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Food and Drug Adminisration
10903 New Hampshire Avenue
Docuement Conirol Room -WO066-G609
Sitver Spring, MD 20993-0002

Oticon Medical AB

¢/o Ms. Ulrika Nielson

Quality and Regulatory Manager

Ekonomiv. 2 i B Y
SE-436 33 Askim JUN TS S
Sweden

Re: K103594
Trade/Device Name: Ponto Pro Power
Regulation Number: 21 CFR 874.3300
Regulation Name: Hearing Aid, Bone Conduction
Regulatory Class: Class II
Product Code: LXB
Dated: May 3, 2011
Received: May 6, 2011

Dear Ms. Nielson:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commetce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or o
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 (PMA).
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 mapufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related fo 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 TI (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, inctuding, but not limited to: registration and listing (21
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CFR Part 807); labeling (21 CER Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CI'R 1000-1050.

if you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
g0 to htip://www.fda.gov/AboutFDA/CentersQlfices/ CODRH/CDREOffices/uem 15809 .htm for
the Center for Devices and Radiological Health’s (CDRIT’s) Office of Compliance. Also, plcasc
note the regulation entitled, "Misbranding by reference 1o premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
hitp:/fwww.fda.gov/iMedicalDevices/Safety/ReportaProblem/default.hii for the CDRI’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at ils toll-frec number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.fda.pov/MedicalDevices/ResourcesforY ou/[ndustry/default. htm.

Sincerely yours,

/gé‘gﬁm R JL
D.

Malvina B. Eydelman, M.
Director
Division of Ophthalmic, Neurological,
and Ear, Nose and Throat Devices
Office of Device Lvaluation
Center for Devices and
Radiological Health
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B. INDICATIONS FOR USE
Al i
510(k) Namber: !(\! @*354;(.{

——————

Device Nami: Ponto Pro Fower
Indications for Use:
The Porite Pro Power is intended for the Tollowing patients gnd indications:

«  Patient with sotduetive of mixed hearing losses, who oan still benofit from amplification of the
sound. The piwe tene average (PTA) bone conduetion (BC) threshold of the indicated ear shodld
e better tha of equal to 55 &R HL (measured a1 0.5, 1, 2 and 3 kHz)

= Bilareral fitting i applicable for ost patients having 2 symmetrically conductive or mixed
hestig doss. The diffsreiice betwesn the leff and right sides’ BC fhresholds stould bé Jss than 10
dB emaverage measured at 0,5, 1, 2 and 4 KB, orless than 15 dB atindividual frequencies.

« Pafients wh have 2 prsfonnd sensorineural hearing loss in one earand normat hearing in the
opipisite cer (e, Single'sided desfhess or “SSD”), The pure tone average (PTA) air sondyetion
(AC) threshold of the hearing,ear should then be better than or squal o 20 &B HL (measured ot
835, 1, Zand 3 25,

a  Alseindiedted for ariy patiest who is indicated for am iv-conduction contralateral routing ef
signals (ACTROS) hearing aid, bt who far s reason canmotor will not ne an AL CROS.

The phcement of a toue anchored imglant is eoptraindicated for patient bolow fhe age of 5.

The Ponke Pro-Poswet sobid processor is intended to be contiested to the Oticon Modidal bone anchored
jungflant syster, orto'fhe Bhe® Abutment sndp conpling from Cochlear Bane Anchored Solutions AR (xef
fio, 0410, 36303, 20454, 90480),
Peaseription Uve_ X __

(Patt2] €FR §01.149)
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Toncawrence of CLRE, Qe of Devies BvalizSon (ODE)

OR Over —The-Coumter Use

| Vel
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Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices
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