
Important: Please read.
Disclaimer of liability: 
This product is part of an overall concept and may only be used in conjunction with 
the associated original products according to the instructions and recommendation of 
Nobel Biocare. Non-recommended use of products made by third parties in conjunction 
with Nobel Biocare products will void any warranty or other obligation, express or implied, 
of Nobel Biocare. The user of Nobel Biocare products has the duty to determine whether 
or not any product is suitable for the particular patient and circumstances. Nobel Biocare 
disclaims any liability, express or implied, and shall have no responsibility for any direct, 
indirect, punitive or other damages, arising out of or in connection with any errors in 
professional judgment or practice in the use of Nobel Biocare products. The user is also 
obliged to study the latest developments in regard to this Nobel Biocare product and its 
applications regularly. In cases of doubt, the user has to contact Nobel Biocare. Since the 
utilization of this product is under the control of the user, they are his/her responsibility. 
Nobel Biocare does not assume any liability whatsoever for damage arising thereof. 
Please note that some products detailed in this Instruction for Use may not be regulatory 
cleared, released or licensed for sale in all markets.

Description:
Implant:
NobelReplace® Platform Shift implant is an endosseous tapered implant which give 
a higher initial stability compared with a parallel implant. The implant is made from 
biocompatible commercially pure grade 4 titanium with TiUnite® surface. The implants 
are anodized with the color-coding of the prosthetic platform and the implant packages 
are color coded by the diameter of the implants. 

Tooling:
Nobel Biocare Drill with Tip Tapered, Tapered Drills, Dense Bone Drills and Screw Taps 
should be used in conjunction with NobelReplace® Platform Shift implants. Tapered 
Drills are internally-irrigated and require a specifi c technique to prevent irrigation holes 
becoming plugged with bone. Reusable Tapered Drills, Dense Bone Drills and Screw 
Taps are made of stainless steel with DLC (Diamond Like Carbon) coating and should be 
replaced after 20–30 uses, or when cutting effi ciency declines. Tapered drills are unique 
for each implant length.

Intended use:
NobelReplace® Platform Shift implant is intended to be used in the upper or lower jaw 
bone (osseointegration) and used for anchoring or supporting tooth replacements to 
restore chewing function.

Indications:
NobelReplace® Platform Shift implant restorations range from single tooth to fi xed-
removable full dental arch overdenture applications to restore chewing function. This can 
be achieved by a 2-stage or 1-stage surgical technique in combination with immediate, 
early or delayed loading protocols, recognizing suffi cient primary stability and appropriate 
occlusal loading for the selected technique. 

NobelReplace® Platform Shift
Instructions for use

Contraindications:
It is contraindicated placing NobelReplace® Platform Shift implants in patients:

− who are medically unfi t for an oral surgical procedure.

−  with inadequate bone volume unless an augmentation procedure can be considered.

−  in whom adequate sizes, numbers or desirable positions of implants are not reachable 
to achieve safe support of functional or eventually parafunctional loads.

−  who are allergic or hypersensitive to commercially pure titanium (grade 4), titanium 
alloy Ti-6Al-4V (titanium, aluminum, vanadium), stainless steel, or DLC (Diamond Like 
Carbon) coating.

Warnings:
Failure to recognize actual lengths of drills relative to radiographic measurements can 
result in permanent injury to nerves or other vital structures. Drilling beyond the depth 
intended from lower jaw surgery may potentially result in permanent numbness to the 
lower lip and chin or lead to a hemorrhage in the fl oor of the mouth. 

Besides the mandatory precautions for any surgery such as asepsis, during drilling in 
the jaw bone, one must avoid damage the nerves and vessels by referring to anatomical 
knowledge and preoperative radiographs.

Cautions:
General:
One hundred percent implant success cannot be guaranteed. Especially, non-observance 
of the indicated limitations of use and working steps may result in failure.

Treatment by means of implants may lead to loss of bone, biologic or mechanical failures 
including fatigue fracture of implants.

Close cooperation between surgeon, restorative dentist and dental laboratory technician 
is essential for a successful implant treatment.

It is strongly recommended that NobelReplace® Platform Shift implants are used only 
with Nobel Biocare surgical instruments and prosthetic components, as combining 
components that are not dimensioned for correct mating can lead to mechanical and/or 
instrumental failure, damage to tissue or unsatisfactory esthetic results.

It is strongly recommended that clinicians, new as well as experienced implant users, 
always go through special training before undertaking a new treatment method. 
Nobel Biocare offers a wide range of courses for various levels of knowledge and 
experience. For more info please visit www.nobelbiocare.com. 

Working the fi rst time with a colleague, experienced with the new device/treatment 
method, avoids eventual complications. Nobel Biocare has a global network of mentors 
available for this purpose.

