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OMNI-FIX™ [M NAILS

PACKAGE INSERT FOR COMPRESSION, RECONSTRUCTION AND INTERLOCKING NAILS

GENERAL WARNING

The IM Nail now provides a tried and tested alternative to open reduction and fixation for a variety of fractures. The advantage of this closed technique in comparison to
various open techniques, is well established and provides for reduced risk of infection, unnecessary blood loss and minimal trauma following the incident. As with all
orthopaedic implants, success also depends on the patient's ability to heal, the proper selection of implant, and good surgical technique. However, unforeseen
complications may affect the final successful outcome of this type of procedure. All participating surgeons are cautioned that any of the circumstances listed below, may
reduce the chances of a successful surgical procedure.

BASIC PRINCIPLES

These nails are of a closed section design and have certain anatomical features which complement their use. They also have proximal slots and holes to aid either
interlocking or compression of the fracture, whilst increasing the rotational stability of the implant. The two holes distally in the ML plane, together with one hole in the
AP plane, allows for secure locking of the distal tip, thus reducing the risk of shortening and rotation of fractures. These nails are available in a range of diameters and
lengths, thus allowing a surgeon to choose the most appropriate implant for a patient.

MATERIAL AND FINISH

Our nails and screws are manufactured from forged titanium alloy and surface-engineered with a Titanium Nitride coating, which provides for a tough skin whilst offering
a very passive and bio-compatible surface.

INDICATIONS

Severely communited shaft fractures

Sub-trochanteric fractures with lesser trochanteric involvement
Where loading of the fracture will aid healing and/or reduce pain
Ipsilateral femoral shaft/neck fractures

Femur reconstruction following tumour resection and grafting
Pre-emptive nailing of impeding pathological fractures

Bone shortening/lengthening

CONTRA-INDICATIONS
e  Patients with a BMI exceeding 40. However, any patient with a BMI of 30 and above

should be critically evaluated for risk/benefit considerations

Avascular necrosis

Severe arteriosclerosis

Severe osteoporosis

Neurological disorders

Mental disorders

Patient compliance issues

Impact sports

Where active infection is diagnosed

Circumstances where a patient’s ability or willingness to follow a non weight-bearing

regime during the healing period, is indicated or inferred

e  Foreign-body sensitivity is known or suspected. In all cases this aspect should be actively
pursued prior to surgical intervention

e Our nail should not be used in crossing open epiphyseal plates

e Incircumstances such as insufficient bone quality, blood supply limitations, previous
deep wound or localised infections, or an obliterated medullary canal

WARNING AND PRECAUTIONS

PRE-OPERATIVE

e  Patient profile and or any predispositions as outlined in both the indications and the contra-indications are to be thoroughly reviewed

e Asin the success of any surgical technique, careful patient review/planning, coupled with a pro-active evaluation of the implant's efficiency, will contribute to
the success of this technique

e Always ensure that a full range of implants are available for use at the time of the procedure

e  Allimplants are to be handled with care. No modification of any kind should be entertained. While handling, ensure that no damage is caused to the coating.
Dents, scratches etc. will impair the effectiveness of the coating

e  The surgeon should be familiar with the implants and related instrumentation prior to undertaking the procedure Any trial fitting etc. should be undertaken to
ensure both familiarity and efficacy of the implant and instrumentation being employed

e Allergies and other reactions to Titanium and Titanium Nitride, although rare and infrequent, should be considered, tested (where appropriate) and ruled out,
prior to surgery

¢ Inaddition to the range of dedicated instruments, access and familiarity to theatre equipment such as image intensifiers etc., is highly recommended

e  Surgeons should acquire competency with handling and using our range of implants and technique etc. prior to attempting surgery. In all cases it is
recommended that surgeons acquire competency in handling less demanding fractures before attempting the use of our implants in unstable and other
difficult fractures

e  Always inform the patient that this procedure will, in most cases, by its very nature, require a second, less demanding procedure to retrieve the implant once
healing is achieved



OMNI-FIX™ NAILING SYSTEM - IFU

OPERATIVE

These implants are for ONE TIME USE ONLY. Do not, under any circumstances, re-use explanted products.

Always ensure that a full range of implants and instrumentation are available in theatre. Choosing the correct diameter and length of implant will clearly
determine the final outcome of this procedure

Do not modify any of our implants in any way. if the implant coating is scratched or damaged in any way, return the items to the appropriate authority
Always ensure that the fracture is properly aligned and reduced, as far as practicable, and that a stable construct is achieved and confirmed, using image
indemnifiers etc.

