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Dear Jennifer Jackson:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Andrew . Steen -S

Andrew |. Steen

Assistant Director

DHT1B: Division of Dental and ENT Devices

OHT1: Office of Ophthalmic, Anesthesia,
Respiratory, ENT and Dental Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health
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Food and Drug Administration

Indications for Use

510(k) Number (if known)
K223083

Device Name
Straumann® SLActive® labeling changes

Indications for Use (Describe)

Straumann® BLX Dental Implants, SLActive®

Straumann® dental implants are indicated for functional and esthetic oral rehabilitation of the upper or lower jaw of edentulous or partially
edentulous patients.

They can be used for immediate, early or late implantation following the extraction or loss of natural teeth. The implants can be placed
with immediate function for single-tooth and/or multiple-tooth restorations when good primary stability is achieved and with appropriate

occlusal loading to restore chewing function.

Straumann® TLX Dental Implants, SLActive®

Straumann® dental implants are indicated for the functional and esthetic oral rehabilitation of the upper or lower jaw of edentulous or
partially edentulous patients. They can be used for immediate, early or late implantation following the extraction or loss of natural teeth.
The implants can be placed with immediate function for single-tooth and/or multiple tooth restorations when good primary stability is

achieved and with appropriate occlusal loading to restore chewing function.

Other Straumann® Tissue Level and Bone Level Dental Implants, SLActive®

Straumann® dental implants are indicated for functional and esthetic oral rehabilitation of the upper or lower jaw of

edentulous or partially edentulous patients.

Unless stated in specific indications, they can be used for immediate, early or late implantation following the extraction or loss of natural

teeth. The implants can be placed with immediate function for single-tooth and/or multiple-tooth restorations when good primary stability

is achieved and with appropriate occlusal loading to restore chewing function.

Specific indications for use:

Straumann® Roxolid® Bone Level Tapered Implant @ 2.9 mm

The Straumann® Roxolid® Bone Level Tapered implants ¢ 2.9 mm are indicated for single-unit reconstruction of incisors in the lower jaw

and lateral incisors in the upper jaw.

Straumann® Roxolid® Standard Plus 4 mm Short Implants

Straumann® Roxolid® Standard Plus 4 mm Short Implants are indicated for fixed or removable reconstruction in situations of moderate to

severely atrophic jawbone with adequate bone quality that allows primary stability after implant insertion, where a longer implant cannot

be placed due to limited vertical bone height. The recommended healing time before loading is between 10 to 12 weeks.

Straumann® Roxolid® Standard Plus 4 mm Short Implants are specifically indicated for:

*  Fixed denture prosthesis/splinted units (one implant per unit).

*  Pontic cases in combination with at least one longer implant.

«  Fully edentulous cases with at least one Straumann® Roxolid® Standard Plus 4 mm Short Implants in combination with 2 longer
implants in the anterior region and at least four total implants.

Titanium @ 3.3 mm implants

#3.3 mm S and SP RN implants are to be used only for the following indications:

Partially dentate jaws with implant-borne, fixed constructions: combine with a 4.1 mm implants and splint the superstructure.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) [] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.




This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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510(k) Summary

Submitter’s Contact Information

Submitter: Straumann USA, LLC
60 Minuteman Road
Andover, MA 01810
Registration No.: 1222315 Owner/Operator No.: 9005052

On the behalf of: Institut Straumann AG

Institut Straumann AG
Peter Merian-Weg 12
4052 Basel, Switzerland.

Contact Person: Jennifer M. Jackson, MS, RAC
Sr. Director, Regulatory Affairs and Quality
Phone Number: +1-978-747-2509
Fax Number: +1-978-747-0023

Prepared By: Camila da Silva Esteves
External Consultant

Date of Submission: June 21, 2023

Name of the Device

Trade Names: Straumann® SLActive® labeling changes
Common Name: Endosseous Dental Implant
Classification Name: Endosseous Dental Implant

Regulation Number: §872.3640

Device Classification: 1

Product Code(s): DZE
Classification Panel: Dental
Proprietary Name: Straumann® SLActive®

Straumann USA, LLC June 21, 2023
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Straumann® SLActive® Labeling Changes

510(k) Summary

Predicate Device(s)

Pri

Re

mary Predicate:
K171784 — Straumann Dental Implant System
ference Devices:

K083550 — Straumann Dental Implant System

K111357 — Straumann Narrow Neck CrossFit (NNC) 03.3mm Dental Implant System
K121131 — BL, 04.1mm RC, SLActive® 8mm, TiZr and 10mm, 12, 14mm

K122855 — TL 04.1mm RN, S, SLActive® TiZr 6, 8, 10, 12, 14, 16mm Dental Implants
K140878 — Straumann Bone Level Tapered Implant

K153758 — Straumann Bone Level Tapered Implant

K162890 — BLT 02.9mm SC, SLA or SLActive®, RXD, Loxim, SC Closure Cap and
Healing Abutments, SC Temporary Abutments, SC Variobase Abutments, SC CARES
Abutments

K173961 — Straumann BLX Implant System

K181703 — Straumann BLX Line Extension — Implants, SRAs and Anatomic Abutments
K191256 — Straumann BLX @3.5 mm Implants

K200586 — Straumann TLX Implant System

K210855 — Straumann TLX Implant System

K202942 — Straumann 4 mm Short Implants

K212533 — BLX WB @5.0 (L18), @5.5 and &6.5 mm (L14 and L16) Implants

K123784 - Straumann Dental Implant System

Device Description

The SLActive® Implants from the Straumann® Dental Implants System includes:

SLActive® and Roxolid®, Standard, @3.3 RN, 8, 10, 12, 14, and 16 mm
SLActive® and Roxolid®, Standard, @4.1 RN, 6, 8, 10, 12, 14, and 16 mm
SLActive® and Roxolid®, Standard, @4.8 RN, 6, 8, 10, 12, and 14 mm
SLActive® and Roxolid®, Standard, @4.8 WN, 6, 8, 10, and 12 mm
SLActive® and Roxolid®, Standard Plus, @3.3 NNC, 8, 10, 12, and 14 mm