Before surgery:
Careful clinical and radiological examination of the patient has to be performed prior to 
surgery to determine the psychological and physical status of the patient. 

Special attention has to be given to patients who have local or systemic factors that could 
interfere with the healing process of either bone or soft tissue or the osseointegration 
process (e.g., cigarette smoking, poor oral hygiene, uncontrolled diabetes, oro-facial 
radiotherapy, steroid therapy, infections in the neighboring bone).

Special caution is advised in patients who receive bisphosphonate therapy. In general, 
implant placement and prosthetic design must accommodate individual patient 
conditions. In case of bruxism or unfavorable jaw relationships reappraisal of the 
treatment option may be considered.

With respect to pediatric patients, routine treatment is not recommended until the end 
of the jaw bone growth phase has been properly documented. 

Pre-operative hard tissue or soft tissue defi cits may yield a compromised esthetic result 
or unfavorable implant angulation.

At surgery:
Particular caution should be used when placing narrow platform implants in the posterior 
region due to risk of prosthetic overload. 

After the implant installation, the surgeon’s evaluation of bone quality and initial stability 
will determine when implants may be loaded. Lack of adequate quantity and/or quality 
of remaining bone, infection and generalized diseases may be potential causes for failure 
of osseointegration both immediately after surgery, or after osseointegration is initially 
achieved.

All instruments and tooling used during procedure must be maintained in good condition 
and care must be taken that instrumentation does not damage implants or other 
components.

Because of the small size of components, care must be taken that they are not swallowed 
or aspirated by the patient.

NobelReplace® Platform Shift implants may be tilted up to 45° relative to the occlusal 
plane. When used with angulations between 30° and 45°, the following applies: The 
tilted implant must be splinted; a minimum of 4 implants must be used when supporting 
a fi xed prosthesis in a fully edentulous arch.

After surgery:
To secure the long term treatment outcome it is advised to provide comprehensive 
regular patient follow up after implant treatment and to inform about appropriate oral 
hygiene.

Surgical procedure:
1.  Drilling must proceed at high speed (maximum 800 rpm for Tapered Drills) under 

constant and profuse irrigation by sterile saline at room temperature. Tapered Drills 
are internally-irrigated and require a specifi c technique to prevent irrigation holes 
becoming plugged with bone debris. During drilling use an in-and-out motion and drill 
in bone for 1–2 seconds. Move the drill up without stopping handpiece motor which 
allows the irrigation to fl ush away bone debris.

Caution: Tapered Drills extend up to 1 mm longer than the implant when seated. Allow 
for this additional length when drilling near vital anatomical structures.

Image (A) shows protocol steps and “Product Reference line” for tapered implants, 
13 mm long with regular platform.
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When using a fl apless approach add on soft tissue height to drill depth.

In situations where adjacent structures (natural teeth) would interfere with the angle head 
and prevent the drill from reaching the desired depth, a drill extension shaft may be used. 

2.  Prepare implant site using Drill with Tip Tapered 2 mm (B) and respective Tapered 
Drills depending on implant to be installed, length and platform (C).

B C

3.  Open the implant package and pick up the implant from inner casing with implant 
driver (D). The implants are ideally installed with low speed (maximum 25 rpm) using a 
drilling device or Manual Torque Wrench Surgical. Place and tighten the implant using 
max 45 Ncm installation torque (E).  

D E

To ensure ideal prosthetic abutment orientation position one of the tri-channel lobes in 
the buccal/facial position. To facilitate proper orientation see the markings on implant 
driver (E).

Caution: Never exceed insertion torque of 45 Ncm. Overtightening an implant may lead 
to damage of the implant, fracture or necrosis of the bone site. If a Surgical Driver is used 
to insert the implant, special care needs to be taken to avoid over tightening.

If the implant gets stuck during implant installation or 45 Ncm of insertion torque is 
achieved before fully seated, rotate the implant counter clockwise using drilling device 
(reverse mode) or Manual Torque Wrench and remove implant from site. Replace the 
implant back into inner casing before proceeding further.

4.  Dense bone protocol – as indicated.

 a.  Dense Bone Drill Tapered (F) is only needed for 13 mm and 16 mm implants. 
If shorter implants are used, go directly to step c. Select the Dense Bone Drill 
matching the diameter and length (13 or 16 mm) of fi nal Tapered Drill. 

 b.  Drill one pass into the prepared site with high speed (800 rpm) using Dense Bone Drill.

 c.  For product reference line Screw Tap vs implant length see (G:1). Select the Screw 
Tap tapered matching the diameter of fi nal Tapered Drill. Place into prepared 
implant site using low speed (25 rpm).

 d.  Apply fi rm pressure and begin rotating the Screw Tap slowly. When the threads 
engage, allow Screw Tap to feed without pressure to appropriate depth (G:2).

