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C_ DEPARTMENT OF HEALTH ‘& HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG =T 1997

Craig Bloomingburg " . a Re: K971807"

President Hear-Right Hearing Aidsl; Models: Hidden CIC (HP,
Hear-Right, Inc. HL, HK, H JC), Cardinal ITC (CP, CL. CK)

2606 Villa Prom Suite 74 Eagle ITE (EP, EL, EK, EB)

Oklahoma City, OK 73107 Dated: May 8, 1997

Received: May 15, 1997
Regulatory class: |
21 CFR 874.3300/Procode: 77 ESD

Dear Mr. Bloomingham:

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 Il (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 Regulatigns, 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 concemning
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 decmed subsianiially cquivalent to cilicr tegally marketed hearing aids, please Le
advised that electromagnetic interference irom digita! cellular telephones, as well as from ciher sources is
increasingly becoming a concern. Typically, this interference takes the form of a buzzing sound that can
range from annoving to very loud and may render a hearing aid temporarily incffective for the wearer.
Because clectromagnetic 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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10
for jn vitrg diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for
guestions 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
Intemet address “http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

A2 [aut

Lillian Yin, Ph.D.

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

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



510(i.) Number (if knoun): KC77/§ 07 _EageL_uf_'Llf_

Deviie Name:: N Qdea CT ¢ K- C%ﬁ\c;?fogfo.mmo'\:’\b (&P)

Indi.:ationi: For Use:
A, General Indications:

The indication for use aof the air conduction hearing aids in this

- submission is to amplify sound for individuals with impaired
- hearing. The dewvices are .indicated for..individuals with losses in. .. .
the following category{ies). {Check appropriate spacef(s)):

Seve "ity: Configuration: Other

L. Slight ~::f. High Frequeuncy ;::;. Lovw tolerance
— Precipitously Sloping To Loudness

:::é‘ Mild Jgia. Gradually Slaping _ 2, -

_ti;. Modecate 3. Reverse Slope ‘ 3.

4, Severe __fif Flav

__ 5., Profuund ___5. Other

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

1.

(PLEASE DO NQT WRITE BELOW THIS LIRE. CORTINUE ON ANOTHER PAGE If NEEDED)

iie&lugon (ODE)

(Division Sign-Off)
Divisicn of Reproductive, Abdcn.ra!, ENT,
and Radxologwl Devices

510(k) Number /G 7/ FoO7

Concurrence of CDRH. Office o

Restricted device (per 21 CPR 801.42C & 21 CFR 801.421)



T rase of_[]
510(i:) Number (if k“°”“)‘~—__52iz__zu§? .::Z. Page. o _11/

Devire Nam:: YN;Adrn Liarae Cxre  C(RLY
Indl:ations For Use:

A. General Iandicartions:

The indication for use of the air condyction hescing 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)):

Seve "1ty; Configuration: Other
1. slight {__1 High Frequency ___'. Low tolerance
- Precipitously Sloping To Loudness
_::3. Mild ~ 2. Gradually Sloping 2. ‘
_{3. Modecate ___ ). Reverse Slope I PR
__%. Severe ;ﬁ:}. Flart
5, Profound 3. other

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

L.

3.

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE 1F NEEDED)

ati;%;ﬁODE)
o= [P
ivision Sign-Offy  (
Diviston of Reproductive, Abdominal, ENT,
and Radiological Devices
-y
510(k) Number K6}7 /J’J7

Concurrence of CDRH, Office of Davice E

Restricred device (ser 21 CFR 801,42C & 21 CFR 80!.42v) ,




51G(i.) Number (if known): j’(q 7 / g<2_7 l‘an_q{_/_j

Devive Nam':: h\.LAéLQ E-Qm@ CtCA ( HK\

Indi:ations Fox Use:

A. General Iadicatjons:

The indicaclan for use of the air conduction hencing aids in chis
submission is to amplify sound for individuals with inpaired
hearing. The devices are indicated. for. individuale with losses in
the tollowing category(ies). (Check appropriate space(s)):

Seve "ity: Configuration: Gther
1. Slight :{l High Frequency l/l. Lovw tolerance
-~ Precipitously Sloping To Loudness
__‘_/__2. Mild ' __1{2 Cradually Sloping 2.
- i
7 3. Modecate 3. Reverse Slope 3.
v . Severe __A/_&. Flat
5. Profound 5. Other ~

B. Specific Indications (Ouly if appropriate.)!
(Most psychoacoustic indicaticns such as improved spcech _
intelligibility in background noise, must be supported by clinical

data.)

l.

3.

