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lradle/De vice Name: Protraction face Mas k/ Reverse Pull Face Miask
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Regulation 'Name: E'xtraoral Orthodontic H-ladgear
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Received: September 20, 2011

Dear- is. Chung:

We have reviewed yourl Section 510(k) premnarket notification of intent to mnarket the device
referenced abov\e and have determined the device is substantially equivalent (for the
nd ications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerice prior to tMay 28, 1976, the enactment date of the tMedical Device
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 premarket
approval application (PN4A). You May. therefore, market the device, Subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
abeIi ng. and prohibitions against inisbrand ing and adulteration. Please note: CD RI-I does

not evaluate in formation related to contract liability warranties. We remuind You, however,
that device labeling must be truthful and not misleading.

Ifvou1-r device is classified (see above) into either class 11 (Special Controls) or class Ill
(PMIA). it may be Subject to additional controls. Existing major regulations affecting your
device can be Found in the Code of Federal Regulations, Title, 2 1, Parts 800 to 898. Ill
addition, FDA may publish further announcements concerning your device in the Federal
Register.



l'ace 2- Ms. Chung

Please be advised tat FDA's issuance of a sbstantial equivalence determination (toes nut
mean that FDA has mde a deterination that \'our device complies Nvi th other req uiremnents
of the Act or any" Federal stat tes and regulatios alm in msered by ather Fecele agence s.
You mu1Lst complyk with all the Act's reqluirements. inctiAing but not limited to: reglstration
and listingA (2 1 CFR Part 807); labeling (21 CJR Part 801); medical device reporting
(reporting of med icalI device-related adverse eve nt) (2 I C FR 803): good manuftiunring
practice reqlui rements as set forth in te qual ity~ systems (QS) regultion (2A C FR Part 820);
and if applicable, the electronic prodcth radiation contraI piovisions (Sections 53 1-542 of
the Act); 2! CFR W000-1050.

-ro desire speciftic advice fOr yotur device on our labeiniz regtulatio n (1CRPart 0)

please go to hup:/\\'wdaizov%/AboutFDA/CrttersO fices/C D I-I/CD)II)IQ Oes!
ucmn 1 I5809.0m fOr the Center fOr Devices and Radiolog ical H-Iealt h's (CD RI-I's) 0ffice of
Compliance. Also, please note the regulation entitled. "Mvisbranding by reference to
premarket notification" (2 ICT PR[art 807.97). For q uest ions regardling the reporting of
adverse events under the N'IDR regulatioin (21 CFR Part 803), please go to

h Io :/wwv. da.coyMedcall~ei cst~ fey/R nraProbliue/dc irtiIt. htnr for the CD RI-I's
Offie of Sur-veillance anl Biomietrics/Division of Postmarket Surveillance.

You may obtain other general in formation on yotur responsi bili ties tinder the Act fromt thie
Di vision of Small iManuihe ttrers, International and Consumer Assistance at its tolI- free
nlumber (800) 638-204 1 or (301) 796-7100 or at its Internet address

Sincerely yours,

Anthony D. Watson, B.S.: M.S., Mv.B.A.

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

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): I U 9
Device Name: Protraction Face Mask IReverse Pull Face Mask

Indications For Use:

Protraction Face Mask and Reverse Pull Face Mask are used as a-treatment option for
Class III malocclusions.

Prescription Use 4Over-The Counter Use _

(Per 21 CFR 801 Subpart D) AND/OR (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITEB1ELOW THIS LTNE-CONTINUE ON ANOTHER PAGE IF NEE
DED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisiion Sign-Off)
vIMsion Of Anesthesiology, General HoSpita:

.iection Control, Dental Devices

510(k) Number kILiI


