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IEFE 'NSTRUCTIONS FOR USE: Southern Implants® Osseointegrated Fixtures Drills and Handpiece Devices

Description
The Osseointegrated Fixtures Drills and Handpiece Devices include twist drills, a tapered drill, insertion tools and
screwdrivers.

The twist drills are intended to enlarge the channel made by the pilot drill in order to prepare a cylindrical osteotomy site
for a cylindrical implant. The tapered drill is intended to enlarge a channel made by a twist drill in order to prepare a
conical osteotomy site for a tapered implant. The twist drills and tapered drill are single-use devices and are supplied
sterile.

The insertion tools are intended to connect to the implant or the implant’s fixture mount interface and apply torque to
insert an implant into the bone. These insertion tools have dedicated connection interfaces compatible with the
corresponding implants or implant fixture mounts. They are available in various lengths to allow for use where available
space may differ. They are multiple-use devices and are supplied non-sterile.

The screwdrivers are intended to be used to apply torque to a prosthetic screw or abutment to affix the screw or abutment
to the implant, or loosen and remove the component from the implant or abutment. The screwdrivers have a driving
interface on one end that is compatible with the corresponding screw or abutment. This interface prevents relative
rotation between the screw or abutment and the driver when torque is applied.

The insertion tools and screwdrivers are multiple-use devices and are supplied non-sterile.

Intended use
The Southern Implants® Drills and Handpiece devices are intended to prepare the implant site/osteotomy and aid in
the placement/removal of the endosseous implant and/or prosthetic device(s).

Specific Intended use

Twist Drills
The twist drills are intended to enlarge the initial channel created by a Pilot Drill.

Tapered Dirills
The tapered drills are intended to enlarge a channel made by a twist drill in order to prepare a conical osteotomy site

for a tapered implant.

Insertion Tools
The Insertion Tool is intended to transfer torque from a handpiece device to an implant or abutment.

Screwdrivers
The Southern Implants® screwdriver is intended to transfer torque from a handpiece device to an abutment or prosthetic
screw.

Indications for use

The Osseointegrated Fixtures are indicated for use in the restorative treatment of patients with congenital or acquired
craniomaxillofacial defects to enable attachment of external aesthetic restorations or epistheses in cases where
autologous reconstruction is deemed unsuitable, the outcome of autologous reconstruction is regarded as insufficient
or other means of attachment are considered to be inadequate.

Intended user
The intended user for the Osseointegrated Fixtures includes maxillofacial surgeons, plastic surgeons, anaplastologists

(as part of the surgical planning and epistheses design) and other appropriately trained medical professionals.

Intended environment
The drills and handpiece devices are intended to be used in a sterile, clinical environment such as an operating theatre.
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Intended patient population

The intended patient population for the Osseointegrated Fixtures includes those with acquired or congenital defects of
the craniofacial or maxillofacial region that are eligible, or otherwise not contraindicated, for an extra-oral implant-
retained episthesis.

In the context of paediatric patient populations, care should be taken to ensure that the bone is adequately developed
and has sufficient quantity and thickness to support the placement of the implants.

Compatibility information

Southern Implants’ implants should be restored with Southern Implants Prosthetic Components. Use components that
correspond to the connection type and prosthetic platform when restoring the Osseointegrated Fixtures. For further
information see the Osseointegrated Fixtures Product Catalogue (CAT-2010) and Instructions for Use (CAT-8071-HC
and CAT-8084-HC).

Table A — Osseointegrated Fixtures Drills

Site Preparation Sequence
Implant
Soft Bone Medium and Dense Bone

D-RB-MS
IE3* B_zRoBE_Ntl)iF D-20E-03F
D-30E-03F

D-RB-MS
IE4* B'E:é“giF D-20E-04F
D-30E-04F

D-RB-MS
IE6* B’ZR(?E"V(';F D-20E-06F
D-30E-06F

IET4 D-RB-MS D-RB-MS
i D-20E-04F D-20E-04F
IETi4 D-40E-04F

Table B — Osseointegrated Fixtures Insertion Tools and Screwdrivers

Item code Compatible Insertion Tool/ Screwdriver
Implants
IES", IE47, IE6” I-CON-X/XS, I-CONU-X/XS
IET4
IETi4 I-HID-S/M/L, I-HIDU-S/M/L
Abutments
SC4 I-CS-HD, I-HHD-09, 1-WI-09
TBES8n I-HD-S/M/L, I-HHD-22S/M/L, I-WI-22S/M/L
ABEX I-AD, I-HAD, I-WI-A
Prosthetic Components for Standard Abutments
HBx
TC9 and TSH1** I-HD-S/M/L, I-HHD-22S/M/L, I-WI-22S/M/L
GCP3 and TSH1**

