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Applicant’s Name and Address S
Submitter: Cendres+Métaux SA £p 2

Rue de Bouiean 122 , J 2
2501 BielBienne, Switzerland 0’3
Phone:  -+41 55 360 20 00
Fax: +41 58 360 70 {0

Contact Persén: Tanja Bergni
Regulatory Afiairs Manager

Dale of Submission: May 23, 2013

Name ofr the Device

Trade Name: SFI-Bar®

Commeon Name: Abtrment, Dental, Endossenas implants

Classification Narme: Endosseous Dental Insplant Abuiment

Regulation Nurmbgt: 21 CFR 872.3630

Legally Marketed Device to which Equivalence is Claimed (Predicate Device)

Prodicate Device(s): KOB3876, K111390, ®O71638, K042429, KO73268, KO53152,
' KO?73282

Description of the Device

Device Description: The SFI-Bar® provides ihe connaction between compatible dertal
implani systems for the fixahion ol removatle overdenivres. The SFI-
Bart® consists of an inmplant adapter (abuumen) and & stress-free ar for
the fixation of removable overdentures, The wnplant adapler is screwed
ine the dental implant.

Tre impiant adapter (zbutment; fit the Tngrmmen SPIE Element
Plattorm @ 4.0 mm / lhe Neoss ProAclive Imiglant 8 3.5/4.0/74.5/
5.0/ 5.5 mm ang the Straumann oenial implants £ 171 Dental Implant
Systernt® Standard @ 4.1 and @ 4.8 mm / Standard Plus @ 4.1 mm and
D 4.8 mumf Tapered Efect @ 4.1 and @ 4.8 mm and Regular Neck
{RN) (@ 4.8 mm and the BinHorizans linplam Systems Tapered Inlernal
Implanis / Internal implants —.bone level / Sicgle-stage Implants — tissue
levei (Implant Platfarm: 2 3.5 mm, & 4.5 mm, 8 5.7 mm).
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m-CE_NDRES"' Traditional 510(k} Submission
METAUX USA: SFI-Bar® ' May 23. 2013

Format: Based on STED (GHTF/SG1/NO11:2G08)

CENDRES+ Traditional 510(k) - SF|-Bar®
m METAUX 510{k) Summary Moy 23, 2013
intended Use of the Device: The SFi-Bard is intended 10 be used with the implant manufacturers

{Table: 1} implant 10 povide support Tor lixation of overdentures.

Tahle 1 Compatible Commergial Impiant Manufacturers:
Implant Marufacturer Implant 3ysiem implant Platiorm Diameler:

ingtitul Straurmann IT1 Denlal mplani Sysiema Standard 4.7 and 4.8 mm /

Stanclard Plus 4.1 ant 4.8 mm /
Tanered EHecl 4.1 and 4.8 mine /
Regular Neck (RN) 4.8 mm

Ihemmen Medical SPif: Element Platlorm 4.0 mm

Nenss Nenss ProActive |mplant 13.5/4.0/4.5/50/55mm

BigHotizons Tapered internal Implant - borie | @ 3.5 mm, @ 4.5 mm, & 5.7
lave! mm -

Internal Implants —oone lavel

Single-slage Impiants - tizsue
leve:

Summary Technological

Characleristics: The proposed implant adapters are substantially equivalent 1o the
currently markeied predicale devices. The interded use, basic design,
fundameantal cperating principles and manulacturing procedures are the
same as the predicate devices.

Tre matedal of the implant adzpters contorm o ASTM F 136, Wipught
Titzrium-6Aluminium-4Vanadium ELI Alloy foe Surgical Implant
applications (UNS R 56401}, The parts for the SFI-Bard System arg
manufactures from wires,

. Comparisan /Campatibility
Substantially Equivalence: The proposed implant adapters are substantially equivalent to the
currently imarkemed predicate devices. The intended use, basic design.
fundamental operating principles and manufactusing procedures are the
same as the predicate device,

To ensure compatinility the tollowing process was carried out:

The implant adanters are developed and manufactured in close
cooperation with the iimplant companies (see Table 1, column “Intpiant
Company"). : )
Trere e Quatity Agreements between Cendres-+ Miaux and the
implani companies in place. Those agreements handle ainong other
things the Design Contral, Change Contaal, Complaint Handling and Post
Markat Surveillznce,

Table 2 summarizes :he substantial eyuivalence comparison to the
predicale davice: ’
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M CENDREST  Traditional 510(k) Submission

METAUX USA: SFI-Bar® May 23, 2013
' Format: Based on STED {GHTF/SG1/NQ11:2008)

M CENDREST Traditional 510(k} - SF1-Bar®
m METAUX - 510(k) Summary ) " May 23 2013

Table 2 Substantial Equivalence Comparison to Predicate Devices:

SFI-Bar® Predicate Devices Compariso:
) : Performance
"Pregicate Devices”
5100k Ne. | Candigate K0B3876, KO71638,
K111390 ‘K042429,
KO73268,
K053152,
KO73232
Prapricly SFi-Bai@ SFI-Ban® “BiuHorizons -
Name Tapered Iniernal
' Implant System”,
“The Prodigy
Systerm ™ Dental
Implants”,
“Bioliorizons
Singie-stage
implant™,
"RioHorizons
Singte-slage.
Implant Systems”,
“BidHorizons
Internal Implant
System”
Madel na or | Q500 1077, 050005748, Tapered irlernal
System 05001021, 05000577, Implants - hone
GE001020, 05000578, - level,
05001018, DE00OSYS . . BIR/ A6 g
05001023, /8.
05001027,
05001026, Intarnal Irnplangs -
05001025, ’ hone. laval,
05005024, . 235/ 40
05001028, ’ i B0 b /6.0 (b
08001032, .
05001031, Single- stage
-05001030, - lenplants - tissue
QEQ01079. level,
05007033 @35y /4.0
’ (y&a) /5.0 {akd) /
6.4 (bl
Common Ahuimenl for Abuiment far Endessenus dental
Name: Endosseous Implant | Entlosseous implant implant
(Denial) (Dental)
Manufacturer| Cendres+ Métaux Cendres+ Metaux SA | BioHorizans
- | 8A Impiant Syslems,
Inc.
Product NHA NEA DZE Both Sfi-Barfis
Codes are within the
- 53mMe product
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CENDRES T

Traditional 510(k) Submission

May 23. 2013

METAUX USA: SFI-Bar®
) Format: Based on STED (GHTF/SG1/NO11:2008}
CEN DRES+ Traditional 510(k) - SFI-Bar®
m METAUX 510k} Summary My 23, 20172
SFI-Bar® Predicate Devices Comparison/
Performance
"Pregicate Davices”
510k} No. | Candidate KOB3876, KO71B38,
K111390 Ki342429,
' K7 3268,
KOB3152,
KO73282
cade. All precicate
dovices are within
a dental
applicalion.
Regulation 872.3630 872.3630 §72.3640
Indicated intended to be used | Inlended to be used Demtal imptant = [guivalent to
uge wilh the implant with: the implant SF1-Bar®
| manutaciurer's menulacturers
impiart (Table 1) to | implant {Table 1:
provide supporl for SPI& Element
fixation of Platform 4.0 mm
averdentures. implant) 1o provide
supporl for fizalion of
overdentuies. .
Manu- Machined. Suriace Machined. Machined. Surace | Al SFi-Bar®
facturing treated {(ancdized). treated (anodized). | Implanl adzpier are
Process ’ .machined. The

new devices within
this subrmission are
alsa partially
anocized. The
anodization
process has no
infivenca on the
safety &
cffecliveness of the
device. Theretore,
11 can be stated
thgl the
manufaciuting
PIOCEesS IS
gquivalent to ihe
S7|-Bard
(picdicale dewvioes).
e Equivalent to
SFi-Bar®

BioHorizons
irnplanis are also
surface treated
{same calor
coding).
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CENDRES™

METAUX

Traditional 510(k) Submission

USA: SFI-Bar®
Format: Based on STED (GHTF/SG1/N0O11:2008) -

May 23, 2013

CENDReEST Traditional 510(k) ~ SFI-Bar@
M METAUX 510(k) Summiary My 23 2013
SFI-Bar® Predicate Devices Compaiison/
Perfarmance
“Predicate Devices”
5100k} No. [ Candidate KOB83876,. #O71638,
’ K111390 KD42429,
. KO73268,
KDha31562,
- 073282
Operating Impression taking: imnressian taking: Mot relevant =+ Equivaient to
'Principle / Dplional, Gptional, SF1-Bar®
Basic preassembled tplug- | preassembled (plug-in
Design in conrection). connection)
Abutmert impland Abutment implant
conneclion:. Screw cannection: Screw
fixation, fixation. -
Connecting principle | Connecting principle
1o overdenlure: lo overdenture:
Retentive system, Retentive system.
Cleaning procedures | Cleaning procedures
for patient: Commaon | for palient: Comman
procedure for oral procedure for oral
hvgiene, hygiene.
Palient handling: Patient handling:
Camman cleaning Comman cleaning and
and insertian of insartion of dentu-e.
. prosthesis,
Materials Tilanium Titanivin Naut 1elevant = Equivalerit o
ncorporated SF|-Bar@
into key
{unictional
elemants
Shelf Life | 95% ailer 10 years | 95% alter 10 years Not known by o Fquivalent [0
Cendres -+~ Métaux SFI-Bard®
54
Packaging Dentalblister, non: Dertalblister, nor- . Nat relevant = Equivalent to
and sterile. stetile, SFI-Bar® '
sterilization Tubular bag, non-
sielile

Partormance Data:

Torgue tests, application lesling 2ol lunctional lesting have been

ronducted to evaluate the porfarmance characteristics of the additicnal
SFI-Rar®. The test methods used were the same as in the predicate
device, Testing has shown thal the SFI-Bard: iz equivalenl in
performance tharacteristics fo the pedicate SFI-Bar®, The acceptance
crileris werg met, .
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m CENDRES™ Traditional 510(k) Submission
METAUX USA: SFI-Bar® May 23, 2013