Straumann USA, LLC June 21, 2023
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Straumann® SLActive® Labeling Changes

510(k) Summary

SLActive® and Roxolid®, Standard Plus, @3.3 RN, 8, 10, 12, and 14 mm

SLActive® and Roxolid®, Standard Plus, @4.1 RN and @4.8 RN, 6, 8, 10, 12, and 14 mm
SLActive® and Roxolid®, Standard Plus, @4.8 WN, 6, 8, 10 and 12 mm

SLActive® and Roxolid®, Bone Level, @3.3 NC, @4.1 RC, and @4.8 RC, 8, 10, 12, and 14 mm
SLActive® and Roxolid®, Bone Level Tapered, @2.9 SC 10, 12 and 14 mm

SLActive® and Roxolid®, Bone Level Tapered, @3.3 NC, @4.1 RC, and @4.8 RC, 8, 10, 12, 14,
16 and 18 mm

SLActive® and Roxolid®, BLX, @3.5 RB, 8, 10, 12, 14, 16, 18 mm

SLActive® and Roxolid®, BLX, @3.75 RB, @4.0 RB, @4.5 RB and @5.0 RB, 6, 8, 10, 12, 14,
16, 18 mm

SLActive® and Roxolid®, BLX, @5.5 WB and @6.5 WB, 6, 8, 10, 12, 14 and 16 mm

SLActive® and Roxolid®, Standard, TLX, @3.75 NT, @3.75 RT, @4.5 NT and @4.5 RT, 6, 8, 10,
12, 14, 16 and 18 mm

SLActive® and Roxolid®, Standard, TLX, @5.5 WT and @6.5 WT, 6, 8, 10 and 12 mm

SLActive® and Roxolid®, Standard Plus, TLX, @3.75 NT, @3.75 RT, @4.5 NT and @4.5 RT, 6,
8,10, 12, 14, 16 and 18 mm

SLActive® and Roxolid®, Standard Plus, TLX, @5.5 WT and @6.5 WT, 6, 8, 10 and 12 mm
SLActive® and Roxolid®, Standard Plus Short, @4.1 RN and @4.8 RN and WN, 4 mm
4 mm Short Implants

All listed dental implants have already been cleared under the reference devices 510(k)s.

Intended Use

Straumann® dental implants and abutments are intended for oral implantation to provide a

support structure for connected prosthetic devices.

Indications for Use

Straumann® BLX Dental Implants, SLActive®

Straumann® dental implants are indicated for functional and esthetic oral rehabilitation of the

upper or lower jaw of edentulous or partially edentulous patients.

Straumann USA, LLC June 21, 2023
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Straumann® SLActive® Labeling Changes

510(k) Summary

They can be used for immediate, early or late implantation following the extraction or loss of
natural teeth. The implants can be placed with immediate function for single-tooth and/or multiple-
tooth restorations when good primary stability is achieved and with appropriate occlusal loading

to restore chewing function.

Straumann® TLX Dental Implants, SLActive®

Straumann® dental implants are indicated for the functional and esthetic oral rehabilitation of the
upper or lower jaw of edentulous or partially edentulous patients. They can be used for immediate,
early or late implantation following the extraction or loss of natural teeth. The implants can be
placed with immediate function for single-tooth and/or multiple-tooth restorations when good

primary stability is achieved and with appropriate occlusal loading to restore chewing function.

Other Straumann® Tissue Level and Bone Level Dental Implants, SLActive®

Straumann® dental implants are indicated for functional and esthetic oral rehabilitation of the

upper or lower jaw of edentulous or partially edentulous patients.

Unless stated in specific indications, they can be used for immediate, early or late implantation
following the extraction or loss of natural teeth. The implants can be placed with immediate
function for single-tooth and/or multiple-tooth restorations when good primary stability is achieved

and with appropriate occlusal loading to restore chewing function.
Specific indications for use
Straumann® Roxolid® Bone Level Tapered Implant ¢ 2.9 mm

The Straumann® Roxolid® Bone Level Tapered implants ¢ 2.9 mm are indicated for single-unit

reconstruction of incisors in the lower jaw and lateral incisors in the upper jaw.
Straumann® Roxolid® Standard Plus 4 mm Short Implants

Straumann® Roxolid® Standard Plus 4 mm Short Implants are indicated for fixed or removable
reconstruction in situations of moderate to severely atrophic jawbone with adequate bone quality
that allows primary stability after implant insertion, where a longer implant cannot be placed due
to limited vertical bone height. The recommended healing time before loading is between 10 to
12 weeks.

Straumann® Roxolid® Standard Plus 4 mm Short Implants are specifically indicated for:

Fixed denture prosthesis/splinted units (one implant per unit).

Straumann USA, LLC June 21, 2023
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Straumann® SLActive® Labeling Changes

510(k) Summary

Pontic cases in combination with at least one longer implant.

Fully edentulous cases with at least one Straumann® Roxolid® Standard Plus 4 mm Short Implants

in combination with 2 longer implants in the anterior region and at least four total implants.

Titanium @ 3.3 mm implants

?3.3 mm S and SP RN implants are to be used only for the following indications:

Partially dentate jaws with implant-borne, fixed constructions: combine with a 4.1 mm implants

and splint the superstructure.

Technological Characteristics

The technological characteristics of the subject devices are compared to the primary predicate

and reference devices in the following tables:

