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) C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Lot KUATH
Q

”"D Food and Drug Administration

UCT 2 8 |997 9200 Corporate Boulevard

Rockville MD 20850

Martin Starkie Re: K973579

Customer Service Representative AMI14, AM152AGC, AM152 , AGC-D, AM240PPL,
AM Hearing Limited AM240PPI, AM240HF, AM260AGC, AM260HF,
Faraday Road AM2600HM, AM260K-AMP, AM260XP,
Crawley, West Sussex, AM262T-AGS, AM300XP, AM300AGC,

England ' AM300HF, AM300K-AMP, AM400PP,

AMA400PPL, AM500PP,AM510, AM530, AMS550,
AMS00PPL, AMB8O00T-AGS Hearing Aid

Dated: September 19, 1997

Received: September 19, 1997

Regulatory class: 1

21 CFR 874.3300/Procode: 77 ESD

Dear Ms. Starkie:

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, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Il (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 Current Good Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS
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 substantially equivalent to other legally marketed hearing aids, please be
advised that electromagnetic interference from digital cellular telephones, as well as from other sources is
increasingly becoming a concern. Typically, this interference takes the form of a buzzing sound that can
range from annoying to very loud and may render a hearing aid temporarily 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
clectromagnetic interference, such as “compatible with digital cellular telephones”, and that data supporting
such claims is necessary.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally §09.10
for in vitro diagnostic devices), 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) 638-2041 or (301) 443-6597 or at its
Internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

I~ laut

Lillian Yin, Ph.D.

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

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Device Name:
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(' 510(k) Number (if known): 73 9 7?

A /o

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

/j/\v( 7z L”C. /C’/(/

‘ Severity: Configuration: Othey
)(1. Slight - ... 1. High Frequency. .. . ... __ L. Low tolerance
- Precipitously Sloping To Loudness
X 2. mild X 2. Gradually Sloping X 2. iy Lov) /Pl
- JEVELS - JusSibE
X 3. Moderate 3. Reversc Slope 3.
. —-' v
4. Severe X &. Flat @ Y
&C‘n’[;/ﬂf'i(
(_ 5. Profound S. Othexr
‘ B. Specific Indications (Only if appropriate.):

(PLEASE DO KOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED)

(Most psychoacoustic indications such as improved speech.
intelligibility in background noise, must be supported by clinical

data.)

1.

3.

Concurrerce of CDRH, Office of Device Evaluation (GDE)}

(Division Sign-Off) 7
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

51000 Number KA 13574

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)

Jhah Lofermne SO
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510(k) Number (if known): ]K g73 > 79

Device Name: &W /f)/()/a/ﬂ

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing ailds in this

submission is to amplify sound for individuals with impaired
The devices are indicated for individuals with losses in

hearing.
the following category(ies). (Check appropriate space(s)):
v Severity: Configuration: Other
1. Slight _K_l.»ﬂigh Frequency 1. Low tolerance
- Precipitously Sloping To Loudness
2. Miig _ 2{ 2. Gradually Sloping )(2. /fé/t /43/[’/0/%[’ fo
. J Lo ASESS
XB. Moderate 3. Reverse Slope 3.
Alx. Severe 4. Flat
S. Profound 2(' S. Other [j/‘EC/}Z//qu 'Aé%/’//‘/?//f& () //V/é .
R v

B. Specific Indications (Only if appropriate.):
{(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

ﬂCOJ /4 /A.AM/J u//% [7475/(/6/40{ SAZ

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)}

éﬂfvw//b /ﬁ‘{/m

(D1v1510n Sign-Off)
Division of Reproductive, Abdommal, ENT,
and Radiological Devices

510(k) Number Kq 7 5 5 /l (q

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known):‘Af (’/13 -S_Jjﬁ__,_

Device Name: %77 /52 4/’1({ e

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Otheyx

_ 1. Slight _'Xl. High Frequency X_l. Low tolerance
-~ Precipitously Sloping To Loudness

ZS__Q- Mild , _>_€2 Gradually Sloping 2.

K'_l Moderate ___3. Reverse Slope 3.

-.X(" Severe A&. Flat

___ 5. Profound _)_(_ S. Other j”@clr[’/%;"s /lv' //(/é on

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background neise, must be supported by clinical
data.)

