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JUN 20 1997
Paul Menezes. .. Re: K971296... ... . ._ ..
Quality Engmeer e Tondi BTE Hearing Aids’
National Hearing Aid Distrubutors Dated: April 7, 1997
301 U.S. Route One Received: April 7, 1997
Scarborough, ME 04074 Regulatory class: 1

21 CFR 874.3300/Procode: 77 ESD
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Dear Mr. Menezes:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we
have determined the device is substantially equivalent (for the indications for use stated in the enclosure) to
devices marketed in interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the Federal Food,
Drug, and Cosmetic Act (Act). 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, labchng, and prohibitions against misbranding
and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalent .
determination assumes compliance with the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic GMP inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result
in regulatory action. In addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of the Act for devices under the Electronic Product
Radiation Control provisions, or other Federal laws or regulations. |

This letter will allow you to begin marketing your device as described in your 510(k) premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device.results in a
classification for your device and thus, permits your device to proceed to the market.

While your device has been deemed substaatially equivalent te other legally marketed hearing sids,
please be advised that electremagnetic interference from digital cellular telephones, as well as fram
other sources, is increasingly becoming a concern, Typically, this interference takes the form of a
buzzing sound that can range from ansnioyiag to very loud and may render a hearing aid temperariiy
ineffective for the wearer. Because electromagnetic interference may affect your device, you may be
asked to test for electromagnetic compatibility in the future. In this interim period, we encourage you
to modify your device labeling to inform practitioners and users of the potential for electromagnetic
interference. Please be aware that a 510(k) submission is required for any claims that infer that your
device is compatible with potential sources of electromagnetic interference, such as “compatible with
digital cellular telephones”, and that data supporting such claims is necessary.



If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the
Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and advertising of
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21 CFR 807.97). Other general information
on your responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-204 1 or.at (301) 443-65970; atits Intemet address ... ... ___

“http:/fwww.fda.gov/cdri/dsnranmain:htmi”; - -

Sincerely yours,

W Lcw

Lillian Yin, Ph.D.

Director, Division of Reproductivg,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Hcﬁlth

Enclosure
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510(k) Number(if known): K971296

Device ;Qamc: Tondi. BTE Hearing Aid, Models U-2M1, U-2¥
Indications For Use:

The indications far use of this eir conduclion hearing aid in this stbmission is
to amplify sound far individuals-with mpalred hearing. The device(s) is/are
indicated far individusls with losses ‘in tre following categary(iss).

Saverjiy: Cénliguradon: Gther:
.____1[.% Slight ——1. High frrquency — 1. low telerancc
Precipitcusfy slcpiny tes Toudnesys
;é’ Mild L Gradusily slopuny — 2. Hiygh Tolerance
M Mod=rate —3 Reveme Slope _]4.1/ Nomnol Telcrancs
4 Severc _]A Flst
S. Profound -—J. Other -

(FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE [F NEEDED)

Concwrence of CODRM., Office of Device Evaluation (ODE)

é/h ///ﬂ,w,, B

{Division Sign-Off)
Division of Reproductive, Abdomma‘, ENT,

and Radiological Devnces

5100) Namber_KZ 7177

Heanng aid part iz Resgicted dovice {per 21 CFR 801.420 & 21 CFR %! .43
Magkzr porzien is Presefiption device {per 21 CER 801.109)

TOTARL F. 04



510(k) Number(if Xnown):___K971296

Device Tondi BTE Hearing Aid, Modsl U-03

}Qamc:

Indications For Use;
meimj.cstimsfmuseofﬂﬁaairmmarirgaidinﬂﬁgsubm@gsimis
to emplify sound far irdivideals-with dmpaired hearing. "Thé‘dev:.Lce(s) is/are

indicated for individusls with' 108585 in the following categary(ies).

Saventy;
‘h -
1. Sliglt
2, Mg
4/__‘3. Modarate
L4, Saver
— S, Profosund

Configuration:

High frequency
Precipiteusly sloping

Gther
4T _l
¥~ . Gradyally slopuny L2
3. Keverec Siop 2

<. Fia

2. Other .

Page @ of c

Low toloranszs
o loudnes;

High Tolcrazce

Naguoal Teleruncs

(FLEASE DQ NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concwrenesz of CORH, Office of Device Evalyatjon (6DE) ‘

e

//,7—/ /7 //

Lot L bq8m
(Division Sign-Off) [/

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510() Number___IKF 7/ 29

Heuning aid part is Rextmicted device {per 21 CTR 801.420 & 2] CFR 401.42]
Magker porden is Prescripdon devics (per 21 CFE BO1.109)
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510(k) Number(if Lnown): K971296

Device Name:  Tondi BTE Hearing Aid, Model KA-G2

Indications For Use:
ijndiwtirnsfaruseofﬂﬁsairca'dxtimmarﬂ'gaidinﬂﬁss@ﬁssimis

to amplify sound for“individuals with inpaired hearing.—The device(s)- is/are . — - - - - -
indicated far individuals with losses in the following categary(ies).

