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Dear Ms. Hartnett:

We have reviewed your Section 5 10(k) premarket notification of intent to market the devicereferenced above and have determined the device is substantially equivalent (for theindications for use stated in the enclosure) to legally marketed predicate devices marketed ininterstate commerce prior to May 28, 1976, the enactment date of the Medical DeviceAmendments, or to devices that have been reclassified in accordance with the provisions ofthe Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarketapproval application (PMA). You may, therefore, market the device, subject to the generalcontrols provisions of the Act. The general controls provisions of the Act includerequirements for annual registration, listing of devices, good manufacturing practice,labeling, and prohibitions against misbranding and adulteration. Please note: CDRH doesnot 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 11 (Special Controls) or class III(PMA), it may be subject to additional controls. Existing major regulations affecting yourdevice can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. Inaddition, FDA may publish flirther 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 notmean that FDA has made a determination that Your device complies with other requirementsof 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: registrationand listing (21 CFR Part 807); labeling (21 CFR Part.801); medical device reporting(reporting of medical device-related adverse events) (2] CFR 803); good manufacturingpractice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);and if applicable, the electronic product radiation control provisions (Sections 53 1-542 ofthe Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),please go to
htty://www,fda ov/AbbutFDA/CentersOlfflcs/DH HffiesCD.,CR sf/u I 15809.htm forthe Center for Devices and Radiological Health's (CDRH's) office of Compliance. Also,please note the regulation entitled, "Misbranding by reference to premarket notification"(2 1 CFR Part 807.97). For questions regarding the reporting of adverse events under theMDR regulation (21 CFR Part 803), please go to

httR//ww~fa~iov/Mdicl~eice/Sa etvRnortaroblem/defaulthtm for the CDRH'sOffice of Surveillance and Biometrics/Di vision of Postmarket Surveillance.
You may obtain other general information on your responsibilities under the Act from theDivision of Small Manufacturers, International and Consumer Assistance at its toll-freenumber (800) 63 8-204] or (301) 796-7.1 00 or at its Internet addresshitt://wwwfdaov/MedicaDeviRocesfoYoij/ldutydflth.

Sincerely yours,

42Anthony D. Watson, B.S., M.S., M.B.A.
fDirector

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known: K103528

Device Name: IPS Empress Direct Flow
Indications For Use:

IPS Empress Direct Flow is a light-curing resin-based flowable dental restorative
material indicated for,

- As an intermediate or covering layer in the fabrication of esthetically demanding
composite restorations
- Repair of composite restorations (in particular filling of voids, levelling out of
porosities and minor chips)
- As a thin (< 0.5mm) initial layer under Class I and 11 restorations
- Small restorations of all types
- Extended fissure sealing
- Splinting of mobile teeth
- Blocking out of undercuts
- Repair of composite and ceramic veneers

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

(Part 21 CFR 801 Sub~part D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-C EI

NEEDED)

(Division Sign-Off)
Division of Anesthesiology. General Hospital

Concurrence of CDRH, Office of De~kt popFeie

510(k) Number:________


