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PreFormanceTm Abutment Posts and Temporary Cylinders

510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of 2l CFR § 807.93

Submitter Implant Innovations, Inc.
4555 Riverside
Palm Beach Gardens, FL 33410

Contact Jim Banic
Regulatory Affairs Specialist
Implant Innovations, Inc.
4555 Riverside
Palm Beach Gardens, FL 33410
Tel. 561-776-6932
Fax. 561-514 6316
Email: jbanic@3implant.com

Date Prepared July 3, 2006

Device Name PreFormanceTrm Abutment Posts and Temporary Cylinders

Classification Name Endosseous Dental Implant Abutment

Device Class 1I
Classification Dental Devices Panel

21 CFR § 872.3630

Predicate PreFormanceTM Posts -> K053 170
Devices PreFormanceTm Temporary Cylinders -> K06029 1

Performance Performance standards have not been established by the
FDA under Section 514 of the Federal Food, Drug and
Cosmetic Act.

Device Description The PreFor-manceTm Abutment Posts and Temporary
Cylinders will be made of the same material (PEEK) as the
predicate PreFormanCeTM Posts and Temporary Cylinders.
The posts will be available in both straight and 150 pre-
angled configurations while the cylinders will be straight.
The cylinders will have either a hexed or non-hexed
connection. The hexed connection is for single unit
prostheses while the non-hexed is for multi use. The posts
and cylinders will connect to 3i's externally connected
implants.
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Indications for Use The PreFormance Abutment Posts and Temporary
Cylinders are intended for use as an accessory to
endosseous dental implants to support a prosthetic device
in a partially or fully edentulous patient. They are intended
for use to support single and multiple unit prostheses in the
mandible or maxilla for up to 180 days during endosseous
and gingival healing, and are for non occlusal loading of
single and multiple unit provisional restorations. The
prostheses can be screw or cement retained to the
abutment.

Technological The PreFormanceTm Abutment Posts and Temporary
Characteristics Cylinders have the same technological characteristics as

the currently available PreFormanceTrm Abutment Posts and
Temporary Cylinders. The modification is solely in the
connection to the implant. The predicate device mates with
the internal connection implant design while the modified
device mates with the external hexed implant design.

Conclusion The PreFormanCerm Abutment Posts and Temporary
Cylinders are substantially equivalent to the legally
marketed PreFormnanceTM Abutment Posts and Temporary
Cylinders.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockcville MD 20850

JUL 2 1 2006

Mr. Jim Banic
Regulatory Affairs Specialist
Implant Innovations. Incorporated
4555 Riverside Drive
Palm Beach Gardens. Florida 33410

Re: K06 1969
Trade/Device Name: PreFormancc Posts
Regul-11ation Number: 872.3630
ReguLlation Name: Endosseous Dental Implant Abu~tment
Regulatory Class: II
Pr-oduIct Code: N IIA
D ated: Jul v 3.2006
Received: JLlvIN N2)206

IDear N'I.\hI Ranic:

We\have reviewed y~iour Sctlion SI]0(k)l prernarketinotif-icaition of initenltto miarket the device
ic cineinced ab~ove and havte deteri iiiined thiedeviceis subIstanltialIlvCequivaIlenlt ( forthe
inidicaitionislfor use staited in the clCosure') to leoallyi marketed priedicaite devicesi mariketed inI
iuterstate commerce prior to NMav 28. I 976. the enactment date of the Medical Device
A mendinents, or to devices that have been reel assiftied in accordance wvith the provisions of
the Federal I00Cd -D1)Iinc. and C osm etic Act ( Act) that do not reqLI u ire pprovalI of a prtsmarket
approval applIicat ion ( P MA). You may . therefore. mnarket the dev ice, subtject to the ge~neral
controls provisions (it the Act. 'Ihe -~encral controls provisions of the Act inll~ude

req LI remeCntS for annual registration. li sting ot devices. (cood manu~factu~ring1- pnt ice.
labeling(,- andl prohibhit ions agatinst misbrand ing and ad iCIIteraiffon.

If xour dev ice is classifiedl (See abto\ve into either class II (Special C ontrols) or1 clas~s Ill
( \IA~\) it IIayI he subject to sLIch aldditional controls. lI xistitic, major regul11ations attecctina-

yourI dev ice Can he IbunoII Id inI theI (ode o f Fe dera l IReu-'La tIOnsI ue I 21 C '. Par Its 800 to 898S. InI

addition. FD)A urn>\ pulhish furIther anoInLIIceirenIts CIcncerIneI1- \otir dev ice inI the Federtal
L! it CrI



Page 2 - Mr. lBanic

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); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, tie electronic product radiation control provisions (Sections 53)1-542 of the Act):
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

[fyou desire specific advice for your device onl ouF labeling regulation (2 1 CFR Part 80 I.
please contact thle Office of Compliance at (240) 276-01 15. Also, Please note the regulation
entitled. "NMisbrandingt by reference to premarket notification" (2 1 CUR Part 807.97). You
may obtain other general i nfbrmation Onl your responsibilities unIder' the Act fromn the
1)ivision of SinallI Manu fhctUrers. International and Consum~rer Assi stance at its toll-fi-ce
nLumber (800) 6318-2041I or (3101 ) 443)-6597 or at its Internet address

h tip: /wxvwd-i .u ~cd c Irh/inl LI Sty/ I\S P O rI/inde&xI html I

Sincerely vowe

Director
Div iision ol Anesthes iology. (jeneral H-ospital.

Inflection Control anid D~ental D~evices
)flice of, Dcexice [Evaluation

Cenlter Ior IDe\ ices anid
Radiolow-ical I lealilh

I.n IICIos Lire
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PreFormance~m Abutment Posts and Temporary Cylinders

Indications for Use

5 10(k) Number (if known): 1•n /Qf( ,

Device Name: PreFormance Pasts

Indications for Use:

The PreFornance Abutment Posts and Temporary Cylinders are intended for use as anl
accessory to endosseous dental implants to support a prosthetic device in a partially or
fully edentulous patient, They arec intended for use to support single and multiple unit
prostheses in the mandible or maxilla for up to 180 days during endasseous and gingival
healing, and are for non occlusal loading of single and multiple unit provisional
restorations. The prostheses can be screw or cement retained to the abutment,

Prescription Use AN/R Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

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

Concurrence of CDRH-, Office of Device Evaluation (ODE)

Anetif tt~gy elle4-* Hasp
Colro ental, flev."cep


