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Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

January 29, 2016

DENTSPLY International Inc.

Ms. Helen Lewis

Director Corporate Regulatory Affairs
221 West Philadelphia Street, Suite 60
York, Pennsylvania 17401

Re: K152247
Trade/Device Name: ATLANTIS™ Crown
Regulation Number: 21 CFR 872.6660
Regulation Name: Porcelain Powder for Clinical Use
Regulatory Class: 11
Product Code: EIH
Dated: December 16, 2015
Received: December 22, 2015

Dear Ms. Lewis:

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, 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 either class II (Special Controls) or class III (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 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); 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 (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 Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Tina Kiang
5
for Erin I. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and Dental Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



INDICATIONS FOR USE STATEMENT

510(k) Number (if known): k152247

Device Name: ATLANTIS™ Crown

Indications for Use:

The ATLANTIS™ Crown is intended for use with an ATLANTIS™ Abutment and an
endosseous implant to function as a substructure that also serves as the final

restoration, in a partially or completely edentulous patient.

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

DENTSPLY International Inc. ATLANTIS Crown Page 33 of 115



510(k) SUMMARY

for
™
Em ATLANTIS™ Crown DENTSPLY International
World Headquarters
1. Submitter Information: Susquehanna Commerce Center
DENTSPLY International, Inc 221 Wes Philadelphic Street
? : vite
Susquehanna Commerce Center York, PA 17401
221 West Philadelphia Street, Ste. 60 (800) 877-0020
York. P 17401 7 e
Contact Person: Helen Lewis
Telephone Number: 717-487-1332
Fax Number: 717-849-4343
Date Prepared: 04 August 2015
2. Device Name:
o Proprietary Name: ATLANTIS™ Crown
o classification Name: Porcelain powder for clinical use
e CFR Number: 21 CFR 872.6600
e Device Class: Class 11
o Product Code: EIH
3. Predicate Device:

Primary Predicate: Cercon®ht, K112152 (DENTSPLY International Inc.)
Reference Predicate:  ATLANTIS™  Crown Abutment in Zirconia, KI110356
(DENTSPLY Implants, formerly ASTRA TECH Inc.)

The ATLANTIS™ Crown Abutment in Zirconia, (K110356) has been chosen as
reference predicate regarding biocompatibility since the material and CAD/CAM milling

process is identical to the proposed device.

4. Description of Device:

The ATLANTIS™ Crown is a patient-specific dental prosthetic component intended for
use with an ATLANTIS™ Abutment, abutment screw, and an endosseous implant to
support a single-tooth prosthetic restoration. The ATLANTIS™ Crown is made of yttria
stabilized zirconia powder (Y-TZP) and fabricated according to the clinician’s
prescription using CAD/CAM technology. The crown can be delivered as a full contour
crown or as a cut-back substructure onto which porcelain will be added by the customer.
The ATLANTIS™ Crown is finally cemented to the ATLANTIS™ Abutment.

5. Indications for Use:

The ATLANTIS™ Crown is intended for use with an ATLANTIS™ Abutment
and an endosseous implant to function as a substructure that also serves as the
final restoration, in a partially or completely edentulous patient.



dZ1-A dZL-A dZ1l-A [ELIdIBIA]
sjuejduy
ATdSINAQ Aq Suudurs feury "¢ A101R10QR[ [BIUSD AQ JULIdIUIS [RUL] '€ syuejdw] A TdSNAC Aq Suuduis [eury ¢
syuejduif A101810QR] syuerdu] poyjow
ATdSLNAJ £q waunnge jo Surjiu  °g [euap £q UMOID Jo Sutuiydew  °g ATdSLNIJ Aq umord jo uru °g Bupmpoegnuey
syue[q patdjuis-axd ] syue|q paiojuis-oxd | syue|q pasjuis-aad 7|
wu ()¢ ‘ww ' ‘ww aInjonnsqns 10
0’y ‘W G°¢ :SIDJOWERIP Y Ul J[GR[IBAR |  UMOID INOJUOD [[NJ d1jroads-1uaned e ajeaid "2IN1ONINSANS JOBQ-IND IO UMOID INOIU0D [[NJ usisaQ
quounnge o1y10ads-judned e se papia0l] | 01 A10JBIOGE[ [EIUSP Y O} YUB[q SB POPIAOL] o1y10ads-jusaned se I9W0)ISNO SY) 0 PIPIACI]
“ATuo ynowr ay} Jo uor3ax
Ioudjue oYy 10j popuojul are syuejdu
Iojouwelp WIS U0 sjuounnqge pI[Sue
Ay3tH -[euoissojoid [eiusp ayr Aq pasn
[0%0101d pue walsAs juedwr oy1oads oY)
uo juopuadap s1 Ingq ‘uonenyis peoy Ajies
Ue Ul pasn 3q ABW 01AP SIY ] 930U 3SBI[J
‘W § pue W'y
‘ww'y ‘WG e IS PeIYIOIIN - BISY "PIISAUDA
:swIsAs juerdun s1oimoeynuewr SuImoq[o} 10U SI 2INJONIISqNS A} SUMOID
asn