Format: Based on STED (GHTF/SG1/NO11:2008)

CENDRES‘*’ Traditional 5104k} - SFl-Bar® .
m METALIX 510(k) Summary . i 23, 2013

Summary ol Tusling (o

Remonsiiate Safety end

LHecliveness / Conclusion: Non-clirical test date was used to suppart ihe subslantially equivalence
claim. Clirical testing was not necessary, Mon-clinical testing consisted
of analysis of pletlors Lo identity worst-case tosl samples. Faligue
lesting was nai done as the basic cesign is the same than (he pregicale
devize. The evaluation was based on FDA guidance “Class 1l Soccial
Controls Guidance Dacument: Root-form Endosseous Dental Iimplanis
and zndusseous Demal Impiant Abutments.” Toique tests, application
and {unclional fesls have heen cairied oul.
Tre summary al lechnological characteristics as well as the iarque test,
application and functional testing indicate thar the cevice is sate and
cliective for its intended use and perorms as wfsl\ or better than the
predicale devices.
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,\:“ try by

DEPARTMENT OF HEALTH & HUMAN SERVICES - Public Health Service

>

iy, Foud and Drug Adninisiration
tersra : ow Hi shi

Sept ember 23, 2013 ‘ 10903 M‘\\ﬁlldmpshlrc Avenue ]
Bocument Control Center — W00-GoDY

Silver Spring. MI2 20943.0002

atd
! itiia

Cendres & Metaux SA

Ms. Tanja Bongni

Regulatory Affairs Manager
Rue De Boujean 122

2501 Biel/Bienne, Switzerland

Re: KI131526
Trade/Device Name: 5F1-Bar®
Regulation Number: 21 CFR 872.3630
Regulation Name: Endosscous Dental Implant Abutment
Regulatory Class: I ‘ -
Product Code: NHA
Dated: September 11,2013
Received: September 13, 2013

Dear Ms. Bongni:

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 cnactment 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.
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 cither class Il (Speciat Controls) or ¢lass 11 (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 1o §98. In addition, F DA may
publish further announcements concerning your device in the Federal Register.



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 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); pood manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 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 Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or al its Internet address

hupawaway [dacov/AedicalDevices/ResourcesforYou/Industievddethult. him, Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (ZICIFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hupSwww idacov/NedicalDevices/Salely/ Reportal reblemyddeiault. i for the CORH s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other gencral information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toli-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hpeZavwwe (daeoviMedicand Devices/ResourcesiorYoudndustryAde fhu i i,

Sincerely yours,

Richard C.

Chapman

2013.09.23 for
13:19:52 -04'00'

Kwame Ulmer M.S.

Acting Division Birector

Division of Anesthesiology. General Hospital,
Respiratory, Infection Control and
Demal Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



CENDREST Traditional 510(k) Submission
METAUX USA: SFI-Bar® May 23,2013
Format: Based on STED (GHTF/SG1/ND11:2008)

Indications for Use

$10(k) Number irknowny: K131 62&7

Devicy Name: SFl-Bark
Indications for Use:

The SFI-Ractt is intended 10 be ysed with the impiam ieanufeciwer's implent (Tabe 1) 1o povide suppornt
ler lixaYion of overdenturcs, .

Ondy the imp ant systemns fisted in [abte | may be used wild SF1-Hary.

The comrpazibte iniplast sysieins are specified i~ Tadle . below

Impia=t Mamdactarer timjrang Systerm lma =t Mlatform Lignem-

Institut Srpumann 11 Danlal iImplanl Syslem® Swandard 4.1 and 4.8 e/
Swandard Flys 4. a=d < 8 rint¢
Tapered Flfect 4 | and 4.8 mmi ;7
Regular Neck (RNG 4.8 mur

Tnommien Vedica: SPE#: Tigmpnt Platigrm 4,0 mm

Keass Neoss ProActivo Imalant 35/4.0/45/50/55 mm

BiaHorizors Tapered ‘'memmal Impant - bone | @ 3.5 mm, @ 4.5 mm, @ 5.7
level nm

Inteinzl Implants -hone ‘evel

Sinple-slage Impianis - lissug
) leved
Jable | Cempatitte Imatani Syslems

Prescription Jse _ X AND 7 OR Over-The-Counter Jse
tPars 21 CFR 8(1 Subpant ) {21 CFR 801 Subpan C}

{PLEASE DO NOT WRITE BFLOW THIS i.INE-CDNTlNUf ON ANQTHER PAGE IF NETDELD)
Concur-ence of CIRH. Cfice cl Device Fraluation (0N
Andrew I. Steen -S
2013.09.23 08:00:13 -04'00"
‘Division Sign-0ff)
Division of Anesthesiology, General Hospital ,
:nfection Control, Dental Devices Fage . of |

510() Number._ K (3152 ¢
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