*Osseointegrated Fixtures IE Implants are packed with their corresponding cover screw
** Prosthetic Screw, TSH1, has a recommended torque of 10 — 15 Ncm
x denotes the various collar heights available for the components

Clinical performance

The Osseointegrated Fixtures are intended to provide a rigid retention method for a removable aesthetic prosthesis in
the restorative treatment of craniomaxillofacial defects. The rigid and secure retention of the prosthetic restoration is
accomplished through the stability of the implant itself. This stability is achieved through the fixture’s surgical
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implantation into the bone and subsequent successful osseointegration. Consequently, the clinical performance of the
Osseointegrated Fixtures is primarily defined by the degree of osseointegration achieved.

Clinical benefits

The clinical benefits associated with the prosthetic restoration of craniomaxillofacial defects are significant, as this
treatment can greatly enhance the functional and aesthetic outcomes of the patient. These benefits include the
successful restoration of the defect and the improvement of the patient’s facial aesthetics. Therefore, the clinical benefit
of the Osseointegrated Fixtures encompasses the restoration of the defect, the retention of the prothesis and the
patient's satisfaction with the aesthetic result. Furthermore, since this treatment addresses the emotional and
psychological impact of facial deformities, it is anticipated that a successfully restored patient will experience an
improvement in social functioning, an enhanced overall psychosocial well-being and a higher level of self-esteem and
self-confidence.

Storage, cleaning and sterilisation
The Osseointegrated Fixtures twist drills and tapered drill are supplied sterile (sterilised by gamma irradiation) and are
intended for single-use prior to the expiration date (see packaging label). Sterility is assured unless the container or seal
is damaged or opened. If packaging is damaged do not use the product and contact your Southern representative or
return to Southern Implants®. The devices must be stored in a dry place at room temperature and not exposed to direct
sunlight. Incorrect storage may influence device characteristics. Do not reuse components indicated for single-use only.
Reusing these components may result in:

e damage to the surface or critical dimensions, which may result in performance and compatibility degradation.

e adds the risk of cross-patient infection and contamination if single-use items are reused.

Southern Implants® does not accept any responsibility for complications associated with reused single-use components.

The Osseointegrated Fixtures insertion tools and screwdrivers are supplied non-sterile and are indicated for multi-use.
If packaging is damaged do not use the product and contact your Southern representative or return to Southern
Implants®. The devices must be stored in a dry place at room temperature and not exposed to direct sunlight. Incorrect
storage may influence device characteristics.

Applicable for Reusable Components:

Limitations on reusable items

A direct value for reusable instruments cannot be given. Frequent processing may have minor effects on the instruments.
The product life is normally determined by wear and damage during use, thus instruments if properly cared for and
inspected after each use, can be reused many times. Maintain a checklist for these instruments recording the number
of uses.

Prior to reprocessing the device, it should be thoroughly inspected and tested to determine its suitability for reuse.

NOTE: during use, handle drills and instruments with sterile tweezers to minimise contamination of the instrument tray
and risk of damage to sterile surgical gloves.

Containment
As soon as practically possible, remove all visible residue after use (bone, blood or tissue), by immersing the instrument
in cold water (dried soil may be difficult to remove).

Precleaning

Disassemble instruments from hand pieces and all connecting parts from instruments in order to clean soil from
obstructed areas. Remove the PEEK bits from placement tools. Rinse with lukewarm water for 3 minutes and remove
hardened debris with a soft nylon brush. Avoid mechanical damage during cleaning.

Manual cleaning or automated cleaning
Prepare an ultrasonic bath with suitable detergent (i.e. Steritech instrument cleaner - 5% dilution), sonicate for 20
minutes (alternative methods can be used if proven by the end user). Rinse with purified/sterile water.
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NOTE: always follow the instructions for use of the manufacturers for cleaning agents and disinfectants.

Load devices into a thermodisinfector. Run the cleaning and disinfection cycle, followed by the drying cycle.