Savarity: Cealiguration: Other:
*
—1  Slight ——1. High frequancy — -1 Low talerance
Precipitcusly sloping n Toudneys
Mild A A .. Gradually alopuay —_2. High Tulemnoce

*. Narmol Telcrunes

2.
J/i/. Meodarate 3. Reverze Slope K
D_/4 Savern 6. Flat

S. Profound —3. Other _

(FLEASE DO NOT WKITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGiE IF NEEDED)

Concurrenee of CORM, Olfice of Deviea Evaluglian (ODE)

Ve
C .

Ll i JE g

(Divisios Sign-0ff) ¢

Division of Reproductive, Abdominal, ENT,

and Radiolcgical Devices

5100 Number___KF 7120

f{cm‘ing 2id Pt is Reswicted davice (per 2] CFR 801 420 & 2] CFR $0].421
Masker parion is Preseription devices= {per 21 CFP 801.109)

TATAL <. 012
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510(k) Number(if known): ___ K971296

Device }(Iamg-
A : Tonds. BTE Hearing Aig Modsls KA-3, KA-UBA
Indications For Use; A
The indications far use of this air conduction hearing aid in this submission is -
indicated for individuals with losses in the following categary(ies).

Severity: Cenfliguration: GCrther:

'Y -
—_ 1. Slipht 170 High fizquancy 1 Low toleranes

Precipitcusly sleping tu loudnes.

!é_‘. Milg _L/_{ Gradually uloping —. 0. High Tolemoee
L% Moedgrate .3 Reverze Slop _(4 Namma! Telmancs
% Saverc é/ Flat
-5 Profound -_35. Other __ ——

(FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF MEEDED)

Conewrrence of CDRY, Office of Device Evalugtion (QDE)

/
mid o, e
/ (ot L. [Pl
(Division Sign-Off}y ¥
Division of Reproductive, Abdominal, ENT,
and Radioiogical Devices

510(k) Number / (9 7/Z éi@

f‘icmﬂs ald part is Resxicted dovice {per 21 CFR 801 420 & 21 CFR X01.43)
+asker parién is Freseription device (per 24 CFR 801.109)

-
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510(k) Number(if known): _ K971296

Device I‘Jamc: Tondi BTE Hearing Aid, Models KA-O1, KA-04, KA-04A
Indications For Use:
The indicstions far use of this air conduction hearing aid in ﬁ'ussd:!m.ss:Lm%s—- e

-to i sourd far individuals Wiﬂ'liﬂpall'ed }Earm'T}-E&viE(s) is/am [
— Wi‘gtl;{yfm individuals with losm_ in the following cstegary(ies).

Severjy; Coafiguraton: Gther:

____1.% Slight _|741/ High frequancy 1. Lowwlerance
Precipitcusly sloping ta lgudney;

-2 Mild _\4/ Graduyslly sloping __é. High Tolemace

LA Moderare ——3. Keverze Slope —3. Naamal Telerancs

1/4 Sevar L4, Flat

_—_S. Prafeund - 3. Other - _— —

(FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE [F NEEDED)

Concwrence afEDRH. Offico of Device Evaluation (ODE)

\////”” // /’;/ 7
LA Ld G gl v
(Division Sign-0ff) ~ J
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

51009 Number___KG 7/ 2940

Heuring aid part iz Resmicted dovice (per 21 CFR 801.420 & 21 CFR 01,421
Magker poriian s Pres¢siption devivs (mer 21 CFR 801. [09)

TATAL “.01
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510(k) Number(if known):___ K9712% L

Device Iﬁame: Tordi BTE Heering Aid, Model KA-US
Indications For Usec:
The indicstions far use of this air conduction hearing eid in this subimission is
to amplify sound far individuals with inpariéd hearing. The dev'ice(s) isfare- - -
irdicated far individudls with losses in the following catagary(ies).

Saverity; Coaliguration: Qther:
_,_1? Slight L., High trequency _ _1. low taleanee
Prezipiteusly sloping o loudnesy
__ 3, Mid _lé Gradually sloping '___/2 High Tolemaoce
A3 Modevars 3. Kuverse Slops ——-3. Normal Tolerancs
144 Severc _IA Rat
5. Profgund 3. Other

—

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

Concwrenee of CDRH. Office of Device Evalustion {(ODE)

/// .7 / /// ,/'l;

&\{/IZZ'W‘V," Le . &(Z M”’V‘”\_,
(Division Sign-Off) !
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number JK47/ Z«Cf &

Heuring aid partis Resmricted doviee (per 21 CFR 801.420 & 21 CER X01.42]
Magker pactlen is Prasctiption device (per 21 CFR 801.109)

i)

TITAL.