(PLEFASE 0O NOT WRITE BELOW THIS LINP. CONTINUE OR ANOTHEB PAGE IF NEEDED)

Concurrence of CDRH. Office of Devi aluw (ODE)
—

it

sion of Reproductive, Abdominel, BNT,
wid Radiclegical Devices

5:0(k) Number Kg2tk07

Restricred device {(per 21 CFR 801.420 & 21 CPR 801,421}
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510¢i) Number (if known): ﬁq7 / 50_7_

Widdeig OC ¢x¢ (RTe)

Indi:ations For Use:

Deviive Name::

A. Ceneral Indicartions:

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

Seve "iLy:

‘/1. Slight 1.

_::E. Mild i

__3. Modecate N

4., severe ~:ﬁ?.
5. Profound 5.

B. Specific Indications

Cunfiguration:

Other
High Frequency 1. Lov tolerance
~ Precipitously Sloping To Loudness
Gradually Sloping 2. .
Reverse Slope 3.
Flat
Other

(Only if appropriate.):

(Most psychoacoustic indicatiens such as improved speech _
intclligibility in background noise, must be supported by clinical
data.)

(PLEASE 0O NOT WRLTE BELOUW THIS LINR. CORTIRUE ON ANOTHER PAGE LFf NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

e &

//-

(Civision Siga-Gff) ¢/
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510¢k) Numberi‘<97/pc07

Restricted device (per 21 CFR B01.420 & 21 CPR 801.621)
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510} Numher~(—if: Knoun) : }T 77 /?()7

Deviie Na.muC@_; Aiaa \ X YTC X- @ ’—'PCQ%go.m-w\Q,\o le CQ-?)

Indi-:ations For Use:
A. Cineral Indications:

The indication for use of the air conduction hescing aids in this

submission is to. amplify sound.for individuals with.impaired .- :
hearing. The devices are indicated-for-individuals with {osses-im— -~ -—
the following rategory(ies). {Check appropriate space(s)):

Seve "ity: Configuration: Other
__ 1. slignht _f High Frequency ¢ 1. Low talerance
- Precipitously Slaping To Loudness
2. Mild 3. Gradually Sloping 2. .
V3, Moderate 3. Reverse-Slope ‘ 3.
___h. Severe __4 Flat
5. Profuund 5, Other

B. Specific Indications (Only if appropriate.):
(Most psychoacoustic indications such as improved speech 4
intelligibility in background noise, must be supported by clinical

data.)

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

Concurrcnce of CDRH, Office of Device BV tipn (OD ’//

(Division Slgn-0ff)y [/
Divizion of Reproductive, Abdomiasl, ENT,
arid Radiological Devices

s10(k) Number KG2/FC 7

Restricted device (per 21 CFR 801.420 & 21 CFR 301.421)




. . }
51001} Number (if known): K ?7/?&7 E’aceé,_o _[L

device Nam:: Coedinal T Linarace (Q1D

Indi..ation:s For Use:

A. Guneral Indications:

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

the tollowing category(ies). {(Check appropriate space(s)):

Seve "ity: Configuration: Other
__l. slight 41. High Frequency ___ 1. Low tolerance
~ Precipitously Sloping To Loudness
_é. Mild _‘“/2 Gradually Sloping 2, ‘
é. Moderate ___ 3. Reverse Slope __3.
__ &, Severe _:{?i 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.)

(PLEASE 00 NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE 1F NEEDED)

Concurrence of CDRH, Office of Device Evalu (ODE

F—
0—";;542:26?;7
A .
{Division Sign-Off) Ve
Division uf Reproductivé, Abdomieal, ENT,
and Radiologicai Devices ' '

5:0(k) Number {X G2/ 50 7

Restricted device {per 21 CFR 801.42G & 21 CKR 801.4171)
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’ /
510(i) Number (if known): /’Y 97/ 80‘2 ) Page_Zof___“;[ .

Devive Name: ch Arcal _TYTC K-Ame X

Indi:ations For Use:
A. Guneral Indications:

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

-submjission is to amplify sound for individuals with impaired ...
- hearing., The devices ‘arc indicated-for- -individuals with losses -in-

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

Seve -ity: Configuration: Other
1. slignt ~_{l, High Frequency ___‘__/l l.ow tolerance
- Precipitously Sloping To Loudness
__‘/2. Mild ___r/“f Gradually Sloping 2. ’
__é. Modecate ____ 3. Reverse Slope 3.
___ 4, Severe _iz Flav
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 clinlcal
data.)

L.