Drying

Dry the instruments both inside and outside with filtered compressed air or single use, lint free wipes. Pack the
instruments as quickly as possible after removal into the storage container. If additional drying is necessary, dry in a
clean location.

Inspection
Do a visual inspection of the items to check for damages on instruments.

Packaging

Use the correct packaging material as indicated for steam sterilisation to ensure sterility is maintained. Double packaging
is recommended. Where appropriate, the cleaned, disinfected and checked devices can be assembled and placed in
instrument trays as applicable. Instrument trays can be double wrapped or placed in sterilisation bags.

Sterilisation
Southern Implants® recommends one of the following procedures to sterilise the device prior to use:
1. prevacuum sterilisation method: steam sterilise the device at 132°C (270°F) at 180 - 220 kPa for 4 minutes. Dry
for at least 20 minutes in the chamber. Only an approved wrap or pouch for steam sterilisation must be used.
2. for users in the USA: prevacuum sterilisation method: wrapped, steam sterilise at 135°C (275°F) at 180 - 220
kPa for 3 minutes. Dry for 20 minutes in the chamber. Use a wrap or pouch that is cleared for the indicated
steam sterilisation cycle.

NOTE: users in the USA must ensure that the steriliser, wrap or pouch, and all steriliser accessories are cleared by the
FDA, for the intended sterilisation cycle.

Storage
Maintain packaging integrity to ensure sterility in storage. Packaging should be completely dry before storage to avoid
corrosion and degradation of cutting edges.

Contraindications

Contraindications are circumstances, conditions, symptoms or factors that increase the risks associated with a medical
procedure, drug or treatment. A contraindication is one that results in the progression of treatment to be inadvisable
without exception.

The contraindications of all device groups used as part of the specific treatment or procedure apply. Therefore, the
contraindications of the systems/medical devices utilised as part of implant surgery/therapy should be noted and the
relevant documents consulted.

The contraindications for Osseointegrated Fixtures include:

e cases where full functional support for the episthesis is not attainable (i.e., the number of implants that could be
placed would provide insufficient support even if combined with other retention methods)

e cases where the remaining/available bone is too diminished to allow implant installation

e a lack of oncological radicality (i.e., persistent cancer presence or high risk of cancer recurrence due to
potentially incomplete eradication)

e conditions that prevent proper implant hygiene and/or patient cooperation including, but not limited to, severe
mental disorders (e.g., dementia), cachexia, drug or alcohol addiction or disability

e cases where the patients, by nature of their occupation or activity, will be unable to keep the implant site clean

e cases where there is an inability to adhere to a follow-up schedule
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e patients with coexisting major systemic disease or who are otherwise medically unfit for implant surgery
e patients with titanium allergies or hypersensitivities
e presence of infection or pathology at the implant site

Warnings and precautions
THESE INSTRUCTIONS ARE NOT INTENDED AS A SUBSTITUTE FOR ADEQUATE TRAINING.

e For the safe and effective use of the Osseointegrated Fixtures it is strongly suggested that specialised training
be undertaken. This training should include hands-on methods to gain competency on the proper technique,
biomechanical requirements and radiographic evaluations required for the specific system.

e Improper technique can result in an increased potential for implant failure, damage to nerves/vessels, loss of
supporting bone or other more severe complications and side effects.

e Use of the device with incompatible or non-corresponding devices can result in device failure or poor
performance.

e The use of non-sterile items can lead to secondary infections of the tissue or transfer infectious diseases.

e Failure to perform appropriate cleaning, re-sterilisation and storage procedures as per the Instructions for Use
document can result in device damage or secondary infection.

e Blunt drills may cause damage to the bone which could compromise osseointegration.

It should be noted that training should be undertaken by both new and experienced implant users before using a new
system or attempting a new treatment method.

It is important that thorough screening of prospective implant candidates be performed. This screening should include,
at minimum, a comprehensive medical history taking in which special consideration is given to the aetiology of the defect
and a visual/radiological inspection to determine the condition of the bone, bone dimensions and anatomical landmarks.
Failure to accurately estimate lengths of drills relative to radiographic measurements can result in permanent injury to
nerves or other vital structures.

Patient co-operation is a critical factor in the success of an extraoral implant and its importance should be thoroughly
communicated to the patient during the initial screening process and all subsequent appointments. This co-operation
includes the adherence to routine follow-ups and home care procedures throughout its lifecycle in order to maintain
excellent hygiene around the implant site.

