
CENDRES+ Traditional 510(k) Submission 2,21

MELTAUX USA: SFI-Bar®R a 3 03

Format: Based on STED (G HTF/SG 1/N0 11: 2008)

fl-MCENDRES+ Traditional 510(k) - SIFI-Bar®EC iMtTAUX 510(k) Summary Wly 23 0 13

5 10(k) Summary

Applicant's Name arnd Address p
SUbmitter: Cendlies±MWtaux SA

Rue de Boulean 122
2501 Biel/Bienne, Switzerland
Phone: +41 58 360 20 00 1
Fax: ±41 58 360 20 10

Contact Person: Tanja Bongni
Regulatory Affairs Manager

Date of Submiss;on: May 23, 2013

Name of the Device
Trade Narme: SF1-Bar®g
Common Name: Abutment, Dental. Endosseous implants
Classification Name: Endlosseous Dental Imaolant Abutment
Regulation Nurrber: 21 CFR 872.3630

Legally Marketed Device to which Equivalence is Claimed (Predicate Device)
Predicate Device(s): 1083876. KIt 390,1<071638,1<042429, K073268.K1<53152,

K073282

Description of the Devic e
Device Description: The SF1-Bar,®R provides "lhe connection between compatible dental

implant systems (or the fixation of removable overdentures. The SFI.
Oar®, consists of ant irriplant adaptor (albutmntn) arid a stress-freo, bar tot
the fixation of removable overdentures. The irrrplarrt adapter is screwed
into the dental implant.

Tro imrpiant adapter Isoxirriont) fit the Tnomrnrrr SPI®k Element
Plaltormn 0 4.0 runt /the Neoss ProActive Irrmnlarrl 0 3.5 / 4.0 /4.5/
5.0 / 5.5) mrm ano the Straumvann cenrel implants / ITI Dental Implant
System®~ Standard 0 4.1 arid 0 4.8 mm / Standard Plus 0 4.1 mm and
0 4.8 Mrr)r/ Tapered Effect 0 4.1 arid 0 4.8 nrn arid Regular Neck
(RN) 0 4.8 mrri and thre 9ioHari~orrs Implant Systems Tapered Internal
Implants / Internal Implants -bone level / Single-stage Implants - tissue
level, (Implant Platform: 0 3.5 mm, B 4.5 mrm, 0 5.7 mnm).
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CENDRES+ Traditional 510(k) Submission
~E METAUX USA: SF1-Bar® May 23. 2013

Format: Based on STED (G HTF/SG/NO 11: 2008)

CENDRES+ Traditional 510(k) - SFI-Bar®!
~1 METAUX 510(k) Summary M~y 23. 2013

Intended Use of the Device: The SF1-Bar®W is intended to be used with the implant manufacturer's
(Table 1) implant to piovide support for fixation of overdentures.

Table I Compatible Commercial Implant Manufacturers:
Implant Manu~facturer Implant System Implant Platform Diameter:

InstitUt Straumann ITI Dental Implant System®8 Standard 4. 1 and 4.8 mm!
Standard Plus 4.1 ant: 4.8 into!
Tapered Effect 4.1 and 4.8 rrtrn /
Regular Neck (INI 4.8 mm

I hommen Medical SPWtri lemnenl Platform 4.0 mmr

Neoss Neoss ProActive Implant 3.5 / 4.0 / 4.5!/ 50O / 5.5 mmt

Biot~orzons Tapered internal Implant - borte 0 3.5 mmn, 0 4.5 mm, 0 5.7
leve mm
Internai Implants -bone level

Single-stage Implant issue
levell

Summary T echnological
Characteristics: The Proposed implant adapters are substantrially equivalent to the

currently marketed predicate devices. The intended use, basic design,
- fundamental operating principtes and manufacturing procedures are tne

same as ltre predicate devices.

The material cl lire implant adapters conformt to ASTM m 136. Wrought
Tita!ini-6Atumniu~ m-4Vaniadium ELI Alloy for Surgicai Implant
applications (UNS R 56402). The parts for m,,e SFI-Bar®. System are
manufactured from wires.