(PLEASE 0Q NOT WRITE BELOY THIS LIKE. CONTINUE ON ANOTHER PAGE If NEEDED)

Concurrence of CDRH. Office of Device Evalua)iaen (O

{Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiologicai Devices

510{k) Number /<G 2450 7

Restricted device (per 21 CPR 801.420 & 21 CFR 801.421)
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5100} Number (if knouwn): /T£/7 /ga 7 . N

R Ce®d

Devie Nam.::_E_QqL)_ e b-(—\m;‘) ;E‘Q%C%t'm@\o\h
~J

Indi:ation:; For Use:
a. Guneral Iudications:

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

hearing.
the following category(ies), (Check appropriate space(s)):
Seve 'ity: Configuration: Other
1. Slignht __'6 H{igh Frequency ____4 Low tolerance
— Precipitously Sloping To Loudness :
__-_é Mild /2. Gradually Sloping 2. ' ' '
_ﬁ. Modecate __ 3. BReversec Slope l,
__ 4. Severe _/b 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.) |

(PLEASE 00 NOT WRITE BELOW THIS LINF. CONTINUE ON ANOTHER PAGE IF l;(EEDED)

Concurrence of CDRH, Office of Devic?luacio {ODE )
—a I~y m
(Division Sign-Off)
Division of Reproductive, Abdomingl, ENT,
and Radiological Dsvices '

510(k) Number [X G2/ 60 7

Restricted device (per 21 CPR 801.420 & 21 TPR B01.411}
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510(i:} Number (if known): AjT-C];Z,/ 5;2:)j7.

Devire Namu-::fa%u_ TR\ iotac CE.L)

Indiation:s For Use:
A. General [ndications:

The indication for use of the air conduction hearing aids in this
submission is o amplify sound for individuals with impaired
hearing. The devices are  indicated for iundividuals withlosges in ~
the tollowing category({ies). (Check appropriate space(s)): -

Seve "ity: Canfiguration: Other
__ 1. Slignht . ‘/_l High Frequency 1. Low tolerance
- Precipitously Sloping To Loudness
_ 2. Mild ﬁ Cradually Sloping 2. .
__,'6. Modecate __'/3 Reverse Slope I PO
_4 Severe AL Flat
__5, Profgund ___5. Other

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

data.)

1.

(PLEASE DO NOT WR(TF BELOW THIS LINF. CONTIRUE OR ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Eval atio%ﬂ
—
/s 7

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
ani Radioiogicai Devices

s100¢) Numbver [SG 7/ §C 7

Restrictad device (per 21 CFR 801.420 & 21 CPR €01.421)




Paze/O of
510¢i) Number (if knoun):___/__/Lq 7/J?Jé 7__ e ’ .LL

Devive Name: ga%u T K-Qme L&K)

Indi:ations For Use:
&. General Iandications:

The inalcation for use of the air conduction hexuring aids in cthis
submission is to amplify sound for individuals wvith impaired
hearing. The devices are indicated for individuals with losseg in
the following category(ies). {(Check appropriace space(s)):

Seve "ity: Caonfiguration: Other
1. Slight “{iﬁ, High Frequency ‘:::i. Low tolerance
- Precipitously Sloping To Loudness
2. rMild /2. Gradually Sloping B
_'_4 Modercate ___ 3. Reverse Slapc 3.
_. 4. Severe _:ﬁ?. Flat
__ 5, profound 5. Other

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

data,)

3.

(PLEASE 00 NOT WRITE BRLOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Dﬁ)’f BEyalua w

Division Sign-Off)
Diviston of Rc"mduc!:ve. Abdomiaal, ENT,
and Radinicgical Devices

510(k) Number /'Z97”?07

Restricted device (per 21 CFR 801.420 & ?1 CFR BC).421)




: . e ¢ //
310¢4:) Number (if kKnown): _I}_/\ q7 /S/Qj .. “Sej_L-"

Deviire Nam:: E‘no:}_g T 1% "PUS\.'\/PL.L.LL CED)

Indi:ations For Use:
A. General Indications:

The indicatrion for use of the air conduction hearing aids in chis
submission is to amplify sound for individuals with impaired
hearing. The devices ‘arc indicated-for-individuals with losseg in-
the following category(ies). {(Check appropriacte space(s))y: - -~~~

Seve fity: Configuration: Other

1. slight __..l. High Frequency Y. Low tolerance
- Precipitously Sloping To Loudness

2 Mild ._12 Gradually Slaping _ 2. -

__“_/. Moderate _»{3 Reverse Slope 3.

inz. Severe J{:;. Flat

5. Profuund ___ 5. Other

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

(PLEASE DO NOT WRITE BELOW THIS LINKE. CONTINGE ON ANOTHER PAGL IP NEEDED)

Concurrence of CDRH. Office of Devig

(Didisien Sign-Off)
Divi__:))aﬁ of Reproductive, Abdominsl, BNT,
and Redivlegicei Devices

S10(k) Number-l< FNUT d ?

Restcicted dsvice {per 21 CPR 801.420 & 21 GPR 8G1.421)