Always ensure that the entry point is true to and in line with the medullary canal. Any deflection is likely to promote eccentric reaming and communition of
the medical cortex of the proximal fragment at the fracture site

Wherever possible, always use two distal and two proximal screws to promote stable fixation and to ensure that the loads are evenly distributed between
the screws and the nail

In young patients with thick cortical bone, it is recommended that the canal be reamed with a reamer which is

1 - 1.5mm larger that the nail chosen for the proximal and mid-shaft fractures, and 1.5 - 2.0mm for distal fractures or where an excessive anterior bow is
perceived. Never use a nail which is larger than the last reamer head employed. The proximal part of the reamed cavity will always need to be reamed
larger than the distal cavity to accommodate for the larger diameter of the nail proximally. This is not the case with our nails of 12mm and larger diameter,
as they are of a uniform diameter all over

PoST OPERATIVE

Surgeons should counsel all patients regarding appropriate care and lifestyle during the healing period. Strict guidelines should be provided on any activity
that is likely to cause early weight-bearing or active use of extremities. Patients should be made aware of the fact that any or all of these activities hinder
proper healing and cause stress on the implants that can lead to other complications

Periodic x-ray monitoring of the healing cycle is highly recommended. This type of clinical regime not only confirms that adequate healing is in progress, but
where complications arise, such as loosening, bending, non-union, fracture of the implants or changes in position, are detected early, and this usually leads
to prompt, appropriate corrective measures. Where complications are detected, it is important to evaluate all options available, whether it be a considered
wait-and-see” approach or, where appropriate, reduced activity and where necessary, early revision of the implant

Early partial weight-bearing should only be recommended where stable fractures and good bone-to-bone contact is established. In all cases, it is vital to
enlist the total co-operation of the patient. It is imperative that the patient be advised to take all appropriate precautions from undertaking any activity likely
to violate the healing regime

Patients should be cautioned against unassisted activity without the use of aids such as crutches, slings etc.

Post-operative care and suitable physical therapy should be designed so as to prevent early loading of extremities, until a stable fracture site is confirmed
Once healing is complete, patients should be cautioned against activity that may contribute towards re-fracture of the site, even though the implant is still in
place or soon after the implant is retrieved. This danger will diminish once the voids left by the implant are filled in completely

The surgeon must make the final decision as to when the implant is to be retrieved. This decision will, by its very nature, require the consent and co-
operation of the patient. The general rule however is that these devices should be removed as soon as their aid to healing is complete. In elderly or
debilitated patients, this device may be left in place even after healing, as long as there is no evidence or complaint of any pain or a bursa.

IMPLANT COMPATIBILITY CAUTION

OUR TiITANIUM ALLOY OMNI-FIX™ NAILS MUST BE USED WITH OUR TITANIUM ALLOY OMNI-FIX™ SCREWS.
STAINLESS STEEL SCREWS MUST NOT BE COMBINED WITH OUR NAILS.

STERILITY
When these devices are supplied “Sterile”, they will be Gamma Irradiated. The product label will explicitly refer to Gamma sterilisation.

Unsterile products will be clearly labelled as being “Unsterile”. If these implants are to be sterilised, care should be exercised to avoid damaging the implants or scratching the TiN coating

as this will significantly impact on the safety and performance of these implants.
EXPLANTED IM NAILS MUST NEVER BE RE-USED

PACKAGE INTEGRITY: When product is supplied in the sterile condition, any damage to the packaging will violate the sterility of the products. Sterile boxes should be stored at
ambient warehouse conditions, within the recommended range of between 52° F - 72° F (11° C to 22° C) at 30% — 60% RH.

CAUTION: United States Federal Law restricts this device to sale by or on the order of a licensed physician.

MRI NOTICE: MRI (Magnetic Resonance Imaging) and CT ( Computer Tomography) may cause distortions. These processes have not been specifically tested with this product in
regards to safety and compatibility in the MRI Environment, nor has the risk of heating or migration been tested in the MRI Environment .

This product should be considered MR CONDITIONAL. A recent publication suggests that between 1.5 - 3.0 Tesla environments, there have been no reports of serious injuries to patients.
However, it must be noted that there are numerous generations of MRI systems on the market and therefore, we cannot speak for the status of all these machines. Each institution will be
responsible for the safety, calibration and safe management of their machines.

Di1SPOSAL: Explanted Devices fall into two Categories:

Cat 1: Devices removed due to reasons other than the failure of the Implant:

In this instance, follow the hospital’s established procedure for the safe disposal of contaminated metallic and plastic waste

Cat 2: Devices revised or removed due to the failure of the implant:

These Implants are to be decontaminated using the hospital’s established decontamination procedure and implants are to be returned to IIL, at which time QP 68 will come into force
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