Comparison /Compatibility
Substarttially Equivalence; The proposed implant adapters are substantially equivalent to the

currently inarketed predicate 'devices. Tire irrterrded Use, basic desigrn.
fuindamental operating principles atid manufacturing procedures are the
samre as the predicate device.

To orrSLrC coropd[Jtily (ho following process was carried out:
The implant adpters are developed and manufactured in close
cooperation witt he implant corrpanies (see Table 1, Colunmn "Impplant
Company").
Tnere are Quality Agreemnts between Certttres+lM6*aua and rhe
implant companies in place. Those agreemernts hanrdle among other
things the Design Control. Change Control, Conmplaint Handling arrd Post
Market Surveillance,

Table 2 summarizes 'he substantial eqruivalernce comparisorn In the
predrcate devrce:
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SCENDRES+ Traditional 510(k) - SF1-Bar®!
~I MtTAUX 510(k) Summary M~y23. 2013

Iable 2 Substantial Equivalence Comparison to Predicate Devices:
SF1-Bar® Predicate Devices Comparison/

Performance
"Predicate Devices"

510(k) No. Candidate K(083876, K071638. --
K(111390 K(042429,

K(073268,
K(053152,

_____________ K073282 _______

Propriety SF1-Bar® SF1-Blav:2 "BioHoizois --

Name Tlapered Iniernal
Implant System".
"The Prodigy
Systerr Dental
Implants",
"Biol lorizons,
Single-stage
rIplant",

"RioHonizons
Single-staga.
Implant Systems.
"BidHorizons
Internal Implant:

__________System"

Model no or 05001022, 05000576, Tapered internal --
System 05001021, 05000577. Implants -bone

05001020, 05000578, level,
0500)019, 05000579 0 . 3.8 ty)./ 4.6 (g)
05001023, /5.8 (b).
05001027,
05001026, Internal Irrplants -
0500D1025, bone.level,
05001024, 0 3.5 (y) / 4.0 (g)
0500)028, / 5.0 (bI / 6.0 (b).
05001 032,
05001031, Single- stage
.05001030, Implants - tissue
05001029, level,
0501033 0 3.5 (y) / 4.0

(y&g) / 5.0 (g&b)/
6.0 (b).

Comnmon Abutment fcr Abutmrent for Endosseous dental --
Name; Encossecus Implant Endlosseous Implant implant

(Dental) (Derntal)
Manufacturer Cendlres - MdtaLrs Cendres) M~taux SA BioHorizons --

SA Implant Systems,
__________________________Inc.

Product NI-A NI IA 075 Bonn SFI-Bar~s
Codes are withrin the

___________ _________________samne odullct

Page 3 of 6

CON FIDENTIAL Page 18/347



CENDRES+ Traditional 510(k) Submission
~E METAUX USA: SF1-Bar® May 23. 201'3

Format: Based on STED (GHTF/SGI/NOI 1:2008)

.~CENDRES+ Traditional 510(k) - SFI-Bar®P
~I METAUX 510(k) Summary Mw 23. 2013

SF1-Bar® Predicate Devices Comparison/
Performance
"Predicate Devices"

510(k) No. Candidate K083876, K<071638, --

K<111390 K<042429,
K<073268,
K<053 152,

________ K073282

code. All predicate
devices are within
a dental
application.

Regulation 872.3630 872.3630 872.3640--
Indicated Intended to be used Intended to be used Dental 4uplant * Ectuivaient to
use with the implant with- the implant SFI-Bar(T

man'ttacturer's manufacturer's
implant (Table 1) to implant (Tanle 1:
provide support for SPI® Element
fixation of Platform 4.0 mm,
overdentures. implant) to provide

support for fixation ot
overdentuies.

