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1.4  510(k) Summary of Safety and Effectiveness
Submitted by: Elizabeth J. Mason

Sr. Regulatory Affairs Specialist
Address: Nobel Biocare USA LLC

22715 Savi Ranch Parkway

Yorba Linda, CA 92887
Telephone: {714) 282-4800, ext. 7830
Facsimile: (714) 2829023
Date of Submission: February 18, 2005
Classification Name: Endossecus Dental Implant Abutment (21 CFR 872.3630)

Trade or Proprietary
or Model Name: NOBELREPLACE® Adapter

Legally Marketed Device(s): Replace Scalloped Margin Implant System (K021584)
Nobel Biocare Permanent Centric Post (K040573)

Device Description:

Nobel Biocare’s NOBELREPLACE" Adapter is a hollow titanium alloy device intended for use as an
accessory component designed to adapt a smaller platform abutment to a larger platform endosseous
implant to a within the implant/abutment system.

The NOBELREPLACE® Adapter provides a gradual transition from abutment to implant, and can only be
used as part of the implant/abutment system, not on its own. It is designed to remain a component of the
implant/abutment system for as long as the implant remains in the patient's mouth.

Indications for Use:

Nobel Biocare's NOBELREPLACE® Adapter is a bushing that enables seating of a smaller diameter
abutment to a larger diameter endosseous implant in an implant-supported dental restoration of a partially
or fully edentulous jaw in order to restore patient esthetics and chewing function.

000008

Nobel Biocare Traditional 510(k) Notification
NOBELREPLACE® Adapter
February 2005



2.4  Legally Marketed Device Information

The legally marketed equivalent devices are listed below:

Predicate Device: Replace Scalloped Margin Implant System
Predicate 510{(k): K021584

Company: Nobel Biocare

Predicate Device: Nobet Biocare Permanent Centric Post
Predicate 510(k}: K040573

Company: Nobel Biocare

A comparison of the attributes and intended use of the candidate device, NOBELREPLACE®
Adapter, with those of the predicate device is provided in Section 2.5.

Nobel Biocare Traditional 510(k) Notification

NOBELREPLACE® Adapter 000015

February 2005



500Z Meniged

laydepy 30V 1434 1390ON
uoneoyoN (4)01§ feucHIpRIL 8Jed0|] |3GON

‘sjuaned snojnjusps

Aneiued Jo/pue snofmuspa Ajng jo uogouny
Buimsyo ey} a10}sal 0] J8PJO Ul SUOHBIOISS)
JeueuLad W 8sn 10y papusiul St pue 'WaisAs
Juerdi ey Uigim JUaUOdWOD B Si 1804 dljU8D
JUBLBULIBS 81B20IT 19GON By Jouejul juedil
oy ot Buidass wioy spiny yqiyosd o} jees

B SB puB JusLNNge Ue 18jued 0] jsod Juawubie
ue (jog se asn 1oj paieaipul juauodiwos poddns
B S/ ]S04 OLJUe:) JUBUBLLLISH 8J8001g |aqON @y ]

‘Siusned snoimuaps

Ajrewed so/pue snojnjuspa Ui voijouns Bumayo
aI0}S84 0] 85N JOf papuUajuUt SI WeISAS Jueidul
ubugyy padojieog eoeiday ayy samnpasosd
jeaifins ebejs omy Jo ebels oiburs Joj paublisep
‘wibieus jeuos00 padojieas e yim jueidiul ue si
twejsAs Jueidwil ubiep padojjeds eoejday ayj

‘uolouny
Bumayo pue soi3ay}ss jualjed 240188l

01 JapJ0 ul mef snojnyuape A|nj Jo Ajjeed
£ JO UORjeJo}sal [ejuap papoddns-jue|duy
ue uj wejdw| sNoassopu? JIIBLWEIP

JobJe| e 0} JuaUNQE JIJIWEIP Jajjews e Jo
Bupess sajqeus Jey) Buiysng e s jaidepy
230V 1dIHT1ISON S2Je3015 990N

88 J0} SUOHEDIPY|

BUBIS-UON e (sjueiduwir snoassopus) siuals e alalg . Anuarg
WasAs

uawingyaded)

oN e S84 e T 10 9GS

Buueag-peo

JUBUBULISS e

JusuBLLEd e

jusueuilad .

asn) pepusiul

suaidojues e (SjueLUINge) AOHY LWNIDBUEBA Whitejl] Aojpy wnipeueA wniueyl e |eusiey mey
R . 291A8(]
SAA SBA e S3A pauoddng-jue|dw|
Q' . Wip'G .
. . ) . Jajpuelq
EEm.v EEm.v . wui g's  » BNy
Wg's o WG e
Apaesy (Bi . ANABD [BIOQ » Alagn eap 3)Ig [EonuCleUY
{£2S0t0M) (#85 L.Z0M)
]S04 JUUaD) JUsUBULISH 81800/ (8GON waysAs Jueiduwil uibreyy padofjeas soejday 181depY 530V IdINTILON
31Vold3yd 31voIa3dd J1VAIONVYD Jinailily

S92IA3(] 8}BdIpald 0} uosuedwon aousjeAinb [enuelsqng

G'Z uones

000016



i)EPARTMENT OF HEALTH & HUMAN SERVICES ' Pubtic Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 7 - 2000

Mr. Herbert Crane

Director of Regulatory Affairs
Nobel Biocare USA, Incorporated
22715 Savi Ranch Parkway
Yorba Linda, California 92887

Re: K050444
Trade/Device Name: NOBELREPLACE® Adapter
Regulation Number: 21 CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class: 11
Product Code: NHA
Dated: June 9, 2005
Received: June 10, 2005

Dear Mr. Crane:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 1s 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. 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.

If your device is classified (sce above) into either class II (Special Controls) or class 111
(PMA), it may be subject to such 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.



Page 2 — Mr. Crane

Please be advised that FDA’s issuance of a substantial equivalence d:termination 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); good 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your deviceto a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/industrv/support/index.html.

Sincerely yours,

1 Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



1.3 Indications for Use

510(k) Number (if known): Ko S o<
Device Name: NOBELREPLACE® Adapter

Indications For Use:

Nobel Biocare's NOBELREPLACE® Adapter is a bushing that enables seating of a smallier
diameter abutment to a larger diameter endosseous implant in an implant-supported dental

. restoration of a partially or fully edentulous jaw in order to restore patient esthetics and
chewing function.

Prescription Use _ X AND/OR

Over-The-Counter Use
(Part 21 CFR 801 Subpart D)

(21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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