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TL-HEX — TrueLok Hexapod System

Fact Sheet
WHAT IS EXTERNAL FIXATION?
Physicians have many options for treating a bone that needs medical attention to correct a deformity or a fracture. External fixation is one of these options. Just as the name suggests, an external fixation device is worn outside the body. This device, which is called a fixator, is connected to the bone with bone screws (commonly called pins). The pins pass through the skin, and sometimes muscles, to connect the external fixator to the bone, in order to hold the bone in place and to anchor the fixator securely. Sometimes wires are used with pins or instead of pins to secure the bone pieces.

Limb lengthening and deformity correction are some of the uses of external fixation. They are used also for temporary stabilization, fracture treatment and treatment of deformities that have arisen after healing from trauma injuries. Limb lengthening and limb correction are gradual techniques that can help to correct the results of irregular bone growth that occurred in childhood, or help to repair the damage from an accident, bone loss or a non-union (a fracture that is not healing properly). The bone is corrected in these procedures by carefully cutting the bone (osteotomy), and then slowly lengthening or correcting the limb. This method takes advantage of the body's natural ability to grow new bone tissue.

The surgeon uses the external fixator to place the bone in its correct position and alignment until bone healing occurs and deformity correction is achieved. This may take approximately six weeks for a simple fracture, and up to one year or longer for a more complicated procedure.

External fixation is a minimally invasive and flexible treatment that can be tailored for the patient. With an advanced external fixator, such as TL-HEX™, further adjustments that may be needed do not require a second surgery.
TL-HEX: AN INTRODUCTION
TL-HEX is a dynamic, 3D external fixation system that combines hardware and software to correct bone deformities. This hexapod-based system, designed at Texas Scottish Rite Hospital for Children, functions as a 3D bone segment-repositioning module. In essence, the system consists of circular and semi-circular external supports secured to the bones by wires and half pins, and interconnected by six struts.
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	Struts: TL-HEX Struts consists of two telescoping aluminum tubes, which can be locked together at various lengths
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	A simple pull and click method allow the patient for easy adjustment of each strut, for correction of deformity




TL-HEX: PATHOLOGIES AND CONDITIONS
TL-HEX is used to correct bone deformities caused by a wide variety of pathologies and conditions in both children and adults. Listed below are some of the bone deformities that TL-HEX may be particularly useful for managing.
Congenital deformities:
· Blount's disease
· Clubfoot disorder
· Rickets disease
· Genu varum
· Genu valgum
· Arthrogryposis
Foot and ankle conditions:
· Charcot-Marie-Tooth disease
· Cavus foot
· Pes planus
· Ankle arthrodesis
Trauma and post-trauma deformity:
· Fracture treatments
· Post-trauma deformity corrections
For further information on these diseases, conditions and injuries that may be managed with external fixation, see the accompanying pathologies factsheet.
TL-HEX: HARDWARE PLUS SOFTWARE
Successful frame application and correction of the deformity or injury also relies on the use of associated software. This combination of hardware and software allows for adjustment of the external supports at multiple angles, simultaneously. The ring positions can be adjusted either rapidly (acute correction) or incrementally (gradual correction), according to precise figures generated by the software, to reposition the bone, aid growth and provide stabilization in all directions — rather than simply vertically at fixed intervals, as with less-advanced external fixation systems. This enables children and adults with bone conditions and injuries to receive customized care that helps optimize clinical, functional and aesthetic outcomes.1
TL-HEX: SUMMARY OF BENEFITS
TL-HEX is a system that allows for a complete control of all the variables that define a specific position in space. It is based on six angulated struts that can move independently, all the movements can be simple or combined without changing the basic structure of the frame. This movement can significantly simplify surgery in the complex deformity treatment or trauma cases, where the surgeon is not required to adapt the frame or to make elaborated pre-planning to find the optimal position of the hinges.

A software is available to define the precise length and the speed of the struts in order to make all the calculations very simple and precise. At any time of the surgeries, if the desired correction has not been achieved, the surgeon can change the data and parameters always maintaining the same frame. Furthermore, the system has shown to be user-friendly and well accepted by the patient.

Used for a wide range of bone-deformity corrections, TL-HEX is fully customizable to meet the needs of each individual patient. The rings are made of lightweight aluminum, making the device more comfortable for patients to wear during the duration of the treatment.
FURTHER INFORMATION
For further information, please visit the website www.tlhex.com. High-quality images and animations are available by contacting your local sales representative or Orthofix Corporate Communications at 214-937-2529 or CorporateCommunications@Orthofix.com. Please note that these materials are intended as general background information to aid the media in creation of articles about external fixation and are not intended for distribution directly to a patient.
Intended use
The TL-HEX system is intended for limb lengthening by metaphyseal or epiphyseal distractions, fixation of open and closed fractures, treatment of non-union or pseudoarthrosis of long bones and correction of bony or soft tissue defects or deformities.
Indications
Indications, for adults and all pediatric subgroups except newborns, include:
· Post-traumatic joint contracture which has resulted in loss of range of motion
· Fractures and disease that generally may result in joint contractures, or loss of range of motion and fractures requiring distraction
· Open and closed fracture fixation
· Pseudoarthrosis of long bones
· Limb lengthening by epiphyseal or metaphyseal distraction
· Correction of bony or soft tissue deformities
· Correction of bony or soft tissue defects
· Joint arthrodesis
· Infected fractures or non-unions.
Contraindications
The TL-HEX System is not designed or sold for any use except as indicated. Use of the system is contraindicated in the following situation:
· Patients with mental or physiological conditions who are unwilling or incapable of following postoperative care instructions.
For more information, please refer to the relevant Product IFU, Operative Technique and Software Support Material.
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