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-2 Peccription;
Th'e proposed system wich s the s b;c;('u of this Special 516
moditication to the existing Cresco Ti buplant concept, whick has E
cieared by the FDA under §18(k) Nur 1b zr RO81432 en December
concept nciudes a singls non-steriie package contaning all components
ishoratory work and the prosthetic work to produce bridge ::upporta -a:‘,d I ¢
ies wihich are compatibic with non-Cresco Ti endosseous  implants.
tions have been made to apply the same concept as that used for the Cresce
"Tmlant systerm to other implant ioterfaces other than those included on page 34 of
the orginai 310(K) Notification K980152. Additional bridge suppors are imciuded in tais
5i07k; \t—"r:ﬁ“ tion which are designed o f & broader range of jmplat interfs
additicn, the Cresco concepi san alsa be used for other metals or metal alloys in additien to
Titaniurn {o.g. proc
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prtdtcéte. devices arther currently or inshe past, 1 commercial distribution i the
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Terizupleoical Chavacieristics:

".“a“;;:';x:‘m]ngical‘xy, bk the proposad and predicate devices aro the samnz and are indicated for
as sndosseous denial implais ar‘d >1cc<‘:¢-'sori¢='. The ;nodi‘nea‘;mzi e the above lioed
doscacus eiemci mplzat and accesseries, extends the comp '*ibiii'y nf the Crcuc(‘ Ti serews
widge supports ro additional designs ¢ :f dental implants provided by manufacturer’s other

1
Creseo T Systems AN, Additicnaily, haoth devices utilize acc CSSl wize for abuiments,
serews ond bodge supports which are conuected to the endosseous dental implangs.

Sunmmary of Non-Chinleal Tests:
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o fatigue tests) has heen perfomed o assess die valility o1 the
wdity uf ine umr‘a e with the Tropiant types interiace seeh as ex '*,r:“r.:;;l hex.
irernut b or extermnat ﬁncmri cone, Additionally, carefud serew design anaivsis has
been car' 3ot and & dotatled torque angic signoture analysis confirmed the validi ty nhd
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{Yinical testing demonstrate the ong-term vaidity of the concept not Duiy an Creseo

wiatform, but alsc on extemal hwx and iniernal tapered surface type platform

Sranemark and {11 svstems.

Aoy differences betwesn the two devices do nol raise new questions of salwy and

effectivansss.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

SEP 2 1 2004

Ms. Jeanette Bengtsson
Quality Assurance/

Cresco Ti Systems AB
Daobelnsgatan 7

291 25 Kristianstad, Sweden

Re: K042354
Trade/Device Name: Modification to: Cresco TI® Implant Concept
Regulation Number: §72.3640
Regulation Name: Endosseous Implant
Regulatory Class: 11
Product Code: DZE
Dated: June I, 2004
Received: August 31, 2004

Dear Ms. Bengtsson:

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. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
Jabeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class Il (Special Controls) or class III
(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.
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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); 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 device to 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 (301) 594-4613. 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:/iwww.fda.gov/edrh/dsma/dsmamain.html

Sincerely yours,

Sialcsares

'BChiu 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



Indications for Uss

510(k) Number (if knowin): KO42354
Device Name: Crescc T Implant Concept

indications for Use:
The Crasco Ti® imoiant Concept is intendsd

a} for implantation into the fully egentutous ridge for tha suppoit of a dertal prostihesis,

1]

b) for implantation into the partially edsniuious ricge for suppont of a denta! prosthasis;

c) for single tooth implantation use.
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Prescription Uss )Q AND/OR Over~The-Counter Use
(Part 21 CFR 801 Subpan ) {21 CFR 807 Subpant G}

(PLEASE DO NOT WRITE BELOW TH!S LiNE-CONTINUE ON ANOTHER PAGE IF
NEEDED)
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Cencurrence of CORM, Orfice of Device Evaiuation (ODE)

ot

(Division Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number: Kaud3g "( Eaa
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