FEATURE PROPOSED DEVICE PRIMARY PREDICATE REFERENCE PREDICATE
DEVICE DEVICES
K083550, K111357, K121131,
K122855, K140878, K153758,
K Number K223083 K171784 K162890, K173961, K181703,
K191256, K200586, K202942,
K210855, K212533, K123784
. o ) . Titanium — Zirconium alloy o . .
Material Titanium — Zirconium alloy Titanium Grade 4 Titanium-Zirconium alloy
SLActive® - Hydrophilic, SLActive® - Hydrophilic,
Surface . . . .
sandblasted, large grit, acid sandblasted, large grit, acid
Treatment
etched. etched.
Implant to TorcFit® ® TorcFit®
Abutment CrossFit® SynOctg@ CrossFit®
Connection SynOcta® Crossfit SynOcta®
2.9mm, 3.3mm, 3.5mm, 2.9mm, 3.3mm, 3.5mm,
Implant 3.75mm, 4.0mm, 4.1mm, 3.3mm. 4.1mm and 4.8mm 3.75mm, 4.0mm, 4.1mm,
Diameter 4.5mm, 4.8mm, 5.0mm, ’ T ’ 4.5mm, 4.8mm, 5.0mm,
5.5mm, 6.5mm 5.5mm, 6.5mm
Implant 4,6, 8, 10,12, 14, 16 and 6,8, 10, 12, 14, 16 and 18mm 4,6,8,10,12, 14, 16 and
Length 18mm 18mm
Tissue level (parallel and fully . Tissue level (parallel and fully
Implant tapered wall) B T|s|sue IIeveI (ﬁa{alli lNa“) d tapered wall)
Design Bone level (parallel, tapered and one leve (para“e and tapere Bone level (parallel, tapered and
fully tapered wall) wall) fully tapered wall)
y tap y tap!

Table 1 — Comparison of subject device versus primary predicate device

Straumann USA, LLC
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Straumann® SLActive® Labeling Changes

510(k) Summary

Labeling Changes and Performance Testing

The labelling changes that are being presented in this 510(k) were evaluated according to the

FDA guidance document “Deciding When to Submit a 510(k) for a Change to an Existing Device”.

The proposed 510(k) does not intend to introduce new implants neither to modify cleared implants
design. The purpose of this premarket notification is to revise the labeling to describe that the
results of recent clinical studies on outcomes of SLActive implants in smokers are
encouraging (Alsahhaf, 2019, Xiao, 2021, Chen 2017, Sener 2010, Luongo 2016). The
proposed claim is supported by a literature review. In addition, changes to the Indications for
Use wording were done, as well as general changes to the Instructions for Useto reflect
the state-of-the-art of Straumann implant systems data and to improve the readability and
clarity of the content without affecting the safety or effectiveness of the devices. Table 2
shows the substantial equivalence discussion for the proposed Indications for Use against the

previously approved verbiage.

The presented Indications for Use are equivalent to the primary predicate and reference
devices. The differences in the wording do not change the application of the devices. All
indications allow for implant placement in the jaw, providing support for single-tooth or multiple-
tooth and allowing for immediate loading when good primary stability is achieved. The prosthetic
restorations information in some Indications for Use was relocated to the device description for
better understanding. The use of 4 or more implants for fully edentulous patients is common
knowledge and was removed from some Indications for Use. The new specific Indications for
Use for # 3.3 mm implants provide more details on the recommended clinical procedure.
Additionally, the section Precaution of the Instructions for Use brings attention to the use of

narrow implants in the molar region.

Straumann USA, LLC June 21, 2023
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Straumann® SLActive® Labeling Changes

510(k) Summary

Table 2 Indications for Use comparison table

* for the purpose of this table, the acronym IFU refers to Instructions for Use

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE (K171784) INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Reference predicate - KO83550:
Straumann® ROXOLID dental implants are
suitable for the treatment of oral endosteal | Equivalent
implantation in the upper and lower jaw and for | All indications allow for implant
IFU: 704333 Straumann® Dental implants are the functional and aesthetic oral rehabilitation of | placement in jaw, providing
Straumann® dental implants are | . edentulous and partially dentate patients | support for single-tooth or
indica_t(_ed for functional and estheti_c oral :nmdplf;rt]teadtion irl:otLe upc;’:: and?gv?lgfﬁzsvl (unless specific indications and limitations are multiplg-tooth and allowing for
rehabilitation of the upper or lower jaw of arches and for the functional and present, as st_ated below). Straumann® |m_med|ate I_o_ad!ng w_hen good
edentulous or partially edentulous . e ROXOLID dental implants can also be used for | primary stability is achieved.
patients aesthetic —oral rehabilitation ~of immediate or early implantation following | The prosthetic  restorations
Unless stated in specific indications, they e:gg::lsous and  partially  dentate extraction or loss of natural teeth. Implants can | information was not excluded
can be used for immediate, early or late gtrauménn@ Dental implants are be placed with immediate function on single- | from the Instructions for Use but
implantation following the extraction or indicated for immediate or early tooth and/or multiple tooth applications when | relocated to the  device
e sttt o | mplantaton Olowng exacton orloss | 9000, Py Slally s scieved and wl | descrplon, - for - beter
K083550 of natural teeth. Implants can be placed . :

tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

Titanium @ 3.3 mm implants

$3.3 mm S and SP RN implants are to be
used only for the following indications:
Partially dentate jaws with implant-borne,
fixed constructions: combine with a ¢4.1
mm implants and splint  the
superstructure.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to
restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full
dentures, which are connected to the
implants through the corresponding
components (abutments).

chewing functions. The prosthetic restorations
used are single crowns, bridges and partial or
full dentures, which are connected to the
implants by the corresponding elements
(abutments). When placing implants in the
posterior region we recommend using only
large diameter implants. In cases of fully
edentulous patients, 4 or more implants must
be used in immediately loaded cases.

Specific indications for small diameter (¢3.3
mm) implants:

Because of their reduced mechanical stability,
small diameter implants are only used in cases
with a low mechanical load. Placement in the
molar region is not recommended.

The use of 4 or more implants for
fully edentulous patients is
common knowledge and were
removed from the indications for
use.

The new specific Indications for
Use for ©¢3.3 mm implants
provides more details on the
recommended clinical procedure.
Additionally, the section
Precaution of the IFU show
brings attention to the use in
molar region.

