























éplacement protocol

....................

Local anaesthetic application (blanch mucosa)

Chlorhexidine mouthwash for 60 seconds

Soft tissue punch (thick/loose mucosa only)

Cortical Bone Punch (posterior mandible/mid-palate/palatal alveolus only)

Mini implant insertion
Slow stabilised hand insertion. If the resistance is high, pause for 10-20 seconds after
each full turn. With hand piece insertion keep the speed below 100rpm.

IMPLANT FIRM ON INSERTION IMPLANT MOBILE ON INSERTION

Option 1 - choose another site for
insertion.

Option 2 - use 2mm diameter implant
(if space available) or 9mm length.

Option 3 - insert elsewhere or wait 8
weeks to insert at same site.

Chlorhexidine mouthwash for 30 seconds

Take a periapical radiograph if desired to check for mini implant-root proximity

Mini implant loading

Always load lightly at insertion visit (esp. if low torque experienced), e.g. powerchain.
Use normal type of traction after 4-6 weeks eg NiTi coil spring.

Patient instructions
Chlorhexidine mouthwash daily for 5 days / Analgesia prn / Brush gently around mini

implant head twice daily (but NOT with an electric toothbrush) / DO NOT manipulate with

tongue or fingers / Return if mobility or pain arises (after 1st 24 hours)

Complete written notes with following details - length / diameter / neck length of mini

implant / area of insertion / records taken / any comments on insertion & clinical stablllty A

/ type of traction or force levels used / patient instructions.
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‘clinical procedure

1 Selecting the Insertion Area

© The Infinitas System can be used to provide bone anchorage in virtually any maxillary/

: mandibular interproximal site, although the most frequently utilised insertion site is buccal and

. mesial to the maxillary first molar. The insertion site is determined by individual anchorage
* demands and anatomical factors (e.g. bone quantity, root and sinus positions). The exact

: insertion site is selected by studying each patient’s dental model and radiographs (OPT and/
s or periapical views) together. If there appears to be insufficient space then consider a short :
. period of fixed appliance root divergence prior to mini implant insertion. :

Fig. 1 Use Xrays to
determine insertion sites

Non-Sterile
Length Length Code

1.5 6 Short  DB10-0001
1.5 e Short  DB10-0002
1.5 9 Long DB10-0004
2.0 6 Long DB10-0007
2.0 9 Long DB10-0008

Sterile
Code

DB10-0009

DB10-0010

DB10-0012

DB10-0015
DB10-0016

- 2 Determining the optimum Infinitas implant size
- Arange of mini implants is available to suit all insertion sites and applications:

DB10-0001/9 and DB10-0002/10
may be used in this area

Typical Insertion Sites

Anterior maxilla - perpendicular insertions :
Mandible - perpendicular insertions '

Anterior maxilla - oblique insertions

Posterior maxilla - buccal alveolus
Mandible - oblique insertions

Maxilla - palatal alveolus
Mid-palate

Edentulous areas

Temporary restorative abutment

Not shown in diagram as used in
endentulous areas
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ii) The tip of the mini implant is placed onto the mucosa (if present) or
exposed cortical surface at the desired position and 3D orientation. If
a stent is used then this positional information will be dictated by the
engagement of the screwdriver within the guidance cylinder. The mini :
implant is slowly inserted by rotating the screwdriver handle clockwise with :
: _ one’s fingers and with firm seating pressure at the base of the handle. Itis :
Fig. 7 Initial insertion essential that one’s wrist is stabilised and that the rotations are produced

: by digit movements only. If the mini screwdriver is used, the handle is
twisted clockwise with firm seating pressure applied with the contralateral
forefinger. Firm pressure is used to penetrate the cortical plate, but once
resistance lessens then the mini implant should be inserted primarily by
rotational means.

iii) As the mini implant is gradually advanced through cancellous bone then :----ocoeeeeeeeeee
the resistance/torque felt by the clinician will most likely begin to increase,

especially in the mandible. Excessive resistance may result in either implant :

fracture or microscopic bone damage. In such circumstance the insertion :

should either be paused for 10 to 20 seconds (this allows the viscoelastic

bone to expand around the mini implant), or the mini implant should be

unscrewed by 1 to 2 anticlockwise turns before inserting it further as

normal. These measures may be repeated as often as necessary.

When a speed reduction contra angle handpiece is used care should

be taken not to exceed approximately 30 RPM, to avoid bone necrosis.

