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ENGLISH INSTRUCTIONS FOR USE

General Information - Implants and Abutments

Description

The Bicon dental implant or abutment is made from surgical grade titanium alloy
(Ti6AI4V). This material has been shown to be biocompatible by many researchers.
The surface configuration has been carefully designed and should not be modified.
The implants are supplied grit blasted (Integra-Ti™) and hydroxylapatite coated
(Integra-CP™).

Bicon implants can be used in the mandible or the maxilla. Various sizes are available
to fit into created sockets in healed bone or into fresh extraction sites. For surgical
procedure information, consult the surgical manual or view Bicon technique videos at
https://www.bicon.com.

Intended Purpose

Bicon implants and abutments are surgically placed by dentists in the jawbone to
help restore

the chewing function of patients who may be missing one or more teeth.

Indications

The Bicon implant is designed for use in edentulous sites in the mandible or maxilla
for support of a complete denture prosthesis, a final or intermediate abutment for
fixed bridgework or for partial dentures, or as a single tooth replacement.

Contraindications

Bicon implants should not be used in patients with contraindicated diseases such as
blood dyscrasias, uncontrolled diabetes, hyperthyroidism, bruxism, oral infections, or
malignancies. Nor should Bicon implants be used in patients with contraindicated
conditions such as myocardial infarction within the past year or insufficient
surrounding bone to permit the use of an appropriately sized implant. The 3.0 x
6.0mm, 3.0 x 8.0mm, and 3.5 x 8.0mm implants are not indicated for use as a single
tooth replacement either splinted or unsplinted in the molar region. Implants should
not be placed if there is insufficient alveolar bone width and height to surround the
implants.

Warnings and Precautions

Implant surgery is a highly specialized and complex procedure. Special training is
required in established techniques of oral implantology. Implant courses and
seminars are strongly recommended before surgery is attempted. Improper
technique can result in implant failure and substantial loss of surrounding bone. Bicon
implants should not be used in sites or situations other than those specifically
indicated. To do so may result in failure of the implant with the concomitant
destruction of supportive bone. Bicon implants are intended to be used only with the
specially designed bone drills supplied by Bicon. The 3.0mm diameter implant is
designed to be used with straight abutments only. When using Bicon implants,
clinicians should closely monitor patients for any of the following conditions:
peri-implant bone loss, changes to the implant’s response to percussion, or
radiographic changes in bone to implant contact along the implant’s length. If these
implants show mobility or show greater than 50% bone loss, the implant should be
evaluated for possible removal. Placing a permanent abutment on an implant that is
not fully healed or is mobile may cause premature failure of the implant.

Panoramic radiographs should be used to determine if adequate bone is present at
the proposed implant site as well as to locate established critical anatomical features
such as the mandibular canals, mental foramina, maxillary sinuses, and adjacent teeth.
Palpation and direct visual inspection of the prospective implant site are also
necessary to determine the anatomy of available bone. A thorough clinical evaluation
is imperative. Proper patient motivation is essential, if the procedure is to be
successful. This may include having the patient stop smoking or engage in proper oral
hygiene.

MRI Safety Information

Concerning MR safety, due to the large variety of MRI scanners available on the
market, Bicon cannot make any predictions regarding the safety or behavior of our
implants and components in any specific MRI system. The risk assessment concluded
that the devices in the Bicon Dental Implant and Abutment System can generally be
safely scanned in an MR system under the following conditions:

« Static magnetic field of 1.5Tand 3.0 T

» Maximum spatial field gradient of 3,000 gauss/cm (30 T/m)

+ Maximum MR system-reported, whole-body-averaged specific absorption rate
(SAR) of 2 W/kg for 15 minutes of continuous scanning (i.e., per pulse sequence) in
the Normal Operating Mode

For further information refer to publication MRI Safety Information at https://www.
bicon.com/safety.

Residual Risks and Undesirable Effects

One hundred percent implant success cannot be guaranteed. Failure to observe the
limitations of use may result in failure. Reuse of single-use devices increases risk of
rejection, infection, and disease transmission. Factors such as infection, disease,
inadequate bone quality and/or quantity, and patient behavior such as tobacco use or
poor oral hygiene can result in osseointegration failures following surgery or initial
osseointegration.

Possible complications following the insertion of dental implants include pain,
swelling, bleeding, dehiscence, delayed healing, paresthesia, edema, hematoma,
infection, inflammation, and generalized allergic reaction. More persistent symptoms
include chronic pain in connection with implants, permanent paresthesia, nerve
damage, loss of bone, infection, and fracture of the implant or prosthesis. Any serious
incident that has occurred in relation to the device should be reported to the
manufacturer and the competent authority of the Member State in which the user
and/or patient is established, if applicable. A summary of safety and clinical
performance may be found on Eudamed through the European website (https://ec.
europa.eu/tools/eudamed) or at https://www.bicon.com/safety.

Healing Plug Inserters
The Bicon healing plug inserters are made from high density polyethylene (HDPE).



Abutments

Permanent abutments should be placed after the clinician determines whether there
is sufficient bone density to support the restoration. Abutment post sizes should
match the implant well size for compatibility. For example, a 2.0mm post abutment
will be compatible with a 2.0mm well implant, a 2.5mm post abutment with a 2.5mm
well implant, and a 3.0mm post abutment with a 3.0mm well implant. Temporary
abutments, made from surgical grade titanium alloy (Ti6Al4V) or PEEK, are prosthetic
components connected to the dental implant intended for use as an aid in prosthetic
rehabilitation and are not intended to handle significant loads. The temporary
abutment may be modified to develop a gingival sulcus or a desired shape. PEEK
Temporary Abutments are intended for temporary use up to 180 days during the
healing period of dental implant placement and will be replaced with a permanent
abutment, such as the Universal, Stealth, Non-Shouldered, Fixed-Detachable, or Brevis
abutment.

How Supplied

Bicon dental implants and abutments are supplied in a sterile package to be stored at
room temperature (15-25°C). If the package is damaged and an implant becomes
contaminated, it should be discarded. Bicon implants are single-use devices and
should be inserted immediately after their sterile package has been opened.
Implants and abutments are provided sterile via gamma radiation and must not
be reused to prevent rejection, infection, or disease transmission.

Sterile Handling Procedures
1.The assistant removes the sterile Tyvek blister pack from the cardboard folder and
carefully opens the Tyvek blister pack and allows the inner pack to fall freely on to a
sterile tray. Do not contaminate the inner pack.
2.The dentist grasps the implant component through the envelope, cuts one end of
the inner pack with a pair of scissors, and removes the component from the
envelope in the following manner:
Implant: Grasp the healing plug inserter with gloved fingers or forceps and insert
the implant into the prepared osteotomy according to Bicon’s surgical instructions.
Abutment: Remove the abutment from the inner pack by grasping the head
portion of the abutment with a pair of forceps and insert the abutment into the
fully healed well flushed implant.
3.Done properly, no one need touch sterile components directly.

Disposal

Disposal should be handled in an environmentally suitable manner according to local
regulations. Hazardous waste from contaminated devices or sharps should be
disposed of in appropriate containers which meet specific technical requirements.

Warranty and Limitations
Bicon warranty and limitations may be found on the website at https://www.bicon.
com/warranty.

CAUTION: USA Federal law restricts this device to sale by or on the order of a
licensed dentist.
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