Straumann USA, LLC
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Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE (K171784) INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Reference Predicate — K111357:
Straumann® dental implants are suitable for the | Equivalent
IFU 704333 treatment of oral endosteal implantation in the | All indications allow for implant
Straumann® dental implants are | Straumann® Dental implants are upper a.nd Iowerjaw.:.;md‘ for the functional and | placement in jaw, providing
indicated for functional and esthetic oral | indicated for oral endosteal aesthetic oral rehabilitation of edentulous and | support for  single-tooth  or
P ) . L . rtially dentate patients. Straumann® dental | multiple-tooth and allowing for
rehabilitation of the upper or lower jaw of | implantation in the upper and lower jaw | P2 : : : : :
edentulous or parlj'tpially eden{ulous ar(?hes and for th‘Zep functional énd implants can also be used for immediate or | immediate loading when good
patients aesthetic  oral  rehabilitation  of early implantation following extraction or loss of | primary stability is achieved.
. . e . natural teeth. Implants can be placed with | The prosthetic restorations
Unless stated in specific indications, they | edentulous and partially dentate | . : : : : :
can be used for immediate, early or late | patients. Straumann® Dental implants |mr'|rl§c|j|ate Lunctl?.n on sw;}gle-tootg qnd/or ]Lnform:tloln was no:c eécludbed
implantation following the extraction or | are indicated for immediate or early mut!pe tQOt app ications w en good primary rom the Instructions for Use .Ut
loss of natural teeth. The implants can be | implantation following extraction or loss cs)g:?ﬂggl Ilsad?r?hlet\:)e?es?gr% g;:lg\}vi nap%?ﬂligtne gﬂggﬁtig n to fotrhe dbe gtlt?;
placed with immediate function for single- | of natural teeth. Implants can be placed ng, . 9 o ption,
K111357 The prosthetic restorations used are single | understanding.

tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

Titanium @ 3.3 mm implants

»3.3 mm S and SP RN implants are to be
used only for the following indications:
Partially dentate jaws with implant-borne,
fixed constructions: combine with a ¢4.1
mm implants and splint  the
superstructure.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

crowns, bridges and partial or full dentures,
which are connected to the implants by the
corresponding components (abutments). When
placing implants in the posterior region, we
recommend using only large diameter implants.
In cases of fully edentulous patients, 4 or more
implants must be used in immediately loaded
cases.

Small Diameter Implants (@ 3.3 mm)
Because of their reduced mechanical stability,
small diameter implants are only used in cases
with low mechanical load. Placement in the
moral region is not recommended.

The use of 4 or more implants
for fully edentulous patients is
common knowledge and were
removed from the indications for
use. The new specific
Indications for Use for @ 3.3 mm
implants provides more details
on the recommended clinical
procedure. Additionally, the
section Precaution of the IFU
show brings attention to the use
in molar region.

Straumann USA, LLC
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PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER | PROPOSED INDICATIONS FOR USE riae RENCE PREDICATE DE EOUIVALENCE DISCUSSION
Reference Predicate — K121131:
Straumann® Dental implants are The Straumann® dental implants are suitable

IFU 704333 ;rrrgllzr;tagﬂg|nf(t)f:etl:1%pef|’uir;<t:|kl;;v;/|eréa:]v(\j/ and esthetic oral rehabilitation of edentulous | All indications allow for implant
Straumann® dental implants are aesthetic  oral  rehabilitation  of and partially dentate patients (unless specific placement in Jaw, providing
indicated for functional and esthetic oral edentulous and partially dentate indications and limitations are specified). | Support for smgle-too_th or
rehabilitation of the upper or lower jaw of |~ & e CC o Dentyal implants | Straumann® dental implants can be used for multiple-tooth and allowing for
edentulous or partially edentulous gre indicated for immediate orpearl immediate or early implantation following | immediate loading when good
patients. implantation following extraction or Ios)s/ extraction or loss of natural teeth. Implants can | Primary stability is achieved.
Unless stated in specific indications, they | of natral teeth. Implants can be placed | P Placed with immediate function on single- The  prosthetic  restorations

K121131 | can be used for immediate, early or late ' tooth and/or multiple tooth applications when | information was not excluded

implantation following the extraction or
loss of natural teeth. The implants can be
placed with immediate function for single-
tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

good primary stability is achieved and with
appropriate occlusal loading, to restore
chewing function. The prosthetic restorations
are single crown, bridges and partial or full
denture, which are connected to the implants by
the corresponding elements (abutments).
When placing implants in the posterior region,
we recommend using only large diameter
implants. In cases of fully edentulous patients,
4 or more implants must be used in immediately
loaded cases.

from the Instructions for Use but
relocated to the
description for
understanding.

The use of 4 or more implants for
fully edentulous patients is
common knowledge and were
removed from the indications for
use.

device
better
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE (K171784) INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Reference Predicate — K122855:
Straumann® Dental implants are Straumann® dental implants are suitable for the
indicated for oral P endosteal treatment of oral endosteal implantation in the Equivalent
IFU 704333 implantation in the upper and lower jaw :gt‘:gtiingrngwsmi?;g)?;?i;:gﬂgﬂzl Zzg All indications allow for implant
) arches and for the functional and . . e placement in jaw, providing
Straumann® dental implants are | Joci ok oral  rehabilitation  of partially dentate patients (unless specific support for single-tooth  or
indicated for functional and esthetic oral edentulous and partially dentate implants and limitations are present, as stated multiple-tooth and allowing for
rehabilitation of the upper or lower jaw of patients. Straumann® Dental implants below). Straumann@_ dental |mp|ar_1ts can a_lso immediate loading when good
egzg:]lgous or partially edentulous are indicated for immediate or early ?oeilol\j\?iig E;trg?;?oendlgtre |gsrsez;lyn;?:ﬁ;a|mtt:2?hn primary stability is achieved.
Bnless étated in specific indications, they implantation following extraction or loss Implants can be placed with immediate functioﬁ The  prosthetic  restorations
K122855 can be used for immediate, early o‘r late of natural teeth. Implants can be placed on  single-tooth andlor multiple  tooth information was not excluded

implantation following the extraction or
loss of natural teeth. The implants can be
placed with immediate function for single-
tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

applications when good primary stability is
achieved and with appropriate occlusal loading,
to restore chewing function. The prosthetic
restorations used are single crowns, bridges
and partial or full dentures, which are
connected to the implants by corresponding
elements (abutments). When placing implants
in the posterior region, we recommend using
only larger diameter implants. In cases of fully
edentulous patients, 4 or more implants must
be used in immediate loaded cases.

from the Instructions for Use but
device
better

relocated to the
description for
understanding.

