Apex Tibial Nail

Patient Information

APEX

XIAL MICROMOTION NAILS

This leaflet provides information about your bone nail. The information includes warnings, possible adverse

events and expected lifetime of the nail.

If you have any health concerns relating to your bone nail, please contact your doctor or healthcare provider.

BACKGROUND

Your bone nail is intended for temporary fixation
and stabilization of fractures of the shin bone (tibia)
and it provides a clinical benefit by acting as an
internal splint to keep the fracture stable and
maintain correct bone alignment until such a time
that it has healed sufficiently to be weight bearing

again.

POST-OPERATIVE CARE
Your surgeon or healthcare provider will provide you
with a post-operative care plan. It isimportant that

you follow this plan.

BONE NAIL IMPLANT MATERIAL

Your bone nail and its components are made from
Type 2 Anodised Titanium. Implanted metals and
metal alloys can be subject to corrosion. Corrosion is
caused due to conditions in the body that may
expose the nail to different chemicals. The surfaces
of your nail have been treated to reduce the

corrosion potential.

The percent composition of elements in the
implantable materials (maximum values): Titanium
alloy according to ISO 5832-3/ASTM F136: | Al: 6.75 | V:
45| Fe: 03] 0O: 02| C:008 ]| N: 0.05]| H: 0.015 | Ti:
Balance.

WALKING

A nail is not a replacement for healthy bone. Early
walking after surgery is usually encouraged, but the
nail is not a replacement for normal, healthy bone.
Walking must be limited until healing can be
confirmed by x-rays and clinical examination.
Please refer to your post-operative care plan for
help.
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YOUR WEIGHT

If you are overweight or obese there is a risk of the
nail breaking. The nail or screws holding it in place
could break. If you are overweight you should speak
to your healthcare provider to ensure that you have
access to other means of support when walking,

such as crutches or a walking aid.

HEALTH & LIFESTYLE FACTORS THAT MAY
AFFECT FRACTURE HEALING

Smoking, diabetes, osteoporosis, alcohol
consumption, drug dependency, and other
conditions can all negatively affect healing. They
can increase the risk of the fracture not healing. You
should consult your doctor or healthcare provider

on possible ways you can reduce the risks.

HEALING TIME

The majority (75%) of tibial fractures are expected to
heal within approximately 20 weeks. However,
complicated fractures can take between 8-12
months to heal and occasionally, tibial fractures may
take more than one year to fully heal without
surgical intervention. If you have delayed healing
because of a complicated fracture, there is a risk of
the nail breaking. This risk is higher when smaller
size nails are used. Your healthcare professional will
advise you in the unlikely event you fall into this

group.

POSSIBLE NEGATIVE EFFECTS

There are some potential negative effects. These do
not happen often. If you are worried about your
bone nail, or your healing, please contact your
doctor or healthcare provider. Side effects may

include:
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The bone does not heal, and further treatment may be
required.

The fracture takes longer than expected to heal.
Incorrect healing where the bone may not be straight.
Shortening of leg.

Loosening or movement of the bone nail, including
loosening due to osteoporosis.

Loosening or movement of the bone nail, including
loosening due to osteoporosis.

Bending or breaking of the bone nail.

Scar formation and/or soft tissue injury.

=> Pain, discomfort, or unusual feeling due to
the nail.

-» Metal sensitivity or an allergic reaction to
the nail.

=» Decrease in bone density — this means
that your bone may become less dense as
the nail takes the stress of normal activity.

=» Bone death, also known as necrosis.

=>» Postoperative bone fracture and/or pain.

=» Poor bone healing.

-» Early or late infections, both deep and at

- Nerve damage due to surgical or pre-existing trauma. the surface of the skin.

WARNING REGARDING MAGNETIC RESONANCE IMAGING (MRI) COMPATIBILITY
Non-clinical testing has demonstrated that the Apex Nailing System is ‘MR Conditional’: This means that a
patient with this device implanted can be safely scanned in an MR system meeting the following

conditions:

- Cylindrical-bore,

- Horizontal magnetic field of 1.5 or 3 T,

- Maximum spatial field gradient: (1.5 T: 73.64 T/m, 3 T: 36.82 T/m),

- Radio-frequency (RF) field exposure, RF excitation:

- Circularly Polarized (CP),

- RF transmit coil: whole-body transmit coil,

- RF receive coil type: whole-body receive cail,

- Maximum permitted whole-body averaged specific absorption rate (SAR):
- Normal Operating Mode,

- 2 Wikg,

- Scan duration: Maximum 1h of continuous scanning.

Your healthcare provider will understand the meaning of the above requirements and if they have a
suitable MRI system that meet them. Metal implants can result in image artifacts that could cause
misinterpretation of results. When deciding whether patients should undergo MRI, your physician must

consider both the advantages of imaging and the possibility of image distortion due to the implants.

LIFETIME OF YOUR BONE NAIL

As noted in the “Healing Timeline” section above, most (75%) of tibial fractures are expected to heal
within approximately 20 weeks although it may take longer than thilis. Once your fracture has healed,
this represents the end of the implant’s functional lifetime — it has no purpose thereafter. Your nail is
designed to allow for surgical removal and after union of the bone fragments, implant removal may be

performed at the discretion of your physician.

EXPLANATION OF SYMBOLS ON YOUR BONE NAIL CARD

Patient Name Manufacturer

Institution Healthcare Patient Information Website

- 3

Implant Date Catalogue Number

Medical Device Name LOT / Batch Number

CK-ADM-ML-012 Rev 2
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