. Lt Ar /)/,u/qg/;/j Y j%’/t/fﬂ/z.'/irw/cb// #L_

2. fbeod Jor Shose o /T Miow G
I
AE
3.

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

Concurrenge of CDRH, Office of Device Evaluation (ODE)

e /& acanS

(Division Sign-Off)
Division of Reproductive, Abdommal ENT,
and Radiological Devices

510(k) Number _ Kq 736 7 (ﬁ

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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{ 510(k} Number (1f known) vi{v_%l—zé 7,,?,,‘#__#*

Device Name:_“%7 /52 //76 ~/A},‘_ﬂ —

Indications For Use:

A. Genecral Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other

_l. Slight ___ 1. High Frequency _il. Low tolerance ~
— Precipitously Sloping To Loudness

X?. Mild ‘ A"]_. Gradually Sloping 2.

__)j__B. Moderate 3. Reverse Slope 3.

_X_&. Sexvrere _2(14 Flat
( ___ 5. Profound _LS OtherﬁéfCC/ ///@,,, /f/"’ /[ﬁ e

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

/7/(){//4[‘ /0///’/17;/7/7 E’V//% J{/.Sﬂ///{'(///[‘l/ /7/Z .

77)¢<>J ¢ Aho Am/e A Ve e oé//t,%wj xe @77(/(7&’

, J

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

_Qﬂvw/ /o &VW

(Division Sign- Off)

Division of Reproductive, Abdommal ENT,
and Radlologlcal Devices

510(k) Number Kq 7 5 67 q

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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K 973579 Page.S 0623

( 510 (k) Number (if known}):

Device Name: //777//’ 9?7/0 //L

Indications For Use:

A. General Indications:

onduction hearing aids in this
individuals with impaired

4 for individuals with losses in
te space(s)):

The indication for use of the air ¢
submission is to amplify sound for
hearing. The devices are indicate
the following category(ies). {Check appropria

Severity: Configuration: Other
1. Slight 2 gl.-l{igh Frequency . - Xl- Low tolerance
- Precipitously Sloping To Loudness
2. Mild _ E 2. Gradually Sloping /2 Shah folerance o
gy U fovdrVESS
83‘ Moderate A3. Reverse Slope 3.
54. Severe E'&. Flat
XS. Profound ZgS other SFo0f
/

B. Specific Indications (Only if appropriate.):
(Most psychoacoustlc indications such as improved speech.
intelligibility in background noise, must be supported by clinical

data.)

/7/“"'/ /é/ Severe “ﬂ/t//w//o/ ML ahefher
ST . _

(e

Cjo‘/zTé/uC-/lfu5 i€

3.

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

Concurrence gf CDRH, Office of Device Evaluation (ODE)

/Wéz [(;WM

(Division Sign-Off)
Division of Reproducnve, Abdominal, ENT,
and Radiological Devices

510(k) Number K 7 25 7 q

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510 (k) Number (if known)g;wéé QL]L?§§ ,Miigyrw

Device Name: M dgl/ﬂén_*ﬁ_##_

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
1. Slight X 1. High Frequency Z 1. Low tolerance
— Precipitously Sloping To Loudness
2. Mild _><2. Gradually Sloping X 2. lﬁﬁﬁ /O/r’/dnéé
fE Leodns)
x3. Moderate 3. Reverse Slope 3.

X&. Severe 4L, Flat
5. Profound ¥ 5. Othe pr//)lA‘)US' S coop
[ZL"‘ / ) T

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

1. (00 A’ ol edate - §evers e o o0
(}0540/(/ I8 A«/ c /7/4 .

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CORTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Vet 4, o

(Division Sign-Off) 4
Division of Reproductive, Abdominal, ENT,

and Radiological Deviges
—
510(k) Number K§7ob7ﬂ
Restricted device (per 21 CFR 801.420 & .
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510(k) Number (if known): )IZ yER 79

Device Name: //7;/] 02%0 ﬂ/;

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
The devices are indicated for individuals with losses in

hearing.
the following category(ies). (Check appropriate space(s)):
Severity: Configuration: Othery
1. Slight ‘Zﬁ. High Frequency . o X\l. Low tolerance
- Precipitously Sloping To Loudness
2. Mild ' 2. Gradually Sloping 2.
s
A\ 3. Moderate 3. Reverse Slope 3.
4. Severe 4. Flat

5. Profound ’ZCS . Other7ﬂ[€Cl/Z’/ %Cn/_g" éj) /r 57(/%“

B. Specific Indications (Only if appropriate.):
{Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)
1. Eme//d a oy Led - moderife Jbﬂ;o//.x-&mw/ 17¢ -

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF REEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0ff) /

.Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number 0’ 7 g 67 OI

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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{ 510(k} Numbey (if lcnown):_ﬂ(__{{ ? /3 ‘3_7?

