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Regulation Name: Dental Cement
ReguLlatory Class: 11
ProdcIIt COdeC: EMvA
Dated: June 1 5, 2011I
Received: June 16, 2011

Dear Nr. M~orals:

We have reviewed yourF Section 5t0(k) premnarket notification of intent to market the device
re terenced above and have determined the device is substantially eq Li valen (for the
indications for Use stated in the enclosulre) to legally marketed predicate devices mnarketed in
interstate commerce prior to M~ay 28, 1976, the enactment (late of the Mvedical Device
Amendments, or to devices that have been reclassified in accordance wvith thie provisions of'
the Federal Food, DruLg, and Cosmetic Act (Act) that (10 not require approval of a pirmarket
approval application (P)MA). You may, therefore, market thle device, su~bject to the general
controls provisions of the Act. The general controls provisions of the Act inclu-de
requirements for annual registration, listing of devices, good Imfalcturing practice,
labeling, and prohibitions against misbranding and adtilteration. Please note: CDR- does
not evaluate information related to contract liability \varranties. We remind you, however.
that device labeling Must be tru-thful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class [it
(PNvIA), it may be subject to additional controls. Existing Imajor regullations affecting yourL
device can be fotund in the Code of Federal Regulations. TFitle 21, Parts 800 to 898. I11
addition. FDA ma', publish Further announFcemnents conceringo VOtr dlevi ce in the Federal
Reguister.
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Please be ad visect that FDA's i sstrance of a substanitial eq U i vaIC Clete[nII i nlationl does noCt
mean that FDA has made a detenrmination that y'our device comnplies with othiie req ninents
o f the Act or any\ Federal stattes and regulations admnilstered by other Federal agenciles.
You miiust comply wvitii all the Act's reqUi remerits, iac I tding, but not lini ted to: letiationi
and li stinrg (2 1 JFR part 807); labeIi rig (2 1 CE R Part 801I); medi cal device ie pori
(reporting oFtmedical device- related adverse eveiits) (21 CER 803); good mnaintiaciti-Ing'
practice reqtrirements as set Forth iii the quality systems (QS) rel1ation (2 1 CFR Part 820);
arid if applicable, the electronic product radiation control provisions (Sections 531-542 of'
the Act); 2 1 CFR 1000-1050.

If youI desire specific advice for yotir device Onl ourI labeling reCgtiltionI (2 1 CFI( Part SO1)
please go to

httn//ww~llasov/bottFDACeiler~ffcesCI~-l/cID I-l Ties/iemI 15809.hitm lbr
the Center for Devices and Radiological H-ealth's (CDRZI-l's) Oftice of Compliance. Also,
please note the regulation entitled, "M isbrarndi ng by reFeriee to premarket niotification'
(2 1 CFR part 807.97). For questions regarding the reporting of adverse events tinder the
N'IDR reCgtlation (21 CER Part 803), please go to

Int //ww da.co/M d ial~vics/atfty/epota~ob emdc bti a.htI0i- the CD RI-Is
Office of Surveillance and Bioinicrics/Division oF Postimarket SurveilIlance.

YOU niay obtain other general information On yourI responsi bilitiles tinder the Act frm the
Division of Small ManlU facturers. International and Con1Stnier Assistance ait its toll- f-e
nmrnimber (800) 638-204 1 or (301f) 796-7100 or ait its Initernet address
Int1://wv\w. fda. Lov/NMed i caIDev ies/ResourcestrYo U/JnelnidS I Y/dC le t. tlfill.

Sinicerely yours,

Anthony D. \Vatsoni, B.S.. MIS., MV.B.A.
Director
Division of Anesthesiology. Genieral H-ospital,

lInfectioti Control and Dental Devices
Office of Device EvNalu-ation
Center for Devices arid

Radiological HeIalth

En~closure



Indications for Use

510(k) Number (if known): 1 M
Device Name: IP Temp Cement

Indications For Use:

IP Temp Cement, is temporary luting cement intended for temporary cementation of
permanent restorations including crowns and bridges etc. or provisional restorations
to natural teeth (intraoral hard tissue) or other materials (implant abutment etc.).

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

C_- f
(Division Sign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number:~ 11§
Shofu Dental Corpioration ix
IP TEMP CEMENT 510(k) Premarket Notification


