reduction, and proper
selection and placement of the implant are important considerations in the successful utilization of temporary internal
fixation devices. See the specific surgical technique for surgical procedure.

In evaluating patients for orthopedic appliance application, the patient's weight, occupation, activity level, mental
condition, foreign body sensitivity, and any degenerative diseases are of extreme importance to the eventual success of
the procedure. These conditions must be evaluated as part of the preoperative planning.

CORRECT HANDLING OF IMPLANTS IS EXTREMELY IMPORTANT. The device should not be bent sharply, reverse
bent, notched or scratched. All of these operations can produce defects in the surface finish and internal stress
concentrations, which may become the focal point for eventual failure of the appliance.

If metal screws, wire bands or other metallic devices are to be used together with a particular temporary internal fixation
device, all such devices should be manufactured from materials having similar composition, to avoid the possibility of
galvanic corrosion or other metallic reactions.

NO METALLIC SURGICAL IMPLANT SHOULD BE REUSED. Any metal implant, once used, should be discarded.
Even though it appears undamaged, stresses from prior use may create small defects and internal stress patterns which
may lead to fatigue failure.

Detailed written instructions on the use and limitations of the device should be given to the patient. If partial weight
bearing is recommended or required prior to firm bony union, the patient must be warned that bending or breakage of
the device are complications which may occur as a result of weight bearing or muscle activity. An active patient,
debilitated or demented patient, who cannot properly use weight support devices, may be particularly at risk during
postoperative rehabilitation.

REMOVAL OF THE DEVICE. While the surgeon must make the final decision on implant removal, it is the position of
the Orthopedic Surgical Manufacturers Association that, whenever possible and practical for the individual patient,
fixation devices should be removed once their service as an aid to healing is accomplished, particularly in younger more
active patients.

SCREWS WARNING. This device is not approved for screw attachment or fixation to the posterior element (pedicles) of
the cervical, thoracic, or lumbar spine.

Implants are provided sterile and should be stored unopened in their protective packaging. Inspect packages for
damage prior to surgery.

Instruments should be cleaned between each surgical procedure in accordance with AAMI-TIR12 2010 or similar
method.

Prior to use instruments should be steam sterilized after removal of any non-autoclavable protective packaging and
labeling, using the following parameters:

*Refers to in chamber dry time. Please note that dry times may vary due to differences in the user's packaging
materials, environmental conditions, steam quality, device materials, total mass, sterilizer performance and varying cool
down time. The user should employ verifiable methods (e.g. visual inspections) to confirm adequate drying. It is the
user’s responsibility to validate the appropriate drying time with the sterilization equipment and sterilization load used.

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

5912-F Breckenridge Parkway, Tampa, FL 33610 « Phone: (888) 635-8535 <« Fax: (888) 632-8047
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