Device Name: 4/7"7 Zé’& 4@:__—. S

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing alds in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
_1. Slight 1. High Frequency XJ- Low tolerance
— Precipitously Sloping To Loudness
X2, witg X 2. Gradually Sloping 2.
XJ. Moderate __ 3. Reverse Slope 3.
4, Severe Kl« Flat
( ___ 5. Profound 5. Other

B. Specific Indications (Only if appropriate.}:
{(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1. (e %/ Seasors fewrst L A(//}”/l? Loty
J

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

é/rvm/ / ﬂWW

(Division Siga-Off)

Division of Repmducnve Abdominal, ENT,
and Radiological Devic

510¢k) Number Zq 73 /)ﬂ

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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K Gql3 5749

( 510(k} Number (if known): [ R

Device Name: 47% Zf_é'[é{”

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
_ 1. Slight _54*1. High Frequency _;§L1. Low tolerance
- Precipitously Sloping , Ta Loudness
K. Mild Y.2. Gradually Sloping 2.
X_B. Moderate 3. Reverse Slope 3.
___ 4., Severe 4, Flat
5. Profound >. Other

{ T - T T
B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1. /’f i /{f Sensorife st L /7(”77 /(). Less

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Lo £ by

(Dmsmn Sign-Off)

Division of Reproductive, Abdommal, ENT,
and Radiological Devi

510(k) Number__ /367 73574

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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PauCJ@EP(ézf;
{ 510(k) Number (if known): €\

Device Name: {2?@(ﬂ538§{§1}~53{22}7

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Othey
1. Slight 1. High Frequency X 1. Low tolerance
— Precipitously Slopiug Tao Loudness
X 2. Mild ;5;2. Gradually Sloping 2.

x 3. Moderate gii. Reverse Slope 3.
.'&;5- Severe j}(&. Flat

5. Profound 5. Other

——

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1.

3.

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

Concurr?pce of CDRH, Office of Device Evaluation (ODE)

Lo / /.@va
(Division Sign-0ff) 4

Division of Reproductive, Abdominal, ENT,
and Radiological Device

510(k) Number Ké/] % 5’7 q

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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~ Paucvél_o[JZLéf
( 510(k) Number (1if known) Jéﬂz ? iz-_q__._

Device Name:wrv_r/%{__zév?v ,/j/,‘%ﬂ/)

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Confipuration: Othey
___1. Slight Y. High Frequency 1. Low tolerance
— Precipitously Sloping To Loudness
12. Mild »{T/{Li’. Gradually Sloping 2.
ﬁKB. Hoderate 3. Reverse Slope 3.
)_( Severe 2(& Flat
5. Profound 5. Other

|
|

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

V. SECiTIeALy  on ZRese e /B s v AT et
- 7/
2. Zdeil / - Ao /c’//fy o SErs

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

_(Q"M// /éf/’””"‘/\

(Division Sign-Gff)
Division of Reproductxve Abdominal, ENT,

and Radiological Devices
510(k) Number @ 7 g

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): é Eé 73 D 7?

Device Name: %7/’1 Zéé)/f//[)

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids 1in this
submission is to amplify sound for jndividuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)}:

- Severxrity: Configuration: Other
1. Slight 1. High Frequency x 1. Low tolerance
- Precipitously Sloping To Loudness
2. Mild 7 /2. Gradually Sloping 2.
/
A 3. Moderate 3. Reverse Slope 3.
) : — a—

A 4, Severe X 4. Flat

5. Profound W 5. Other _§J&07 e fous
7 / / 7 (/

B. Specific Indicaticns (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

1. (oo o/ %,. w7 A - Sever? J‘f/’/Jo/‘/ﬂp(/,/‘A/ /7/4 -
2.

3.

