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[DESCRIPTION]

The Dual Top Anchor System was designed to provide a
firm anchorage in the oral cavity for an orthodontic treat-
ment. Orthodontic screws are made of a titanium alloy
(ASTM F 136). The head of the Dual Top Anchor System
screw is designed to apply to various orthodontic tools.
The sizes of the Dual Top Anchor System are diverse
enough to satisfy various clinical cases.

This system includes screw blocks and tools such as drill
bit, driver shaft and hand body.

[DIRECTIONS FOR USE]

1. Screw insertion without drilling

(D Select a screw and a driver.

(@ Administer a topical anesthetic to a graft site.

(3@ Attach the selected screw to the driver.

@ Place the screw straight on the mucosa, and then turn
the handle as pressing it so that the tip of the screw
can dig a hole in the surface cortical bone. (While in-
serting the screw, turn it slowly to prevent the driver
axis from shaking.)

(® Stop inserting when the head at the lower end of the
screw meets the mucosa, and remove the driver from the
screw.

2. Screw insertion after drilling

1, The same as above.

(® Attach pilot drill to a hand piece, and start drilling.
(1,300 r.p.m or less. The drilling area should be cooled
by physiologic saline.)

(@ Attach the selected screw to the driver.

® Turn the handle, fitting the hole in the cortical bone.
(While inserting the screw, turn it slowly to prevent the
driver axis from shaking.)

(® Stop inserting when the head at the lower end of the
screw meets the mucosa, and remove the driver from
the screw.

3. Screw removal

(@ Select a driver that fits the screw.

@ Set the selected driver on the screw head, and then
remove the screw by turning it slowly in the opposite
direction of the screw insertion.

[INDICATIONS FOR USE]

Dual Top Anchor System is used to provide a fixed an-
chorage point for attachment of orthodontic appliances to
facilitate the orthodontic movement of teeth.

It is used temporarily and is removed after orthodontic
treatment has been completed. Screws are intended for
single use only.

For use on adults over the age of 12.

[MATERIAL] Titanium Alloy (ASTM F 136)

[WARNING]

« U.S. Federal Law restricts this device to sale by or on
the order of a licensed surgeon or other qualified medical
professional.

Selection of screw size must be carefully considered by the
operating surgeon and should take into consideration the
quality of bone, bone type, functional loads exerted on
bone(s), and post-operative patient compliance.

« For sale and effective use of [Dual Top Anchor System],
the surgeon should have specific training, experience,
and thorough familiarity with the use of rigid fixation and
techniques.

« The surgeon must exercise reasonable judgment when
deciding which screw type to use for specific indications.

« Dual Top Anchor System are not intended to endure
excessive abnormal functional stresses.

« Use of an undersized screw in areas of high functional
stress may lead to implant fracture and failure.

[CAUTION]

« Fixing the product incompletely may cause damage or
breakage of the product, and the patient may feel a
foreign body sensation.

« Always follow appropriate safety precautions.

« Select the appropriately sized screw for the patient.

« Responsibility for proper selection of patients, adequate
training, experience in the choice and placement of plate
& screw and the decision to leave or remove plate and
screw postoperatively, rests with the surgeon.

« Once applied, never reuse this device.

* When engaging the screw, axial pressure of the driver

shaft into the screw head must be adequately applied
to ensure that the blade is fully inserted into the screw
head. This results in proper axial alignment and full con-
tact between driver shaft and screw, minimizing the risk
of round-out. Otherwise there will be an increased risk
of mechanical damage to the implant or the driver shaft.

« Pilot drilling is required, if the bone density of the patient
is too high or too thick.

« Careful handling and storage of the product is required.
Store in a dry place at room temperature.

[PRECAUTIONS]

* The surgeon should inform the patient of risks associated
with surgery.

« Inspect each device to ensure they are not bent or damaged.

« Before use, check that the specifications of the product
matches those on the label.

[POSSIBLE ADVERSE EFFECTS]

« In many cases, adverse results may be clinically related
rather than implant related.

« Osteoporosis, inhibited revascularization and poor bone
formation can cause loosening, bending, cracking and
fracturing of this device or premature loss of fixation with
the bone, leading to nonunion.

« Inadequate arrangements may cause procedure failure.

« The product should not be used on patients sensitive to met-
als such as titanium, as it may cause boils and inflammatory
reactions.

[CONTRAINDICATION]

« Not for use in cases of active or suspected infection or in
patients previously sensitized to titanium.

« Not for use in patients exhibiting disorders which would
cause the patient to ignore the limitations of rigid fixation
plate and screw implants.

[CLEANING]

Dual Top Anchor System’s accessories (surgical instru-
ments) can be reused after cleaning and sterilizing. They
must be cleaned before reuse. Following instructions are
recommended for cleaning;

1) Pre-cleaning

(® Disassemble the device where possible.

(@ Remove gross soil using paper wipes and solution of
cleaning agent.
(® Immerse the device in solution of cleaning agent for the
time recommended by the detergent’s manufacturer.
@ Using suitable brushes (never metal brushes or steel
wool) cleaning the device thoroughly.

® Rinse in running water until all traces of cleaning solution
are removed.

® Visually inspect for any remaining soil and repeat the
steps above if necessary.

2) Cleaning

@ Immerse the device completely in solution of clean-
ing agent and activate the ultrasonic bath at the con-
centration and temperature specified in the detergent
manufacturer’s instructions.

@ Follow the same as the clause @ ~ ® of instructions
for pre-cleaning.

[STERILIZATION]

* For Non-sterile

Dual Top Anchor System must be sterilized before use.

Following instructions are recommended;

(D Place the devices in the appropriate block (kit or tray)
using forceps and/or powder-free gloves to avoid
contamination and any other negative effect on the
surface of device.

(@ Wrap the block with a surgical drape.

(@ Sterilize in the autoclave validated and maintenanced
in accordance with ISO 17665 and ANSI AAMI ST79.
Following parameters are validated in accordance
with ISO 17665-1 and recommended for sterilization;

Exposure Load Drying
Cydle | Temperature Time |Characteristics| Time
Gravity 132°C 15 min. Wrapped* | 30 min.
Pre- 132°C 4 min. Wrapped* | 30 min.
vacuum

* In the case of load characteristics, we recommend us-
age of an FDA cleared wrap to ensure that the device
is actually sterile prior to implantation.

(@ Caution: Screws are disposable (single use only). Do
not reuse. Jeil Medical Corporation is not responsible
for all problems caused by reuse.

* For sterile
Sterile Dual Top Anchor System is supplied by gamma
sterilization.
Expiration date : 5 years from Manufacture date(Refer
to Label)

[PACKAGING]
Dual Top Anchor System devices are packaged individu-
ally or set. This device manufactured and sold by Jeil

Medical Corporation.

[SYMBOL DESCRIPTIONS]

Catalogue number Batch code

@ Do not resterilize
Date of manufacture M Manufacturer

Do not re-use

Non-Sterile A Caution
Use-by Date =R Sterilized using

irradiation

Consult instruction for use

Do not use if package is damaged
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