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N'Is. Lindsay Tilt on
ReIiator\' All- fi Irs
Danvi lle N'laterials. Inc.
3420 Fosteri \Vav. Suite, A-200 SEP 2 13
San Ramnon, CA 94583

Re: KI111876
Irade/De vice Namne: Z Bond and r'relltide One
Re" LII ahl Nutmber: 21I C FR 872.3200
RCI-eua I Ltiffen NameI: Resin Tooth BoI~ndi ng Agent
Regu latory Class: 11
PIodcIIt Code: KLYhE
Dated: lane 23, 2011
Rceived: JulI I. 201 1

Dear N'ls. Ti ken:

\We have rev i ewed yeur Section 51W(k premrarket notification of intent to maket the device
te ferenced above and have determined the device is substan tally equti valent (for the
ndicartions ror use stated in the enc losure) to legal ly~ marketed pr-ed icate dev \ices marketed inl
nterstate corn mlerce prior to Mfay 28, I1976, the enactnm date of the iMed ical Device

A-mrendments, or to devices that have been reclassified in accordance wit the prov'isios of'
thre Federal Food, Drtug, and Cosmetic Act (Act) that do not require approval of a pr-eraarket
appro\'al application (PMNA). Yea May. therefore, market the device, Strbject to the general
centreols previsions of the Act. The general centre Is previsions of the Act incluade
redIlairemnlts for annual registraton listing of de~CS Co0d m-mlruf'taing Imactice,
labeling, and prohibitions against misbranding and adLteration. Please note: CD P.I-I does
not evaluate information related to contract liability warranties. We remind you, howeer
that device i beli ng must be truthfjul and not mnisleading.

If ye ar deUvice is class llcc (see above) in to ei ther class 11 (S peecial Con trolIs) or class III
(PM IA). it may be stibect to additional controls -Exstng maj or regtiati ens abltiecig yotr
device canl be fotund iii the Code of'Federal ReguLlationls. Title 2 1, Parts 800 to 898. In
addition. FDA mlay ptr.bliSh faLrther annoIurncens con1cerning 'OLur device inl thre Federal
Register.



[lage 2 - Ms i ihon

Please be advised Ouri FDA's issuanc of a stibsantial equivalence determination does not
mecan that FDA has made a determnton tha your device complie-s With other icquir-c ans
of the Act or any% Feder al statutes and regulations administered by other Federal agenucs.
YOU Must complly With all the Act's reqlunireents. including, but not limited to: recistraion
and listing (2 1 CFt lPart 807); laibeling( (21 CFR Par t 80 1); medical device reporting
(reporting of medical device-related adiverse events) (2 1 CF R 803); good manudaet tring
practice requirmnns as set forth ini the quality systems (QS) rcgilaiori (2 1 CFF( [Ot 820);
and if applicable, the electronic 1)-0(1uct radiation control 1)0 visio ns (Sections 53 1-542 of
the Act); 2 1 CFR 1000-1050.

I you desi re speifh ic e for your device On ouw r Ii ng regtilation (2 1 C FR P'art 801)
lase go to hllV//\v\. Ida. ov/AboutFDA/Cenrers0 ices/C DR FI/CD)R HIf11ices-

/tac rI 115809. hm for the Center for Devices anrd Radiological HeI al th's (CD 1(-'s) 0 f'fee of
Compliance. Also, lease note the rcezulaion entitled. "Misbranding by rcemince to
prermiriet notification" (21 CUR LParn 807.97). For qtrestions regar-dng the reporting of'
adV'S vet-sc ev u sander the M'!DR regulation (2 1 CFR1 Parit 803). P lease go to

office of Strve-illance anwd IBioinevris/ivsion ofPosirnarket Surveillance.

You mnay obtain other general information on your resp)onsibi lities LinderC the Act from the
Division of Smnall Mvanulaeturers. International and Consumer Assistance at its toll-free
ntimnber (800) 638-204 1 or (301) 796-7100 or at its [nternet address
hiit!)//\\~. ~, Ia-ov/'Nlclical[)evics/liesourcesforlYoi/I adLitrv/dclbILhtin.-

Sincerely yours,

Anthony 1). \Watson, lB.S., M.S., M.B.A.
Director
lDivision of Anesthiesiology, General IHospital.

Infection Control and Dental Devices
0Office ofI Device Evaluation
Center for Devices and

Radiological Wealth

Lnelosre



Indications for Use Form
Indications for Use

5 10(k) Number (if known): K I~
Device Name: Z Bond/Prelude One

Indications for Use:

Z Bond and Prelude One are a Primer and adhesive used for:

* Conditioning of zirconia, alumina, and metal definitive restorations prior to cementation,
e.g., crowns, posts, inlays, and onlays.

" Adhesive repair of defects in zirconia, alumina, metal and composite restorations
currently affixed to a patient's dentition.

" Adhesive for bonding composites and other dental restorative materials to enamel or
dentin.

Prescription Use AND/OR_ 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)

Concu rr g c o Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital Page -of

Infection Control, Dental Devices

510(k) Number: i &