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

ConcurrenZOf CDRH, Office of Device Evaluation (ODE)

(Divisiou: 5iu-0ff)

Division of Reproductive, Abdominal, ENT,
and Radioiogical Devices

510(k) Number /<Q7 %57 7

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): Wf<~ C?~]'3 ij?jzﬂ_w

Device Name: Aﬂ/ /74”/ 7:/?(15

Indications For Use:
A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other

1. Slight ___;1. High Frequency ' x_l. Low tolerance
— Precipitously Sloping To Loudness

;ZS?. Mild ;Zi}. Gradually Sloping 2.

2&:}- HModerate 3. Reverse Slope 3.

2(4. Severe 4. Flat

wy

5. Profound

g, ) '; oogl
. Other _Qfec pfods bugpen) (0 1 K7
T K 14 0
B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech

intelligibility in background noise, must be supported by clinical
data.)

e af S e S tggosed o

3 @ (
Z ot /mv ol Y R.J well (-

2 S cwd gt I Wroues.

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CORTINUE ON ANOTHER PAGE IF NEEDED)

Concurr?; of CDRH, Office of Device Evaluation (ODE)

oo [1. fotirn

(Division Sign-Off)
Division of Reproductive, Abdommal ENT,
and Radiological Devices

510(k) Number <A1 25719

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)




Paggﬁiﬁoﬁéég

510(k) Number (if known):rﬁwﬁ_ ?73 2 ,?_?_4-,

Device Name: /7377 “;79€;£i{f1,

Indications For Use:
A. Gencral Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
1. Slight ;K;}. l{igh Frequency “24}. Low tolerance
- Precipitously Sloping Ta Loudness
~X:2. Mild ;Xiﬁ. Gradually Sloping 2.
<4§;3. Moderate 3. Reverse Slope 3.
»}{f, Severe k. Flat
i 5. Profound 5. OLher\ri , P

- — —f v

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

L. W 7vEE BTE o)) Fod  pow Advi T3

2 (roce! %) el — Sev SVHL

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Givenl G %yﬂv

(Division Sign-Off) 4
Division of Reproductive, Abdominal, ENT,
and Radiological Dey L?e

510(k) Number K&, 1J514

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)

¥
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d 510(k) Number (if known): fLyCills*éZ?_,_

Device Name: 4/AW‘~;é%i:jéfi§1

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
subnmission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
_ 1. Slight __.1. High Frequency - _><_l. Low tolerance
- Precipitously Sloping. . __To Loudness
_ZQZ- Mild _zéé. Gradually Sloping 2.
AZ<}. Moderate 3. Reverse Slope 3.
_jglé‘ Severe ~2g;_ Flat
(‘ 5. Profound 5. Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1. /’g/)ﬁ/////ﬁ’.’{ ‘-(/2'(’ /jbﬁ/// /ﬁ{ﬂ/f ,//fd/.-//d
2. /’;oc‘ a %/ J/V//Z/

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CORTINUE ON ANOTHER PAGE IF NEEDED)

Concurrenfz of CDRH, Office of Device Evaluation (ODE)

- 7
Yo £y
(Division Sign-Off) ¢

Division of Reproductive, Abdominal, ENT,
and Radiological De%ces

510(k) Number 7357 4

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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/7q Paz;c/‘ﬁ_o(JZ:)/

510(k) Number (if known): 7%'?:]?1:5

Device Name:#‘Mzrﬁfjftﬂj:____,________

Indications For Use:

A. General Indications:

The jindication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other
1. Slight )_(l- High Frequency 1. Low tolerance
- Precipitously Sloping To Loudness
LQ. Mild ___ 2. Gradually Sloping 1/2. /Lf//v /4([3‘(\/01452/ /m/ﬁl"
7)<3. Moderate ___3. Reverse Slope _KL h/qA JelesAcr
+4 Severe 4. Flat /< Lowcliels
5. Profound 5. Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CORTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence. of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) 4

Division of Reproductive, Abdominal, ENT,
and Radiological

Deviges
510(k) Number /M? 3517 /i

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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bar,c!] ) [VZ%/
510(Kk) Number (1f known): #; 3;7:}_éZ251#_4

Device Namei___vﬁJééﬁi B Jﬁ%gAjggé?ZZZo -

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses 1in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Othe{
1. Slight 1. High Frequency 'Kl. Low tolerance
" -~ Precipitously Sloping . ~ To Loudness
2. Mild )Q) Gradually Sloping I SR
%éis. Moderate 3. Reverse Slope 3.
45{?. Severe 7>$$. Flat
5. Profound 5. Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1. 5}//”[/ cr /C ",;// /jf /4/ vﬂ/,{: 3fal i"‘/ ’ P ﬁ//b/// (-'//74 .
. / s

2. A‘L/G/r’/f L ﬁ/ Ao/ /6%//@ /fyc/ AELS

J

3.