Menu- Machined. Suriace Machined. Machined. Surface Al, sri-Baita
facturing treated (anodized). .treated (anodized). Implant adapter are
Process .machined. The

new devices withirn
this submission ate
also partially
antodized. The
anodization
process has no
itfluence on :he
safety &
etffectiveness of fne
device. Therefore,
i*: can, be stated
that the
martufacruring
process is
equivalent to the

(predicate devices).
nEquivalent to

SFI-Bar~qD

BioI-.orizons
implants are also
surface treated
(same color

__________________________ ________________coding).
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CENDRES+ Traditional .510(k) Submission
~E METAUX USA: SFI-Bar@ May 23, 2013

Format: Based on STED (GHTF/SG1/NO1 1:2008)

Ail CENDRES+ Traditional 510(k) - SF1-Bar®-
SMtTAUX 510(k) Summary NMw 23 20r13

SFI-Bar@ Predicate Devices Comparison!
- Performance

'Predicate Devices
510(k) No. Candidate K(083876,. K07 1638,

111390 K(042429.
K073268.
1K0531 52.

_____________ K073282

Operating Impression taking; Immoession taking: Not relevant rt' Equivalent to
Principle / Optional, ootional. SFI-Bar®g
Basic preassembhled (plug- preassewbled (plug-in

Design in connection). connection).

Abutment imrplamnt Abutment imrpla nt
connection: Screw connectiorv Screw
fixation. fixation.

Corrnectinrg prirnci pie Connecting pm riciple
to overdenture: to overdenture:
Retentive system. Retentive systern

Cleaning procedures Cleaming procedures
for patient: Common for patient: Common
procedure for oral procedure for oral
hygierne. fhygiene.

Patient handling: Patient handling:
Comnmon cleaning Common cleaning and
and insertion of insertion of denture.

- prosthesis.
Materials Titarniumn Tlartim Not relevant r-Equivalent to
incorporated SFI-BarA
into key
functional
elements
Shelf Life 95%. alter 10 years 95% after 10 years Not known by rtEquivaient to

Cendmies-i-MWtaux SP1-Bar®T
________ _____________SA

Packaging Dentaiblister, non- Dentalblister, nron- . Not relevant L u Equivalent to
and sterile, sterile. Sl'l-Dam®a

sterilization - Tuburlar bug, ror
sterile

Pertornarrce Dalv: Torquje lasts, application lesfting and lunctiona. testing lave beaet
conducted fo evaluate fhe performance chnaracteristcs of the adrditional
SFl-Ra,,®.) The test nethodls used were the same as in :he oredicate
device. leafing has shrown that the SFI-lBar((i is equivalent in
perfoiniance chmaracteristics to the nredicate SFI-Baim. I he acceptance
crrletia were net,
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CENDRES+ Traditional 510(k) Submission
~E METAUX USA: SF1-Bar® May 23, 2013

Format: Based on STED (G HTF/SG1/N01 1:2008)

C CENDRES+ Traditional 510(k) - SFI-Bar®!
~E MtTAUX 510(k) Summary Mq, 2 3.2013

SUniary of Testing to
Demonstrate Safety and
Effectiveness/ Conclusion: Non-clinical test data was Used to suoport he substantially equivalence

claim. Clinical testing was not necessary. Non-clinical testing consisted
of ar-alysis ot platformis to identity worst-case. test sarnples. Fatigue
tenting was not done as the basic cesign is bhe same than thre predicate
device. The evaluation was based or) FDA guidance "Class 11 Snrecial
Controls Guidance Document; Root-formn Lodosseous Dental Implants
and Endosseous Dental Implant Abutments. Torque tests, applicati.
and functional tesls have been carried OLI.
The Summary of technological characteristics as welt as the torque test,
application and functional testing indicate that the device is safe and
etfectivc for its irttentded use and performs as w ell or better thant thre
predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public I Iaith Service

Food ind D~rug Administrationl

September 23 , 2013 10903 New Hlampshire Avwnuc
lDocumewn Control Ce~nter - W0'66,-G601'
Silver Sprinti. MD) 20993-0002

Cendrcs & Metaux SA
Ms. Tanja Bongni
Regulatory Affairs Manager
Rue De Bouijean 122
2501 Biel/Bienne, Switzerland

Re: K 131526
Trade/Device Name: SFl-Barg
Regulation Number: 21I CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class: 11
Product Code: NI-IA
Dated: September 11, 20 13
Received: September 13, 2013

Dear Ms. Bongni:

We have reviewed your Section 5 10(k) premarket notification of intent to market thle device
referenced abovc 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, thle enactment date of thle Medical Device Amendments. or to
devices that have been reclassified in accordance wvith 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.

