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SPECIAL 510(K) PREMARKET SUMMARY

UltraSeal XT®1 hydroTM  23

This summary of the Special 510(k) substantial equivalence information is being submitted in
accordance with the requirements of 21 CFR 807 for UltraSeal XT1 hydrat m.

Applicant's Name and Address

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

Contact Person: Diane Rogers
Title: Manager of Regulatory and International

Affairs
Telephone: (800) 552-5512 x4491, (801) 553-4491
FAX: (801) 553-4609
Date Summary Prepared: August 16, 2011

Name of the Device

Trade Name: UltraSeal XTO hydraTM

*Common Name: Pit and Fissure Sealant and
Conditioner

Regulation Number: CFR 872.3765
Device Classification: 1I
Classification Product Code: EBC

Legally Marketed Predicate Device to Which Equivalence is Claimed

The first predicate device is: UltraTemp XT@ plus (K993846). This device is manufactured and
distributed by Ultradent Products, Inc., 505 West, 10200 South, South Jordan, Utah 84095. The
second predicate device is Embrace TM Wet Bond TM (K052281) manufactured and distributed by
Pulpdent Corporation 80 Oakland Street, Watertown, Massachusetts 02472.
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Description: UltraSeal XT® hydro is a 53% filled, light cure, radiopaque, methacrylate-
based, thixotropic resin sealant. It is hydrophyllic and has a self-adhesive quality.
UltraSeal XTO hydro"M chemistry provides the option of a visual verification for marginal
retention with the use of a UV light, upon placement and at recall visits. The UV light is
not included in the Ultra Seal XT® hydroT " kit.

Indications for Use: Use Ultra Seal XT® hyd roTM for prophylactic sealing of pits and
fissures.

Comparison, Table

UltriiSeal XTO hydrt - UltraSeal XT® plus Pulpdent Embrace'".

(K993846) Wet, Bond'IM
-. (052281).

Indictions Use UltraSeal XT® hydr TM for Use UltraSeal XT® Embrace TM Wet Bond
Initos prophylactic sealing of pits and plus for prophyla ctic TM Clear Sealant is a

orUefissures sealing of pits and hydrophyllic, light-

fissures. It may also cured material
be used for recommended for use

micrrestratie oras a pit and fissuremicoretortiv orsealant. Embrace TM
"initial layer" of WetondTM  Clear
composite Sealant may be used
restorations. to seal small defects

such as buccal pits,
lingual grooves or
facial surface defects.
Embrace TM WetBond TM
Clear Sealant may also
be used as an
orthodontic bracket
coating. EmbraceTM
WetBond TM Clear
Sealant hardens/cures
such that the material

______________is clear.
Delivery Syringe Syringe Syringe
Syse
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Ultradent decided to reduce the claims of microrestorative or "initial layer" of composite
restorations on UltraSeal XTO hydro'" as the product was specifically designed to simply be the
best pit and fissure sealant on the market.

Technological Characteristics: UltraSeal XTO hydro is a 53% filled, light cure, radiopaque,
methacrylate-based, thixotropic resin sealant. It is hydrophyllic and has a self-adhesive
quality. UltraSeal XT& hydroTM chemistry provides the option of a visual verification for
marginal retention with the use of a UV light, upon placement and at recall visits. The
UV light is not included in the Ultra Seal XT® hydra"' kit.

The unique chemistry of UltraSeal XT® hydr' has eliminated the need to use PrimaDry
(K(931868) manufactured by Ultradent Products Inc., 505 West 10200 South, South
Jordan, Utah 84095 or any other drying products prior to resin placement to eliminate
moisture.

Brief Description of Testing Performed

Detailed test reports are located in the Design Control Section of this 510(k)

Stability Testing for Shelf Life

Stability testing was conducted on UltraSeal XT®1 hydroTm and the results show that the
product has an 18 month shelf life based on accelerated stability studies conducted in
R & D. The timing of seven weeks of storage at a temperature elevated 360C above
ambient is equivalent to 84.9 weeks or 19.5 months of real time shelf life.

a. Shear.Bond - This is the most impressive test to show that UltraSeal XT® hydroT'
provides the highest adhesion to the tooth compared to both of our predicates.
This adhesion is accomplished without the use of a drying agent such as
PrimaDry (K(931868). A high MPa value is preferred as it shows that the product
will remain on the tooth, protecting it longer than a product with a lower Shear
Bond Strength. This test shows that UltraSeal XT® hydroT" will bond well to the
tooth creating a very successful pit and fissure sealant.

b,. Flexural Strength - This test will show the strength of the bond during stress. A higher
number than our competitors is good. The modulus side of this test shows the strength
at which flexing the bond occurs. Our testing shows more "give" to it as our
competitor's product tends to be "stiffer. We prefer the elasticity as it allows the
product to remain on the teeth longer and "gives" with movement.

c. Hardness - This test shows the resiliency of the material to resist deformation. It is
acceptable for us to remain higher than our competitors.

Sp6cial 510(k) for UltraSeal XT® hydroTm Ultradent Products, Inc.
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d. Ambient Light Working Time This test shows the time that the product will cure in
ambient light. It shows working time with the product and curing time of the product.
We prefer the product to set up quickly to reduce chair time for the dentist and patient.

e. Sorption - This test shows how much water the resin absorbs. We want low readings on
this test.

f. Uncured Film thickness - testing bond strength at a defined thickness.
g. Saluability- testing whether the product degrades in solutions or saliva. Look for a low

number on this test.
h. Compressive Strength - Measures the material's ability to not break apart under a

compressive load. Prefer a higher number.
i.Shrinkage Stress - This test determines shrinkage over a specified period of

time. This value shows the high strength adhesion of the product.
j. Shrinkage % - This test determines how much shrinkage will occur when the

product has fully cured. We prefer a low value on shrinkage.
k. Depth of Cure - This test shows the light cure ability of the product.
1. Joules Test - Setting Time - This test shows actual joules to cure the product in

3 seconds time.