Once the patient has been screened and considered suitable for an implant-retained prosthesis, it is vital to ensure
proper preoperative planning is performed. This preoperative planning should include craniofacial MRI and CT scan
analysis, 3D reconstructions of the craniofacial bones, and clinical examination of the deformity. Pre-establishment of
implant sites is crucial, during which consideration is given to bone parameters (thickness and shape), implant stability,
minimization of the impact of unwanted forces on the implants, planning locations for replacement implants in case of
implant failure at the originally selected sites, and maintaining the angles at which the implants are inserted so that other
prosthetic components can subsequently be fixed to them.

Furthermore, this preoperative planning should include consultation between a multi-disciplinary team, including a
prosthetist or anaplastologist. These factors are essential to ensure the most optimal location is selected for implant
placement to maximise implant stability in the bone and promote a well-fitting prosthesis and are important
considerations in the promotion of successful treatment outcomes.

For successful implant treatment, it is important to (1) minimise the trauma to the host tissue as this increases the
potential for successful osseointegration, (2) identify actual measurements relative to the radiographic data as failing to
do so could lead to complications, and (3) be aware and avoid damage to vital anatomical structures such as nerves,
veins and arteries. Injury to these structures may cause serious complications, including injury to the eye, nerve damage
and excessive bleeding.
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It should be noted that the prognosis of the implant is dependent on implant site where the temporal region generally
presents with better prognosis of survival and fewer complications and the orbital areas generally presents with a greater
risk.

Special care should be taken when treating patients with local or systemic risk factors that could affect the healing of
the bone and soft tissue or otherwise increase the severity of the side effects, risk of complications and/or implant failure.

These factors represent high risk patients and include:

e patients that present with mild psychiatric disorders

e patients that present with pre-existing neurologic dysfunction

e patients that present with poor craniofacial bone condition (inadequate bone quality and/or quantity)

e patients that present with compromised vasculature on the surgical bed

e patients that present with decreased soft tissue or bone healing potential due to local or systemic conditions,
history of trauma or infection in the region etc.

e patients that present with a presence of extensive soft tissue scarring

e patients with a history of orofacial radiation therapy following ablative oncologic surgery

e patients with conditions or in circumstances that may interfere with adequate hygiene maintenance e.g., minors
(parent/guardian to ensure adequate cleaning)

e patients that present with a lack of sufficient tissue covering

e patients with a history of smoking/vaping/tobacco use

e patients on chronic medications that may delay healing, increase the risk of complications or promote the
development of osteoradionecrosis including, but not limited to, chronic steroid therapy, anti-coagulant therapy,
TNF-a blockers, bisphosphonate and cyclosporin

e patients that present with pathological skin conditions in the region of the defect (e.g., psoriasis)

The age of the patient should also be considered as age-associated natural decline in vascularity, healing capacity and
bone density/quality can affect the ability of the bone to fuse with the implant. However, factors such as overall bone
health and the specific condition of the patient’s bones will play a significant role.

Bacterial and/or recurrent meningitis is an increased risk in patients with cranio-facial anatomical abnormalities,
therefore, this increased risk should be considered during the planning phase of any surgery or treatment modality
provided to these patients where extra precautionary measures should be taken.

With the combination of the thorough screening of prospective implant candidates, a user with a high level of
competence in the use of the system and strict adherence to aftercare instructions and hygiene maintenance measures,
the potential for complications and severe side effects can be reduced.

The responsibility for proper patient selection, adequate training and experience in implant placement and the provision
of the appropriate information required for informed consent rests with the practitioner.

Should the device not operate as intended, it must be reported to the manufacturer of the device. The contact information
or the manufacturer of this device to report a change in performance is: sicomplaints@southernimplants.com.

Side effects
The side effects associated with the implantation of the Osseointegrated Fixtures are comparable with the side effects
associated with other forms of craniofacial surgery.

These include:
e Pain or tenderness
e Localized inflammation
e  Soft tissue irritation
e Discomfort
¢ Hematoma or bruising
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o Bleeding
Additionally, the normal side effects associated with anaesthesia should also be expected.

In addition to the side effects expected as a result of the implantation of the Osseointegrated Fixtures, there are also
additional potential or foreseeable complications. These complications represent the relative risks associated with
proceeding with the treatment of these patients where further intervention, medical treatment or removal of the implant
may be required.