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

f CDRH, Office of Device Evaluation (ODE)

(Division Sign-0ff) 4

Division of Reproductive, Abdominal, ENT,
and Radiological

Devices
510(k) Number /g ‘hlﬂ 19

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)

Concurrence
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{ 510(k) Number (if known): K 6173 b/?

Device Name: /%7// %\0/40

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

» Severity: Configuration: Other
1. Slight 1. High Frequency X 1. Lov tolerance
— Precipitously Sloping To Loudness
/ ) oy P
Mild )N\2. Gradually Sloping /2. [ r9h e lerasnc

g LcnecleS s

————2. DU JE—
X 3. Moderate _’AJ. Reverse Slope 3.
X4

. Severe Flat

,XJ R
_/XS. Profound LS Other\g(-oo//\ -

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

1. (oo d 7/074 ﬂ%ﬁ(’/ Cordoc oy ..

2.

3.

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

Concurrence; CDRH, Office of Device Evaluation (ODE)

. . N 7
bird &, Loy irone
(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,
and Radiological i

Deviges
510(k) Number /‘;4?7 Lﬁ? q

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): ﬁp( 73 $19

Device Name: /&gﬂf f73596%2£?

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
The devices are indicated for individuals with losses in

hearing.
the following category(ies). (Check appropriate space(s)):
‘Severity: Configuration: Other
1. Slight - 1. High Frequency ;{. Low tolerance
- Precipitously Sloping To Loudness
2. Mild X2. Gradually Sloping A /44 ./é,/emmwé
' ‘ / J Levgpy £
X _3. Moderate A 3. Reverse Slope 3.
é 4. Severe 3 4, Flat
va / .
A 5. Profound A S. Other . {(ge0y
- 7

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

1. /fwo/ ér //{/“"/0/ é’fwa/'ua/mf -

3.

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

Concurrence af CDRH, Office of Device Evaluation (ODE)

(i [ ogirnr

(Division Sign-Off) 4
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number k413599

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): Zé, j E%_§L2§2_~

Device Name:

/%%k{j Cll/éy

Indications For Use.

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuvals with impaired

hearing.

the following category(ies).

The devices are indicated for individuals with losses in

(Check appropriate space(s)):

Severity: Configuration: Other
1. Slight ___ 1. High Frequency jf:}. Low tolerance
- Precipitously Sloping To Loudness
EQ_?- Mild ﬂZéﬁ. Gradually Sloping 2.
JZEQ. Moderate 3. Reverse Slope 3.
ngg. Severe qziﬁ, Flat
5. Profound S. Other

B. Specific Indications

(Only if appropriate.):

(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)
1. /—-‘—/.;c/[/ «»”./ /}/1‘,// - f‘r’ e C //é éf’(Wf”
7 e Py A /'< ‘-;)(‘/
h5249/7 o om0 Lo C 27 e “7 "‘ﬁ/fv’/"’z >
P v%ﬁ;"
2. L o,pe Loi Ger7e o APl
//
o el
3.

(PLEASE DO NOT WRITE BELOW THIS LINE.

CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence

f CDRH, Office of Device Fvaluation (ODE)

ﬁﬁvvﬂf 7 42%/kbrﬂ/L

(DlV]Slon Sign-Off)
Division of chroducuve Abdominal, ENT,

and Radiological Devices
510(k) Number j

Restricted device (per 21 CFR

97357

801.420 & 21 CFR 801.421)
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Page J/ 0 fz_{
i 510(k) Number (if knoun):_____ﬂﬁ_ﬂw}_,gj

Device Name: /%//’7 9/¢7

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in

the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other

l. Slight 1. High Frequency 1. Low tolerance
-~ Precipitously Sloping To Loudness

AQ- Mild X;Q. Gradually Sloping K. /ﬂ/‘]/L A’/é/"-*"‘ﬂ
v 4 ~ f(’('\ Z;ru.‘.C//J-"f/

XZ&. Moderate 3. Reverse Slope 3.
. Severe 2:& Flat
5. Profound S. Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

_'/6144/ 4 ﬁ//ﬂ/&
(Division Sign-Off) q

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number K///} «3\')/7?