Special 510O(k) for UltraSeal XT® hydroTM Ultradent Products, Inc.



DEPARTMENT OF HEALTH & HUMAN SERVICES P ublic I lcaiir Kcivicc

Ni.Diae Rotzers
N'al"lRegu Into rv anti Global Ahjib irs

UlItradent ProdcIIts, incorpo rated
505 West 10200 South .

South Jordan. Utah 84095

Re: K 1125 17
Tradce/Device Name: Ultr-aSeal XL"t hydroM,
RegIulationl Number 21 CF"R 872.3765
Reg~ilationl Namfe: Pit anld FissureC Sealanlt anld Con1ditioner-
Regulatory Class: [H
l'Mroduct Code: EBC
Dated: AuJIust 16, 2011
Received. AMILust 31, 2011

Dear- N\is. Rogers:

We have reviewed your Section 5 1 0(k) perniarket not i i cat ion of' intent to market the device
referenced above and have deteriined the devi ce is substantially equivalent (for the
indications for- use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce priori to Mvay 28, 1 976, the enac tment date of the Mvedical Device
Amendments, or to devices that have been reel assi lied in) accordance \vith the provisions of'
the Federal Food, DRug. and Cosmetic Act (Act) that do0 not requI-ireC approval of a premarket
approval application (PN4A). YOU may. therefore, mnarket the device, subject to the general
controls provisions of the Act. The general controls provisions of'the Act include
req Ui reme n Is for 11n111taI registration, listiing of tle vices, good roanui facturi Jig practice,
IlabelIi ng, and prohibitions aca inst m isb randiing and adulIteration. P)lease note: CI)r-I does
not evalurate iniformation rel atedi to contract li ab ili ty warranties. We remind you.-1 how0%ever.
that de\'ice labeling Must be with hil and not mnisleading.

If your1 device is classified (see above) into either class If (Special Controls) or class III
(PN4[A). it may be subject to additional controls. E xisting major regulations aiffecting yOur
device can be Jo trncl inl 1he CodeC of Federal Reglationls, TIitle 2 1. Patis 800 to 898. ]In
addition. FD l~\May publish fur ther a nno uC nCnt-s concern Hini \'o ur device in the Feder al
R ci s ic.



lPage 2 - ""Is. Rooers

Please be advised that FI)A's issuance o1'a substantial eCItilValeceC (Ilcern1ination does nlot
mecan that FDA has made a detenation that your device complies with other requirements
of the Act or any Federial statnus and regiulations adminSitre by other Federal agencies.
You must com1ply With all the A\ct's reqUHuiremns. including, but nlot limlited to: retiStration
aind listing, (21 CUR Part 807); labeling (21 C U l Part 801); mccli cal device reporting
(repoting 01 mcli cal device-related adverse events) (21I CR 803SO); good manuiact Inin ti

ce c requ ti irenmt as set forth in the quii Itv systems (QS) regulation (21 CUR IPart 820);
and if 811)1icabie. the electronic product rtidiat on control prox'isions) (Sections 53 1-542 of'
the Act); 21 CUR 1000-1050.

If'you deCsire speciBe advice for 'your device oin our labeling regulation (2 I CUR Part 801)I
Pilease go to http.//ww. [da uov/A bou~tFD1)A/Center sOlHiccs/CD1( l-l/CD1)R 1-l01fices
Lecm I 1 5809.in htm or U i Center for Devices and Radiologi4~cal HIeal th's (CD RI-I's) 0 lice oF'
Co mpl iance. Also, lplease note the regulation enitled. "Misbranding by rebfencc to
premarket notifcation" (21 CUR Part 807.97). For qtiestions regarding the reporting of'
ad verse events tinderhe N'! DR regulation (21I CUR Part 803), pleatse go to
lhttp ://www%. fdca. gov' /NI cdical Dcvi ces/Sa Fetv/ReportaProblemi/c fauI~lt. html for- the CIDIT Is
0 Rie of Surveilance and B i omectri ca/Di v'ision of IPostinatrket Surveillance.

You my obtaini other ucinr in formation on your responsibilities under the Act f-rm the
Diin of-Small N'! anti facturers, International and Consumer Assistance at its toll-li-e
number (800) 638-2041 or (301) 796-7100 or at its Internet address
ha tip://www7\. f-da. oyv/Med i cal Devices/Resources torYou/l w ustrv/clefa tit.htm.

Sincerely yours,

Anthony 1). Watson, B.S.,. MIS.. N/.B.A.
Director
Division of Anesthesiology, General Hosp51i tal.

Inbetion Control and Dental [Deviecs
Office of Device Eval uation
Center- for Devices and

Radiological Health

Enclosure
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Statement of Indications for Use

510(k) Number (if known): 1<1II1 -5 17i

Device Name: _UltraSeal XT® hydroTM

Indications for Use:

Use UltraSeal XTO hydroTM for prophylactic sealing of pits and fissures.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) AN/R(21 CFP 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1of 1

(Pasted November 13, 2003)

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

510(k) Number \USc
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