The use of 4 or more implants for
fully edentulous patients is
common knowledge and were
removed from the indications for
use.
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

K
NUMBER

PROPOSED INDICATIONS FOR USE

PRIMARY PREDICATE DEVICE
INDICATIONS FOR USE

(K171784)

REFERENCE PREDICATE DEVICE
INDICATIONS FOR USE

EQUIVALENCE DISCUSSION

K140878

IFU 704333

Straumann® dental implants are
indicated for functional and esthetic oral
rehabilitation of the upper or lower jaw of
edentulous or partially edentulous
patients.

Unless stated in specific indications, they
can be used for immediate, early or late
implantation following the extraction or
loss of natural teeth. The implants can be
placed with immediate function for single-
tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

Straumann® Dental implants are
indicated for oral endosteal
implantation in the upper and lower jaw
arches and for the functional and
aesthetic  oral rehabilitation  of
edentulous and partially dentate
patients. Straumann® Dental implants
are indicated for immediate or early
implantation following extraction or loss
of natural teeth. Implants can be placed
with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to
restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full
dentures, which are connected to the
implants through the corresponding
components (abutments).

Reference Predicate — K140878:

Straumann® dental implants are indicated for
oral endosteal implantation in the upper and
lower jaw arches for the functional and
aesthetic oral rehabilitation of edentulous and
partially dentate patients. Straumann® dental
implants are also indicated for immediate or
early implantation following extraction or loss of
natural teeth. Implants can be placed with
immediate function on single-tooth and/or
multiple tooth applications when good primary
stability is achieved and with appropriate
occlusal loading, to restore chewing function.
The prosthetic restorations used are single
crowns, bridges and partial or full dentures,
which are connected to the implants through
the corresponding components (abutments). In
cases of fully edentulous patients, 4 or more
implants must be used in immediately loaded
cases.

Equivalent

All indications allow for implant
placement in jaw, providing
support for single-tooth or
multiple-tooth and allowing for
immediate loading when good
primary stability is achieved.

The  prosthetic  restorations
information was not excluded
from the Instructions for Use but
relocated to the  device
description for better
understanding.

The use of 4 or more implants for
fully edentulous patients is
common knowledge and were
removed from the indications for
use.
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Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER | PROPOSED INDICATIONS FOR USE T INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Equivalent
Straumann® Dental implants are All indications allow for implant
Straumann® dental implants are arc?hes and for thizep functional énd Straumann® de_ntal impl_ants_ are indicated for rsnuﬁggg-togt)rr] ailgglaeﬁ:)%)it:g fg|t
indicated for functional and esthetic oral | aesthetic ~ oral  rehabilitation  of Ioral enQosteaI wwplarfltatlo:: n fthe gppelr ang immediate loading when good
rehabilitation of the upper or lower jaw of | edentulous and partially dentate aoev;?rzetjigvéra?rfeheasbilit(;rtio; ?)f elcjjr:;:tlglr;?;s ::d primary stability is achieved.
dentul rtiall dentul ients. i ) . i i
ga?ignlisous or partially  edentulous graélei:tdsicasttézu;gfnir%@mggigttil g:p(laaarn)sl partially dentate patients. Straumann® dental I\rf]grmatpcl;%sme;sc no';eséoﬁt'ggz
. N L. . . i I Wi XClu
Unless stated in specific indications, the implantation following extraction or loss |mplapts are a}lso |nd|cgted for "’.”med'ate or f he | i for Use b
P y early implantation following extraction or loss of | rom the Instructions for Use but
K153758 can be used for immediate, early or late | of natural teeth. Implants can be placed nat yral teeth. Implants gan be olaced with | relocated  to  the  device
implantation following the extraction or | with immediate function on single-tooth 4 - Imp p Wi description for better

loss of natural teeth. The implants can be
placed with immediate function for single-
tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

immediate function on single-tooth and/or
multiple tooth applications when good primary
stability is achieved and with appropriate
occlusal loading to restore chewing function.
The prosthetic restorations used are single
crowns, bridges and partial or full dentures,
which are connected to the implants through
the corresponding components (abutments).

understanding.

The new specific Indications for
Use for ©3.3 mm implants
provides more details on the
recommended clinical procedure.
Additionally, the section
Precaution of the IFU show
brings attention to the use in
molar region
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
PROPOSED INDICATIONS FOR USE EQUIVALENCE DISCUSSION
NUMBER (K171784) INDICATIONS FOR USE
IFU 704333 .
Straumann®  dental implants are | Straumann® Dental implants are geference (FR;regmate [ K1?2.?.90 4 Impl
indicated for functional and esthetic oral | indicated ~ for  oral  endosteal Q)ga;mrﬁnmn e oi?zica‘tags fo?p:rrael en’gg;g:
rehabilitation of the upper or lower jaw of | implantation in the upper and lower jaw imp]antation in the upper and lower jaw and for Equivalent
dentul rtiall dentul i e )
Saggnlisous or  partally  edentuious :gcsqﬁ:t.cand og thfeh;ubr!f.:tt;%?: arl;jf the functional and aesthetic oral rehabilitation of | All indications allow for implant
X . L ! oritatl patients with missing teeth. Straumann® Bone | placement in jaw, providing
Unless stated in specific indications, they | edentulous and partially dentate Level Tapered Implants @ 2.9 mm can also be | Support for single-tooth  or
can be u§ed for immediate, early or late patie_nts_. Strauman_n® De_ntal implants used for immediate or éarly implantation | multiple-tooth and " allowing  for
implantation following the extraction or | are indicated for immediate or early following extraction or loss of natural teeth. | immediate loading when good
loss of natural teeth. The implants can be | implantation following extraction or loss Implants can be placed with immediate functior; primary stability is achieved.
K162890 placed with immediate function for single- | of natural teeth. Implants can be placed on single-tooth andlor multiple tooth | The  prosthetic  restorations

tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

Straumann® Roxolid® Bone Level
Tapered Implant 2.9 mm

The Straumann® Roxolid® Bone Level
Tapered implants @ 2.9 mm are indicated
for single-unit reconstruction of incisors
in the lower jaw and lateral incisors in the
upper jaw.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

applications when good primary stability is
achieved and with appropriate occlusal loading
to restore chewing function. The prosthetic
restorations are connected to the implants
through the corresponding components
(abutments).