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)




2, pirgr S OO R 17~ Byt b e

PageﬁZofgj

510(k) Number (if known):__bwzﬂb*?j__,_
Device Name: {4'22 130

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other

___ 1. Slight 1. High Frequency 1. Low tolerance
— Precipitously Sloping To Loudness

2. Mild _ Z{z. Gradually Sloping : Kz. //9( /4')/(/477(@

Fo Lovdnesl

X3. Moderate 3. Reverse Slope 3.
2§ . Severe 4, Flat
v ! r -‘/‘
S. Profound /Vg S. Gther /M 20 /Ul (C'-", /(///Z/"
7 -

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE OR ANOTHER PAGE IF NEEDED)

Concurrence of /CDRH, Office of Device Evaluation (ODE)

W // ﬁ%m/m

(Division Sign-Off)
Division of Reproductive, Abdommal ENT,
and.Radiological Dey, qlces

510(k) Number

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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( 510(k) Number (if known): lf( 9 7};276}

ki
Device Name: %’% j@l

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Othey
1. Slight ‘1. High Frequency . 1. Low tolerance
- Precipitously Sloplng To Loudness
st /L
2. Mild 1;/2- Graduzlly Sloping /W// Aé’”‘
' ~ 7 ‘ﬂ«b(/'\—//
(// /M
_(.».'3. Moderate 3. Reverse Slope 3.
XL Sovers )<L Fla-
/ 5. Profound S. Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

3.

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

. Concurrence CDRH, Office of Device Evaluation (ODE)

(Dmslon Sigan- Oft‘)
Division of Reproductive, Abdommal, ENT,
and Radiological Devnccs

510(k) Number /4 ?]‘f 79

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): k q73 57?

Device Name: /4427 {62Z24V%i

Indications For Use:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with 1rf1pa1red
The devices are indicated for individuals with losses in

hearing. :
the following category(ies). (Check appropriate space(s)):
| Severity: Configuration: Other
__ 1. Slight 1. High Frequency 1. Low tolerance
- Precipitously Sloping To Loudness

N

2. HMild /\/2. Gradually Sloping XZ- /4fﬁ /Zﬂ/f/'””‘

’ T A Lol

3. Moderate A 3. Reverse Slope 3.

_L&. Severe 14- Flat
__)LS. Profound LS. Other\ﬂgﬂé%

B. Specific Indicatiocns (QOnly if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical

data.)

1. (’70&’(“// /A/&;/‘ /:J/c/,/ e Cor? O/uo/éy{ /Z/ .

3.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

A/’V//éw

(Division Sign-Off)
Division of Reproductive, Abdommal, ENT,

and Radiological D viges N0l
510(k) Number /% é 195 79

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)
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510(k) Number (if known): K 9732/,2_?‘___
o7 £6C T-AGS

Indications For Use:

Device Name:

A. General Indications:

The indication for use of the air conduction hearing aids in this
submission is to amplify sound for individuals with impaired
hearing. The devices are indicated for individuals with losses in
the following category(ies). (Check appropriate space(s)):

Severity: Configuration: Other

1. Slight 1.

2. Mild X2.

3. Moderate /3.

2S4. Severe 4,

_&. Low tolerance

lagh Frequency
To Loudness

— Precipitously Sloping

Gradually Sloping 2.
Reverse Slope 3.
Flat

AS. Profound /( 5.

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech
intelligibility in background noise, must be supported by clinical
data.)

Other f(UU/ﬂ

1. //// s 7 fe // V2L A 4 //4wr”0/
S Co, fogues @8 wer)d @S G by s T Lowof

2. A R A AM&M,% .

3.

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

Concurrenceg”of CDRH, Office of Device Evaluation (ODE)

il [ f e

(Division Sign-Off)
Division of Reproducuvc Abdominal, ENT,
and Radiological Devices

510¢k) Numberﬁq ?j\5/74

Restricted device (per 21 CFR 801.420 & 21 CFR 801.421)