The Infinitas mini implant should be inserted until the top of its body

firmly engages the cortical plate and/or the head is at the desired level of  :
projection. Notably, if primary stability is unsatisfactory then the mini implant :
should be removed and the insertion process repeated at a different site. '
Also, it may be useful to take a radiograph to check the mini implant posmon
in relation to adjacent structures, and re-position it if necessary

11 Loading the Infinitas mini implant

Infinitas mini implants can be loaded immediately after insertion. The applied force
. should be perpendicular to the long axis of the mini implant. There is no need

* to wait for either soft tissue or bony healing, although light loading, e.g. 50g, is

: advisable for the first month. Various kinds of attachments, e.g. preformed nickel

- titanium coil springs and elastomeric chains can be placed into the external and/or
© internal undercuts. These can apply continuous forces up to 200g.

The internal undercut can also accommodate standard archwires up to 0.021 x '
- 0.025 size, and these may be secured with either an elastic module or steel ligature. -




12 Patient Instructions

It is advisable to provide the patient with both verbal and written instructions, in
. accordance with the Infinitas patient guidance sheet.

13 Infinitas Mini Implant Explantation

. The Infinitas mini implant is generally removed once the need for anchorage

: reinforcement is complete, although in some cases it may be desirable to

- leave the unloaded mini implant in place for several months as a precaution

* in the event that further anchorage is required. Due to the polished surface of

: the Infinitas mini implant osseointegration does not occur and it is removed by
- simply engaging the screwdriver, usually without the need for local anaesthesia.

: : This removal is performed by simply engaging the screwdriver onto the mini :
------------------- : - implant head and turning it in the opposite direction to that of insertion (i.e. R RRREEECRLTE
' © counter clockwise). Minimal pain is associated with the Infinitas implant removal

: and analgesics are not indicated. No special post-removal treatment, e.g.
: suturing, is indicated and both the soft tissues and bone heal uneventfully (the
. former within several days).
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: Non-sterile Infinitas mini implants, hand held instruments and kit box are not
- sterile upon receipt and must be sterilized before use in accordance with the
. following instructions. Remove all packaging prior to cleaning and sterilization.

Washing Instructions:

- New and used products must be carefully cleaned before initial sterilization.

: Trained personnel must perform cleaning along with maintenance and

: mechanical inspection prior to initial sterilization. Remove any excess oil with a
: disposable paper towel.

Manual:

: Brush using a validated cleaning agent and ensure that the instrument is cleaned :..................
* thoroughly on all surfaces and joints. Special attention should be taken when

: washing part numbers DB10-0022, DB10-0023, DB10-0027, and DB10-0028 as

these parts come into contact with bone and tissue (a fine brush should be used).

All parts should be rinsed under clean running water for 3 minutes. Repeat full
: process if necessary. Dry using a paper towel.

Automatic:

Use only validated washing machines (HTM2030) and validated cleaning agents
: suitable for the instruments and washing machine (upto PH 14) Do not exceed
© 160°C.

When removing the instruments from the washing machines check for :
. cleanliness and repeat the cycle if necessary. Check for any damage or corrosion. :

Drying Process: -------------------

Remove the implant trays upon completion of the cleaning process. If the
. cleaning process does not include a drying cycle, thoroughly dry the implant
: instruments in an oven at a temperature below 110°C (230°F).

: Please note: Instruments left standing wet may corrode

Sterilization:

- All devices must be sterilized using validated autoclaves (HTM2010) according
: to the standard routines for non-sterile instruments. Instruments should be

. loaded into perforated general instrument trays or the Infinitas surgical trays.
When sterilizing more than one instrument care should be taken to prevent the
© instruments from touching as this may cause damage or corrosion.

UK

With pre-vacuum: Without pre-vacuum:
Temperature Temperature:

134-137°C 134-137°C

Minimum time exposure: Minimum time exposure:

3 - 3.5 minutes 20 minutes

Drying Time: Drying Time:

Minimum 20 minutes Minimum 30 minutes

: The UK Department of Health recommends that validated, pre-

* vacuum autoclaves are used for sterilizing wrapped instruments.
. Autoclaves drawing only a post sterilization vacuum for drying

. purposes are not suitable for processing wrapped instruments.

: Use only validated washing machines (HTM 2030). Do not exceed :
. manufacturers stated maximum load. Use only validated autoclaves (HTM 2010). :




‘USA

With pre-vacuum: Without pre-vacuum:
Temperature 121°C Temperature 121°C

Time: 20 minutes Time: 20 minutes

Additional Information:

Validated ultrasonic baths may be used with validated cleaning agents. Follow
* instructions for use issued by the equipment and cleaning manufacturer.