The Straumann® Bone Level Tapered Implants
©2.9 mm are indicated for reconstruction of
missing incisors in the lower jaw and lateral
incisors in the upper jaw.

information was not excluded
from the Instructions for Use but
relocated to the device
description for better
understanding.

The specific indications for ¢ 2.9
mm implants are the same as the
reference device.
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE (K171784) INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Straumann® Dental implants are
indicated for oral endosteal Equivalent
implantation in the upper and lower jaw Al indications allow for implant
IFU 702110 arches and for the functional and . PRGN i
Straumann® dental implants are | aesthetic oral rehabilitation  of gteference g’eg:f;ti — }7175’961 itable f gluaceor?tentforln sjiivvl‘e-tgcr)(t)r\mlld”:)gr
indicated for functional and esthetic oral | edentulous and partially dentate r:un;anlq lant t_mp_arlhs are sul adle or mtfjlﬁ le-tooth andgallowin for
rehabilitation of the upper or lower jaw of | patients. Straumann® Dental implants eéndosteal Implantation In the upper and fower | | pi€ . 9
edentulous or partially edentulous | are indicated for immediate or early jaw and for the functional and esthetic oral |m_med|ate I_o_ad!ng w_hen good
patients implantation following extraction or loss rehabilitation of edentulous and partially | primary §tab|I|ty is achieved. _
They can be used for immediate, early or | of natural teeth. Implants can be placed edentulogs ‘patlenFs. BLX ‘Implant.s can be | The single-tooth  restoration
K173961 . . h ’ f A . : ! placed with immediate function on single-tooth | would be the worst case due to
late implantation following the extraction | with immediate function on single-tooth applications when good primary stability is | the higher masticatory load
or loss of natural teeth. The implants can | and/or multiple-tooth applications when PP . 9 P Y Y 9 ) v -
be placed with immediate function for | good primary stability is achieved and achieved and with appropriate occlusal loading The prosthetlc restorations
e b : : . . to restore chewing function. The prosthetic | information was not excluded
single-tooth and/or multiple-tooth | with appropriate occlusal loading to - ; .
torati h d ori tability | restore  chewin function The | restorations are connected to the implants | from the Instructions for Use but
restorations when good primary stability : 9 T through the  corresponding  abutment | relocated to the  device
is achieved and with appropriate occlusal | prosthetic restorations are single components description for better
loading to restore chewing function. crowns, bridges and partial or full P ‘ understandin
dentures, which are connected to the 9.
implants through the corresponding
components (abutments).
Straumann® Dental implants are
indicated for oral endosteal Equivalent
implantation in the upper and lower jaw . AIT indicati I for implant
IFU 702110 arches and for the functional and Reference Predicate — K181703 ) Indications aflow for impian
Straumann® dental implants are | aesthetic oral  rehabiltation  of Straumann® BLX Implants are suitable for placement in jaw, providing
indicated for functional and esthetic oral | edentulous and partially dentate | €ndosteal implantation in the upper and lower fnuﬁgolré_tog?; a?]lgglaiﬁ)c\)lsit: fg;
rehabilitation of the upper or lower jaw of | patients. Straumann® Dental implants jaw and for the functional and esthetic oral immePdiate oading. when 9 ood
edentulous or partially edentulous | are indicated for immediate or early | rehabilitation of edentulous and partially primary stability is%chievedg
patients. _ _ implantation following extraction or loss | edentulous patients. BLX Implants can be The single-tooth  restoration
K181703 | They can be used forimmediate, early or | of natural teeth. Implants can be placed | 13ceq with immediate function on single-tooth, | would be the worst case due to

late implantation following the extraction
or loss of natural teeth. The implants can
be placed with immediate function for
single-tooth and/or multiple-tooth
restorations when good primary stability
is achieved and with appropriate occlusal
loading to restore chewing function.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

bar and bridge applications when good primary
stability is achieved and with appropriate
occlusal loading to restore chewing function.
The prosthetic restorations are connected to
the implants through the corresponding
abutment components.

the higher masticatory load.

The  prosthetic  restorations
information was not excluded
from the Instructions for Use but
relocated to the  device
description for better
understanding.
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Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE (K171784) INDICATIONS FOR USE EQUIVALENCE DISCUSSION
Straumann® Dental implants are
?ndicated_ _ for oral endost'eal Equivalent
IFU 702110 ;‘Tgl]zrsltag?]z mfct)r;e ﬁ]%pe;uigﬂéigfr;g Reference Predicate — K191256 All indications allow for implant
Straumann® dental implants are | aesthetic oral  rehabilitation of | Straumann® BLX Implants are suitable for placement in jaw, providing
indicated for functional and esthetic oral | edentulous and partially dentate | endosteal implantation in the upper and lower Smulﬁ?iog-to:)ct)rr] ailggfligvoit: fg:
rehabilitation of the upper or lower jaw of | patients. Straumann® Dental implants | jaw and for the functional and esthetic oral immepdiate loading when 9 0od
edentulous or partially edentulous | are indicated for immediate or early | rehabilitation of edentulous and partially primary stability isgachieved.g
patients. ‘ ‘ |rTf1pIatntatII?n ftcr’]”?w'”lg etxtractlgn OIr '032 edentulous patients. BLX Implants can be The single-tooth  restoration
K191256 They can be used forimmediate, early or | of natural teeth. Implants can be placed | 504 with immediate function on single-tooth, | would be the worst case due to

late implantation following the extraction
or loss of natural teeth. The implants can
be placed with immediate function for
single-tooth and/or multiple-tooth
restorations when good primary stability
is achieved and with appropriate occlusal
loading to restore chewing function.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to
restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full
dentures, which are connected to the
implants through the corresponding
components (abutments).

bar and bridge applications when good primary
stability is achieved and with appropriate
occlusal loading to restore chewing function.
The prosthetic restorations are connected to
the implants by the corresponding abutment
components.

the higher masticatory load.

