
Ultradent Products, Inc.
Premarket Submission for PermaShade TM Veneer Cement

rill Traditional 510(k)

Section 5: 510(k) Summary

This summary of the Traditional 510(k) substantial equivalence information is being
submitted in accordance with the requirements of 21 CFR 807.92.

1. Applicant's Name and Address

Ultradent Products, Inc.
505 West 10200 South
South Jordan, UIT 84095

Contact Person: Corey Jaseph, RAC
Title: Regulatory Affairs Manager
Telephone: 800-552-5512 x4420, 801-553-4420
FAX: 801-553-4609
Date Summary Prepared: 15 SEP 2011

11. Name of the Device

Trade Name: PermaShade Veneer Cement
Common Name: Dental Cement
Device Classification: 2
Classification Product Code: EMA
Regulation No. 872.3275 (dental cement)

Ill. Legally Marketed Predicate Devices to Which Equivalence is Claimed

The predicate devices are PermaFlo, manufactured by Ultradent (K974413), and
Variolink Veneer, manufactured by Ivoclar Vivadent (K(931309).

IV. Device Description:

PermaShade Veneer Cement is a light-cured, moderately viscous, permanent resin
cement. It is 66.5% filled by mass, is available in four shades, and has very low shrinkage
and color change properties.
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Traditional 510(k)
V. Statement of intended use:

PermaShade Veneer Cement can be used for the permanent cementation of porcelain,
zirconia, composite, and other indirect veneers.

VI, Comparison of technological characteristics

Table S-1: Substantial equivalence comparison

b6Wir ci t id 1 1t 1 1 K" Perm~aSI'ad&'
4 - lttden t.~tt .{ 4 ldtlr Vvadnt> Veneer timent

34g4>j ~ ~ ~:K93309-K & Ultruladent

Intended Use PermaFlo can be used for: Adhesive luting of Permanent
1. Anterior and posterior ceramic and cementation of

restorations, such as Class 1,:11,copstinretocla,
IlI, IV, and Vcopstinietorla,

2. Luting translucent inlays and restorations zirconia, and
onlays. composite

3. Direct veneers and other veneers
restorative procedures.

4. Restoring missing subgingival
tooth structure prior to
endlodontic procedures (this is
referred to as the "donut"

_________________ technique) _ _________

intended user Dental professional Same Same
Composition of Dimethacrylate-based, filled Same Same
materials resin
Type of cure Photochemical Same Same
Percent Fill 68% (rn/rn) 47 -66% (in/i) 66% (in/in)
Filler Particle Average 700 nin 40 - 300 nnn 13 - 700 rn

-Size _____________ _

Delivery system Syringe Same Same
Multiple Shades Yes Same Same
Physical Tested and characterized Same Same
properties according to IS0 4049
Biocompatibility Tested per ISO 10993-1 and Same Same

_____________ ISO07405 _________ ________

PermaShade Veneer Cement was designed to be a strong and esthetic option with high
color stability for cementing indirect veneers. PermaShade Veneer Cement is a similar
material used in the same way by the same types of users as the identified predicate
devices, introducing no new safety or efficacy questions. it has been tested against the
predicates listed above as outlined in ISO 4049 and demonstrated equivalent in Vitro
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Ultradent Products, Inc.
Premarket Submission for PermaShadeM Veneer Cement

Traditional 510(k)
performance. Biocompatibility testing shows that the product is safe when used as
instructed by a dental professional. In summary, this submission demonstrates that
PermaShade Veneer Cement is safe and effective and performs equivalently to the
identified predicates for its'intendled use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public lic:LiIII S'crvic

I ,)'t(l lI an )FiJm2 wm mi~
1 (u913 Nc iv l-lumps1iic A\cu

IDocthmc,1 Coup>] Roomu -\\t6-C 609
Si ''r spi il,. ID) 10(93-(00o)

Ms. Corey laseph
RC(uuLlatorx Al'fhirii anauer
U Itradc t ) rodU tits Incarp)o rated
505 \Vest 10200 South
South Jordan. Utah 84095 £~I