It remains the responsibility of the trained personnel to ensure that the
reprocessing has actually achieved the desired result. This normally requires
: validation and routine monitoring of the process.

%quality control

DB Orthodontics operates a Quality Management System in accordance with
- 1SO 13485. This encompasses a Batch/Lot Control system for full traceability of
- all medical devices and equipment sold by DB Orthodontics.

* Customers of DB Orthodontics should be reminded to retain product information
- for medical devices supplied by DB Orthodontics. Information should include

- Batch/Lot Number and Expiry date which would be required should the need

- arise to return the product or in the case of a product recall.

packing

................... DB Orthodontics’ Non-sterile Infinitas mini implants and Instrumentation are provided in ©..................
: : unsterile packaging and should be steilized in accordance with the instructions above.

warranty

: DB Orthodontics warrants to the dental professional who purchases its products

 that all reasonable care has been taken in the choice of materials, method of

: manufacture, coating and packaging. DB Orthodontics shall not be liable for any

" incidental or consequential loss, damage or expense, directly or indirectly arising :

: from the use of its products. The foregoing warranty, as conditioned and limited, :

- is in lieu of and excludes all other warranties, whether expressed or implied,

“including but not limited to any implied warranties of merchantability or fitness-

: for-use, and of any other obligation on the part of the seller. DB Orthodontics :

: neither assumes, nor authorises any other person to assume for it any additional :

 liability or responsibility in connection with its products. No agent, employee or

- representative of DB Orthodontics has any authority to bind DB Orthodontics to  :

- any affirmation, representation or warranty concerning its products and any such :
"""""""""" * representation or warranty shall not be enforceable by the buyer. Liability under =

* this warranty is limited to replacement of any defective materials, manufacture or

: packaging. Damage to any DB Orthodontics product through misuse, neglect,

- accident or failure to follow recommended procedures or instructions for use

. by the buyer or user voids any DB Orthodontics warranty. Product replacement

- under DB Orthodontics’” warranty shall be effected by promptly contacting DB

* Orthodontics at the phone numbers provided. Nothing in DB Orthodontics’

- warranty shall be construed to extend the rights or remedies of a patient into

- whom a DB Orthodontics product is implanted.

CAUTION: UK laws restrict the sale of any Infinitas product or device to licensed
physicians, dentists or dental specialists. Use by any other person is strictly
. prohibited.
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?delivery and returns policy

1. DB Orthodontics will endeavour to despatch on the same day, all orders
: received by 4pm.

2. Delivery will be by next day carrier or first class post to mainland UK.

: 3. Customers should carefully check the carrier's documentation to ensure they
- are signing for the correct amount of parcels. If the incorrect amount of parcels
" are signed for, DB Orthodontics can not compensate the customer for the loss of :
: goods unless reported within 2 hours of delivery. :

S 4. Shortages and breakages must be reported to DB Orthodontics within 2
- working days of receipt of the goods and confirmed in writing within 14 days.

Returns

1. Any returned item lost, damaged or defaced in transit to DB Orthodontics will :
- not be credited. If the buyer has not received an acknowledgement or credit note :
 within 14 days, they should notify DB Orthodontics. :

2. Any returned items must be packed in a cardboard box and suitably labelled
:to DB Orthodontics.

3. Any item can only be returned for full credit if unused, complete, and in the
- original packaging.

4. Subject to conditions 1-4 above, DB Orthodontics will accept for credit at a
: sum equal to that which the buyer paid for the goods:

a) ltems returned to and received by DB Orthodontics in a re-saleable condition
provided they are received within 28 days of invoice date.

: b) Any item received damaged or unusable provided DB Orthodontics is notified  :
------------------ - according to condition.

5. A handling charge of 25% may be raised on any return of saleable goods
: received after 28 days from invoice date.

: 6. DB Orthodontics reserves the right to charge carriage on returns where
- collection is arranged by DB Orthodontics.

__________________ dbx ¢

corthodontics 0473

: DB Orthodontics Limited Class 2a and 2b medical devices

* Ryefield Way, Silsden Amtac Certification Services Limited
: West Yorkshire Davy Avenue

: BD20 OEF Knowhill

: United Kindom Milton Keynes

. Tel: 01535 656999 MK5 8NL

© Fax: 01535 656969

C€

Class 1 medical devices
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