The  prosthetic  restorations
information was not excluded
from the Instructions for Use but
relocated to the device
description for better
understanding.
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510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE et aod) e TN Fo e EQUIVALENCE DISCUSSION
Straumann® Dental implants are
indicated for oral endosteal
implantation in the upper and lower jaw
arches and for the functional and .
IFU 704450 aesthetic  oral  rehabilitation  of | ~eierence Predicate — K200586 . Equivalent
Straumann® dental implants  are | edentulous and partially  dentate Straumann.® TLX .Imp.lants are suitable for | A indication‘s al!ow for implgnt
indicated for the functional and esthetic | ,atients Straumann® Dental implants .endosteal implantation n the upper and. lower | placement in jaw,  providing
oral rehabilitation of the upper or lower are indicated for immediate or early jaws and for the functional and esthetic oral support  for  single-tooth  or
jaw of edentulous or partially edentulous | | ) ) . rehabilitation of edentulous and partially | multiple-tooth and allowing for
patients. They can be used for | Implantationfollowing extractionorloss | oo patients. TLX Implants can be | immediate loading when good
K200586 | immediate, early or late implantation of natural teeth. Implants can be placed placed with immediate function on single-tooth | Primary stability is achieved.

following the extraction or loss of natural
teeth. The implants can be placed with
immediate function for single-tooth
and/or multiple-tooth restorations when
good primary stability is achieved and
with appropriate occlusal loading to
restore chewing function.

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to

restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full

dentures, which are connected to the
implants through the corresponding
components (abutments).

and multi-unit restorations when good primary
stability is achieved and with appropriate
occlusal loading to restore chewing function.
The prosthetic restorations are connected to
the implants through the corresponding
abutment components.

The  prosthetic  restorations
information was not excluded
from the Instructions for Use but
relocated to the device
description for better
understanding.
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510(k) Summary

IFU 704333

Straumann® dental implants are
indicated for functional and esthetic oral
rehabilitation of the upper or lower jaw of
edentulous or partially edentulous
patients.

Unless stated in specific indications, they
can be used for immediate, early or late
implantation following the extraction or
loss of natural teeth. The implants can be
placed with immediate function for single-
tooth and/or multiple-tooth restorations
when good primary stability is achieved
and with appropriate occlusal loading to
restore chewing function.

Straumann® Roxolid® Standard Plus
4 mm Short Implants

Straumann® Roxolid® Standard Plus 4
mm Short Implants are indicated for fixed
or removable reconstruction in situations
of moderate to severely atrophic jawbone

Straumann® Dental implants are
indicated for oral endosteal
implantation in the upper and lower jaw
arches and for the functional and
aesthetic  oral rehabilitation  of
edentulous and partially dentate
patients. Straumann® Dental implants
are indicated for immediate or early
implantation following extraction or loss
of natural teeth. Implants can be placed

Reference Predicate — K202942
Straumann® 4 mm Short Implants are indicated

for

fixed or

removable reconstruction in

situations of moderate to severely atrophic
jawbone with adequate bone quality that allows
primary stability after implant insertion, where a
longer implant cannot be placed due to limited
vertical bone height. The recommended healing
time before loading is between 10 to 12 weeks.

The 4 mm Short Implants are specifically

Equivalent

All indications allow for implant
placement in jaw, providing
support for single-tooth or
multiple-tooth and allowing for
immediate loading when good
primary stability is achieved.

K202942 with adequate bone quality that allows | with immediate function on single-tooth | "écommended for: ;?c?rmat?cr)%w\:\?atf no;eséig?ﬂggz
primary stability after implant insertion, | and/or multiple-tooth applications when . Fixed denture prosthesis/splinted units | from the Instructions for Use but
where a longer implant cannot be placed | good primary stability is achieved and (one implant per unit). relocated to the  device
due to limited vertical bone height. The | with appropriate occlusal loading to e Pontic cases in combination with at description for better
recommended healing time before | restore chewing function. The least one longer implant. understanding.
loading is between _10 to 12 weeks. prosthetic restorations are single o Fully edentulous cases with atleast one | The specific indication for 4mm
Straumann® Roxolid® Standard Plus 4 | crowns, bridges and partial or full 4 mm Short Implant in combination with | Short implants is the same as the
mm Short Implants are specifically | dentures, which are connected to the 2 longer implants in the anterior region | reference predicate.
indicated or: implants through the corresponding and at least four total implants.

. Fixed denture components (abutments).
prosthesis/splinted units (one
implant per unit).

e Pontic cases in combination with
at least one longer implant.

. Fully edentulous cases with at
least two Straumann® Roxolid®
Standard Plus 4 mm Short
Implants in combination with 2
longer implants in the anterior
region.

K210855 | IFU 702110 Straumann® Dental implants are | pogoronce Predicate — K210855 Equivalent

indicated for oral endosteal
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Straumann® SLActive® Labeling Changes

510(k) Summary

PRIMARY PREDICATE DEVICE

K INDICATIONS FOR USE REFERENCE PREDICATE DEVICE
NUMBER PROPOSED INDICATIONS FOR USE et aod) TS AT i e e EQUIVALENCE DISCUSSION

Straumann® dental implants are | implantation in the upper and lower jaw | The Straumann® BLX Implants are suitable for | All indications allow for implant
indicated for functional and esthetic oral | arches and for the functional and | oral and endosteal implantation in the upper | placement in jaw, providing
rehabilitation of the upper or lower jaw of | aesthetic  oral rehabilitation of | and lower jaw and for the functional and | support for single-tooth or
edentulous or partially edentulous | edentulous and partially dentate | esthetic oral rehabilitation of edentulous and | multiple-tooth and allowing for
patients. patients. Straumann® Dental implants | partially dentate patients. Straumann® BLX | immediate loading when good
They can be used for immediate, early or | are indicated for immediate or early | implants can be used for immediate or early | primary stability is achieved.
late implantation following the extraction | implantation following extraction or loss | implantation following extraction or loss of | The prosthetic  restorations
or loss of natural teeth. The implants can | of natural teeth. Implants can be placed | natural teeth. Implants can be placed with | information was not excluded
be placed with immediate function for | with immediate function on single-tooth | immediate function on single-tooth and/or | from the Instructions for Use but
single-tooth and/or multiple-tooth | and/or multiple-tooth applications when | multiple-tooth applications when good primary | relocated to the  device
restorations when good primary stability | good primary stability is achieved and | stability is achieved and with appropriate | description for better
is achieved and with appropriate occlusal | with appropriate occlusal loading to | occlusal loading, to restore chewing function. | understanding.
loading to restore chewing function restore  chewing function. The | The prosthetic restorations used are single

prosthetic restorations are single | crowns, bridges and partial or full dentures,

crowns, bridges and partial or full | which are connected to the implants by the

dentures, which are connected to the | corresponding elements (abutments).

implants through the corresponding

components (abutments).