o ynm  dqquedwod  SI 201A9p  SIYL

Juedun
SNOJSSOPUS  dY} 0} JUSWINGE  UMOID
A} 2INJ3S 0] PIPUUI SI MIIOS JUdUNNGE
dy], ‘paureldar maIds st sisorpsoid oyj
uarjed snomuaps AJ939[dwod 10 Afjenied
B Ul ‘UOIIRIO)SAI [BU AU} SB SOAISS OS[E
1By} 2Injonsqns e se uonouny o3 juejdur
SNOJSSOPUS UB UYJIM 3SN JOJ PIpUdUL SI
BIUODIIZ Ul JUSUINQY UMOID) SHUB[Y YL

Arewad 01doosa[e) Jo ased oy uj ‘[jom Se
(Suroauaa noyim) uonesrdde anojuoo-[ny
10J Pasn 3q ued 10 JIWERIDO FULIDSUIA [BJUIP
B JIM PAIOJUIA UAY) SI YoIym (Iomdwel))
aIMONISQNS B SB PIsN 3¢ UBd JY U0
(sumolro Judunnge usamiaq sonuod

0M] UBY) 2IOW OU [}IM) SITPLIQ JUN-I[NU 4
sumoid Arewrid 01doosafe) 4

SUMOID

110§ syuaw3as Jordsod

puB JIOLIdJUE QY} Ul PAJBIIPUL SI JY _UOJII))

@&

A@1ordwos 10 Ajented e w
[eULJ QU)} SB SOAIOS OS[E Jeyl 2Injonxsqns

-uaned snofmuapa
‘uo1)eI0)SaI
se uomnouny 0}

jugidwr  SnOISsopud

UE pue UAWINQY i SILNVILY UB fim
3sN 10 PAPUINL ST UMOID) i SIINVILY YL

J10J suonedIpuy

(95€01 1) eruodmnz
UL JUdUINQY UMOID) iy SIINVILY

(TS1TITSD 1Y, U0010)

UMOI) wiSILNVILV

IITAJ(] 9IBIIPALJ DUIYY

IDIAJ(] JeINPaL] ArewiLig

92149 pasodo.ayg

'SONSLIdIoBIEY) [BJIS0[OUYI ], o) JO uoSLiedwio )

T90Ud[BAINDY [enueIsqns ‘9



Non-Clinical Performance Data.

Flexural strength testing were conducted on the Zirconia material used for the
ATLANTIS™ Crown according to the standards ISO 14704 and ASTM C1161. The
results showed that the requirements of the standard ISO 6872 Dentistry Ceramic
Materials were fulfilled. Fracture toughness, chemical solubility, radioactivity
concentration and coefficient of thermal expansion were tested and completed according
to the requirements specified in ISO 6872.

The material used for the ATLANTIS™ Crown and the manufacturing process is the

same as used for the predicate device ATLANTIS™ Crown Abutment in Zirconia,
K110356. Therefore no additional biocompatibility testing has been performed.

Conclusion Regarding Substantial Equivalence

The ATLANTIS™ Crown is a patient-specific restorative device which is intended to be
used with an ATLANTIS™ Abutment and an endosseous implant. The ATLANTIS™
Crown and the primary predicate, Cercon ht (K112152), can be delivered as a full contour
crown or as a cut-back substructure onto which porcelain will be added by the customer.
Thus, it can be concluded that the ATLANTIS™ Crown has the same intended use,
incorporates the same fundamental technology, and has similar indications for use as the
primary predicate device Cercon® ht (K112152).

Thus, it can be concluded that the proposed ATLANTIS™ Crown is substantially
equivalent to the predicate devices.