Re: K1II1l83 6
Irade/Dev ice Name: IPermaShade Veneer Cement
Re-tulatlon Number: 21 CUR 872.3275
Re. g tl ation Name: Den talI Cement
Regoul atory Class: It
PIroduct Code: EN'IA
Da1ted: June 28, 2011
Received: June 29, 2011

Dear Nis. J1ase ph:

\We have reviewed x'our1 Section 5 10(k) pirmarket notification of intent to malrket the (Ie\'ice
ireferenced above and have determined the device is substantially equivalent (For1 the
illdications for Use stated in the enclosure) to legally marketed predicate devices mar keted in
nterstate commerce prior to May 28, 1976, the enactment date of the Niedical IDevice

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 preiiiarket
approval ap)plicationl (l'MA). YOU may, therefore, market the (device, subject to tile g-eneral
controls provisions of the Act. The general controls provisions of the Act includeC
requirements for- annual registration. Ilisting of de\'ices, good m1anu(fiacturing pr1actice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-I does
not e\'aI mte in formation related to contract Ii abilIitv \varraiities. We reml~ind you. howVCee.
that device labeling mu1.st be truthful and not misleading.

Ify'yo1ir device is classified (see above) into either class 11 (Special Controls) or class Ill
([',MA). it may be subject to additional controls. Existing mnajor reo lations a ffecti nt' V01our
device can be fou~nd inl the Code of Federal Regulations, Title 21., Parts 800 to 898. [in
a(ddi tio n, FDA ma'y I~ish further announcmI'ents Concerning y01our de vice in the Feder'al
kegisiei



Pace 2 - [Ms. laseph

Please be actvised that FDA's issuance of a substantial eq nlivxalence determ inati on does not
neon that F DA has macde a cletermi nation that YOUr device complies wvith other reqluirements
of the Act or any Federal statutes anld renlations adin iisterecd by other Fedleral aaenc jes.
YOU mu1Lst compIy with Lill the Act's recjuiremenls, Iicludinig. but not limited to: reh-islratiln
and li sf5rig (2 1 CFft Part 807); labelig (2 1 CF-R Part 80 1); med ical dev ice relportiman
(reporting of' medical device-related adverse events) (2 1 CFI{ 803); g1od mlanlUfhcttiriMe
practice red Llirements as Set forth inl the ci ual ity systems (QS) regulation (2 I CF f Par t 820);
and if applicable, the electronic product radiation control provisions (Sect ibns 531 -542 of
the Act); 2 1 CF R 1 000-1050.

If' yoti desi re specific advice for yourF device onl our labeling ic gulat ion (2 I C1FR Pair 80 1)
please go to ht;:/w.fao/buYACnesfie/ ~-/DR-CVcs
neiC1 115809.h tir for the Center For Devices anl Racliol ogcal II lhis (Cl) RI-I's) 0Offi ce of'
Co m pliance. Also, please note the reguLlationl en! it[1ed. 'NIisbranclin g by reference to
pirmarket notification' (21 CFR Part 807.97). For questions regarding the reporting of'
adverse events under the N4IDR regulation (21 CFR Part 803), Please go to

litiD:/wx~w.fd. ov/'tci ca~ei es/aftvRcprti~ob m/c bult hnifor the CD RI-Is
Offi1ce Of S urVeilIlnce and Biometrics/Division of Postmiarket Survei Ilance.

YOU may obta in oilier goeneral in formation Oil your responsibilities Under the Act from the
Divxision of'Siial I N/laritfacttnrers, International awl Coiisunier Assistance at its toll -free

numniber (800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely'yourIS,

Anthony D. Watson. B.S., M.S., M.B.A.
Director
Division of Aniesthiesiology, General H-ospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices arid

Radiological 1-Icalth

[inc losure
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Section 4: Statement of Indications for Use

510(k) Number (if known): 4 I 3
Device Name: PermaShade Veneer Cement

Indications for Use: PermaShade Veneer Cement can be used for permanent
cementation of porcelain, zirconia, composite and other indirect veneers.

Prescription Use X)NDO Over-The-Counter Use ___

(Part 21 CER 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)

Page of 1(Division Sign-Oft)

(Posted November 13, 2003) Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) NuMber)KI12 3 z
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