Straumann® Dental implants are | Reference Predicate — K212533

indicated  for ~ oral  endosteal | 1o Straymann® BLX Implants are suitable for

implantation in the upper and lower jaw . L
IEU 702110 arches and for the functional and oral and endosteal implantation in the upper ]
Straumann® dental implants are | aesthetic oral rehabilitation of | @nd lower jaw and for the functional and Equivalent
indicated for functional and esthetic oral | edentulous and partially dentate | esthetic oral rehabilitation of edentulous and | All indications allow for implant
rehabilitation of the upper or lower jaw of | patients. Straumann® Dental implants | partially dentate patients. Straumann® BLX | placement in j_aw, providing
edentulous or partially edentulous | are indicated for immediate or early | implants can be used for immediate or early SUPP_OFt for smgle-too_th or
patients. implantation following extraction or 10ss | implantation following extraction or loss of | Multiple-tooth and allowing for

K212533 | They can be used forimmediate, early or | of natural teeth. Implants can be placed | 4o teeth. Implants can be placed with immediate loading when good

late implantation following the extraction
or loss of natural teeth. The implants can
be placed with immediate function for
single-tooth and/or multiple-tooth
restorations when good primary stability
is achieved and with appropriate occlusal
loading to restore chewing function

with immediate function on single-tooth
and/or multiple-tooth applications when
good primary stability is achieved and
with appropriate occlusal loading to
restore  chewing function. The
prosthetic restorations are single
crowns, bridges and partial or full
dentures, which are connected to the
implants through the corresponding
components (abutments).

immediate function on single-tooth and/or
multiple-tooth applications when good primary
stability is achieved and with appropriate
occlusal loading, to restore chewing function.
The prosthetic restorations used are single
crowns, bridges and partial or full dentures,
which are connected to the implants by the
corresponding elements (abutments).

primary stability is achieved.

The  prosthetic  restorations
information was not excluded
from the Instructions for Use but
relocated to the device
description for better
understanding.
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

The design of the subject implants has already been reviewed under the referenced predicate
and reference device 510(k)s. The subject implants are provided sterile via gamma irradiation
and are sterilized after final packaging. The sterilization process for the subject implants as
recommended in the labeling was validated to a sterility assurance level (SAL) of 10 in
accordance with ISO 11137-1, “Sterilization of health care products — Radiation — Part 1:
Requirements for development, validation and routine control of a sterilization process for
medical devices, 2006-04-05". The validation method used was the over kill bioburden (or
VDmaxzs) method in accordance with ISO 11137- 2, “Sterilization of health care products —

Radiation — Part 2: Establishing the sterilization dose”. The shelf life is 5 years.

The subject implants will not be marketed as non-pyrogenic. Pyrogenicity information provided
is based on FDA Guidance on “Submission and Review of Sterility Information in Premarket
Notification (510(k)) Submission for Devices Labeled as Sterile, issued on 21 January 2016.”
The method used to determine the device meets pyrogen limit specifications is LAL Endotoxin

Analysis with testing limit of 20 EU/device, based on a blood contacting and implanted device.

Biological assessment has been performed according to ISO 10993-1 “Biological evaluation of

medical devices — Part 1: Evaluation and testing within a risk management process” and to the

FDA Guidance document “Use of International Standard ISO 10993- 1, ‘Biological evaluation of
medical devices — Part 1: Evaluation and testing within a risk management process’, Guidance

for Industry and Food and Drug Administration Staff, Document issued on: June 16, 2016” for

each of the subject devices.

The subject implants have obtained the status of MR Conditional per K180540. The MR
Conditional tests were conducted according to FDA’s Guidance “Testing and Labeling Medical

Devices for Safety in Magnetic Resonance (MR) Environment’.

Dynamic fatigue assessment was conducted according to the FDA guidance document
“Guidance for Industry and FDA Staff — Class Il Special Controls Guidance Document: Root-
form Endosseous Dental Implants and Endosseous Dental Abutments” and 1ISO 14801
“Dentistry — Implants — Dynamic loading test for endosseous dental implants”. The test covers

permanent restoration of the implants without failure.

Insertion tests were performed for the subject implants and showed that there is an adequate
insertion torque in different bone classes when the implant is inserted according to the surgical

procedure.
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K223083 — Traditional 510(k)

Straumann® SLActive® Labeling Changes

510(k) Summary

No significant changes have been performed to the subject implants since clearance so previously

cleared bench data continue to be representative of the performance of the subject implants.

For smokers’ claim, a systematic literature search was performed to identify available data from
studies where SLActive implants were placed in smokers. In 5 publications, 251 SLActive
implants were placed in 237 patients with an age range of 25-65 years old. Published studies
reported on titanium or titanium zirconium-alloy implants with SLActive surfaces and diameters
ranging from 3.3 — 4.8 mm and lengths 8 — 12 mm. In the publications, adverse events such as
failure to osseointegrate, peri-implantitis, spinning of implant during surgery, mobility of implant
during surgery, late failure of implant, severe and mild bone loss, loosening of abutment,
paresthesia, acrylic/porcelain chipping were reported. Adverse events were not reported at a
higher rate in smokers compared to non-smokers. Additionally, implant failure rates were not
found to be significantly different in smoking compared to non-smoking patients with SLActive

implants.

Conclusion

This 510(k) does not intend to introduce new implants neither to modify cleared implants design.
The documentation submitted in this premarket notification demonstrates the Straumann®
SLActive® labeling changes are substantially equivalent to the primary predicate and reference

devices.
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