F G:2G:1

10, 11.5, 13, 16 mm

8 mm

 e.  Switch the handpiece to reverse mode and back the Screw Tap out. 

Continue with implant installation until desired position is achieved using max 45 Ncm 
installation torque.

5.   For Immediate Function, the implant should be able to withstand a fi nal torque of 
35–45 Ncm. 

6.   Depending on surgical protocol of choice, place a cover screw or abutment and 
suture (H:1, H:2).

H:2H:1

See table (I) for implant specifi cations.

For additional information on surgical procedures please consult the NobelReplace® 
Platform Shift “Products & Procedure” treatment guidelines available at 
www.nobelbiocare.com or request latest printed version from a Nobel Biocare 
representative.

I  NobelReplace® Platform Shift 

Platform Platform 
diameter

Implant 
diameter

Abutment 
interface

Bridge 
interface

Lengths

∅ 4.3 mm ∅ 4.3 mm ∅ 3.5 mm ∅ 3.5 mm 8 mm, 10 mm, 11.5 mm,

13 mm, 16 mm

∅ 5.0 mm ∅ 5.0 mm ∅ 4.3 mm ∅ 4.3 mm 8 mm, 10 mm, 11.5 mm,

13 mm, 16 mm

∅ 6.0 mm ∅ 6.0 mm ∅ 5.0 mm ∅ 5.0 mm 8 mm, 10 mm, 11.5 mm,

13 mm, 16 mm

Materials:
NobelReplace® Platform Shift implant: commercially pure titanium grade 4.
Cover Screw: titanium alloy Ti-6Al-4V (titanium, aluminum, vanadium).
Tapered Drills, Dense Bone Drills and Screw Taps: stainless steel, DLC (Diamond Like 
Carbon) coating.
Drill with Tip Tapered: stainless steel.

Cleaning and sterilization:
NobelReplace® Platform Shift implant and Drill with Tip are delivered sterile for single use 
only prior to the labelled expiration date.

Warning: Do not use device if the packaging has been damaged or previously opened. 

Caution: Implants and Drill with Tip Tapered are single use products not intended to be 
reprocessed. Reprocessing could cause loss of mechanical, chemical and / or biological 
characteristics. Reuse could cause cross contamination.

Tapered Drills, Dense Bone Drills and Screw Taps are delivered non-sterile and must be 
cleaned and sterilized prior to use.

For USA: Seal single device in a pouch and steam sterilize at 270°F (132°C) for 3 minutes.

For outside USA: Seal single device in a pouch and steam sterilize at 132°C–135°C 
(270°F–275°F) for 3 minutes.

Alternative UK: Seal single device in a pouch and steam sterilize at 134°C–135°C 
(273°F–275°F) for 3 minutes.

Warning: Use of non-sterile components may lead to infection of tissues or infectious 
diseases.

Full set of recommended parameters are provided in “Cleaning & Sterilization 
Guidelines including MRI Information of Nobel Biocare Products” available at 
www.nobelbiocare.com/sterilization or request latest printed version from a 
Nobel Biocare representative.

MR safety information:
Please note that the product has not been evaluated for safety and compatibility in the 
MR environment. The product has not been tested for heating or migration in the MR 
environment.

For additional information on Magnetic Resonance Imaging, please consult the 
“Cleaning & Sterilization Guidelines for Nobel Biocare Products including MRI 
Information” available at www.nobelbiocare.com/sterilization or request latest 
printed version from a Nobel Biocare representative.

Storage and handling:
The product must be stored in a dry place in the original packaging at room temperature 
and not exposed to direct sunlight. Incorrect storage may infl uence device characteristics 
leading to failure. 
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Disposal:
Disposal of the device shall follow local regulations and environmental requirements, 
taking different contamination levels into account.

 
  Manufacturer: Nobel Biocare AB, Box 5190, 402 26 
Västra Hamngatan 1, 411 17 Göteborg, Sweden.
Phone: +46 31 81 88 00. Fax: +46 31 16 31 52. www.nobelbiocare.com

Canada license exemption: Please note that not all products may have been licensed in 
accordance with Canadian law.

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

EN All rights reserved. 
Nobel Biocare, the Nobel Biocare 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 
Nobel Biocare. Product images in this folder are not necessarily to scale.

Sterile using 
irradiation

Do not re-useUse-by date Batch code 

Consult instructions 
for use

Do not use 
if package is 
damaged

IF
U

10
11

 0
00

 0
0 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Grey - ISO Coated v2 300% \050ECI\051 Fogra 39 \050Citat Standard\051)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (ISO Coated v2 300% \050ECI\051 Fogra 39 \050Citat Standard\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /RelativeColorimetric
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
    /SVE <>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