The general controls provisions of thle Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthflul and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of ederal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcemnents concerning your device in the Federal Reg~ister.



Page 2 - Ms. Bongni

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your dcvicc complies with other requirements of thc Act
or any Federal statutes and regulations administered by other Federal agencies. You Must
comply with all the Act's requirements, including, but not1 limited to: registration and listing (21
CFR Part 807); labeling (21 CER Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (2 1 C17R Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for Your device on our labeling regulation (21 CFR Part 801 ), please
contact the Division of Small M anuifac turers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address

hp:/ww. 1"lj.,tv 2( Nl caf I l) CCc5/RCS( m rces lbr1Y(It ! ldLS IdusrdC Illu LlIt.lit n. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803), please go to

httpi'www jae!NiLcall )Vv I cs/;SZI U V/R.Cpul hlcmic la It.IIII for the CDRI-l s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities Under the Act l'romn the
Division of'Sm-all Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301 ) 796-7 100 or at its Interneti address
lu it~ 'A * da].t ld Ica I )ev 1CCS/R Cs-u rccslb16r.Yoki/ l dusirvkIClal t.l11un.

Sincerely yours,

Richard C.
Chapman
201 3.09.23 foi-
13:19:52 -04'00'

Kwamne Ulmer M.S.
Acting Division D)irector
Division of Anesthesiology. General Hospital,

Respiratory, In feet ion Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological HeIalth

Enclosure



CENDRES+ Traditional 510(k) Submission
M T UX USA: SFI-Bar® May 23. -2013

Format: Based on STED (GHTF/SGS I/N01 1 :2008)

Indications for Use

.,I0(k) Ntimbcr (if known):

Devicil Nan%;: SFI-Elark'

Indications for Use:

The SFI-Rairt; is intended to be used witl' te imnrt nranufactuti's imoton'. (abe 1) to Orovidi: support
for fixation of oveidenturce.

Only the imp ant systenms ied in lable I may be used wvil SFI.lar.S.

The cowpa~ibte inipla1 sys'eins are specified in Taolc belown

tImplart Ma'Llfactijei Imp ant Sjy.cein lrrrplai1 "latfuln riauele'*l

Institut Sliaismann 171 Dental Implant Systemm Smar-dard 4.1 andj 4.8 firm j
S~ar~daid Flue C. ard 4.8 vrr. i
Tapced Effect 4 1 and 4.8 ini

___________________Regcular Neck (RNI 4.8 turr

Tnomnien Medical SMl. Eornerrl Platfolm 4,0 mmq

Neose Neoss ProActiva Imalant 3.5 / 4.0 / 4.5 / 5.0 /5.5 mm

WIOl~orizors Tapered irnal Implant - bone 0 3.5 mn', 0 4.5~ mm. 0 5.7
level film

Internal Implants -bane level

Sintgle-stage lmpuals - iissue
level__ _ _ _ _

table 1. Cmpaltle Imolant Systems

Prescrplion Jsc _AX_ AND I OR Over-Tho-Covirtcer Jse ___

(Par 21 CFR 801 Suboart 0) Uf I CFHR 801 Subpart C)

(PLEASr 0O NOT WRIT17 RELOV/ THIS i.INE.CONTINUV. ON ANOT.'IER PAGE ir NE.-XDIr~

Concur~once ot C)RH. olriice ct Device rvalvatioii (00--)

Andrew 1. Steen -S
2013.09.23 08:00:13 -04'00'

.'Division Sign-Off)
Division of Anesthesiology, General HospitalPaeo
!nfection Control, Dental DevicesPaeo

510(k) Number e
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