These include:
e Abutment and/or suprastructure loading
e Allergic reaction to implant material
e Anatomical landmark damage
e Frontal sinus infection
¢ Implant contact with underlying sigmoid sinus or dura when inserted in the mastoid region
¢ Implant fracture/failure
¢ Implant instability
e Infection of the surrounding soft tissue
¢ Intraoperative dural exposure
e Intraoperative venous injury/bleeding
e Mastoid air cell breach
e Nerve injury or dysfunction resulting in transient or permanent weakness, numbness, or pain
e Perforation of the dura
e Prosthetic compromise due to improper implant placement
e Prosthetic failure
e  Skin irritation under the prosthesis
e Skin overgrowth around/over abutment
e Soft tissue complications including erythema, moisture secretion and granulation
e Wound dehiscence or improper healing

Precaution: maintaining sterility protocol

The sterile twist drills and tapered drill are packed in a peel pouch or blister base with a “peel-back” lid. Labelling
information is located on the bottom half of the pouch, inside the packet or on the surface of the peel-back lid. Sterility
is assured unless the blister or pouch is damaged or opened.

The non-sterile insertion tools and screwdrivers supplied clean but not sterile in a peel pouch or blister base with peel-
back lid. Labelling information is located on the bottom half of the pouch or on the surface of the peel-back lid.

Notice regarding serious incidents
Any serious incident that has occurred in relation with the device must be reported to the manufacturer of the device
and the competent authority in the member state in which the user and/or patient is established.

The contact information for the manufacturer of this device to report a serious incident is as follows:
sicomplaints@southernimplants.com.

Materials
Material type Titanium Grade 5 Ti-6Al-4V (90% titanium, 6% aluminium, 4% vanadium) according to ASTM
F136 and ISO 5832-3
Stainless Steel DIN 1.4197
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Disposal

Disposal of the device and its packaging: follow local regulations and environmental requirements, taking different
contamination levels into account. When disposing of spent items, take care of sharp drills and instruments. Sufficient
PPE must be used at all times.

Summary of Safety and Clinical Performance (SSCP)
As required by the European Medical Device Regulation (MDR; EU2017/745), a Summary of Safety and Clinical

Performance (SSCP) is available for perusal with regard to Southern Implants® product ranges.

The relevant SSCP can be accessed at https://ec.europa.eu/tools/eudamed.

NOTE: the above website will be available upon the launch of the European Database on Medical Devices (EUDAMED).

Disclaimer of liability

This product is part of the Southern Implants® product range and should only be used with the associated original
products and according to the recommendations as in the individual product catalogues. The user of this product has to
study the development of the Southern Implants® product range and take full responsibility for the correct indications
and use of this product. Southern Implants® does not assume liability for damage due to incorrect use. Please note that
some Southern Implants® products may not be cleared or released for sale in all markets.

Basic UDI
Product Basic-UDI Number
Basic-UDI for Osseointegrated Fixtures 60095440422484

Related literature and catalogues

CAT-2010- Osseointegrated Fixtures Product Catalogue

CAT-8071-HC- Osseointegrated Fixtures Instructions for Use
CAT-8084-HC- Osseointegrated Fixtures Abutments Instructions for Use

Symbols and warnings

u €5 =4 Q@ Q By

Manufacturer CE mark Prescription Sterilised Non-sterile Use by date Do not Do not Catalogue Batch code Medical Authorised
device* using (mm-yy) reuse resterilise number device representative
irradiation in the
European
Community
-
—_— TN~
A\ [MR ZIN
N
|
Authorised Date of Magnetic Magnetic Single sterile barrier system Single Consult Caution Keep away Do not use if
representative manufacture Resonance Resonance with protective packaging sterile instruction from package is
for conditional safe inside barrier for use sunlight damaged
Switzerland system

* Prescription device: Rx only. Caution: Federal Law restricts this device to sale by or on the order of a licenced physician or dentist.

All rights reserved. Southern Implants®, the Southern Implants® logotype and all other trademarks used in this document are, if nothing else is stated or is evident from the context in a
certain case, trademarks of Southern Implants®. Product images in this document are for illustration purposes only and do not necessarily represent the product accurately to scale. It
is the responsibility of the clinician to inspect the symbols that appear on the packaging of the product in use.
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