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SECTION 2. SUMMARY AND CERTIFICATION

A. 510(K) SUMMARY

Summary of Safety and Effectiveness

In accordance with 21 CFR 807.92, the following information constitutes the Entific Medical
System summary for the Headband for BAHA.

SUBMITTER'S NAME: Entific Medical System
ADDRESS: P.O. Box 16024

SE-412 21 Géteborg
Sweden

CONTACT PERSON: Constance Bundy
TELEPHONE NUMBER: 612-574-1976

FAX NUMBER: 612-571-2437
DATE OF SUBMISSION: September 15, 2000

1.

Identification of device

Proprietary Name: Headband for BAHA

Common Name: Headband for Bone Conduction Hearing Aid
Classification Status: Class II per regulations 874.3300
Product Codes: LXB

Equivalent devices

Entific Medical System believes the Headband for BAHA is substantially equivalent to the
headband used with the Second Ear Bone Conduction Hearing Aid, cleared for marketing
under 510(k) K953872.

Description of the Device

The BAHA is a bone conduction-type hearing aid. Unlike conventional hearing aids, which
depend on acoustic coupling through the air, the BAHA is based on a bone conduction
technology. Sound is transmitted directly through the bones of the skull to the cochlea,
bypassing the middle ear.

The BAHA is usually connected to a fixture pillar, which has been surgically placed in the
bone behind the ear. Use of the headband allows the BAHA to be held against the skin
behind the ear. With the headband, there is no fixture pillar implanted. See B.3 System
Diagram. BAHA with headband consists of the same components as the BAHA Classic
300 and Cordelle II minus the components necessary for the surgical attachment.

Intended use

The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for conductive

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 6
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losses compounded by congenital or secondary obstruction of auditory air conduction

mechanisms.

Technological characteristics, comparison to predicate device.

Comparison table
Characteristic Predicate device: Second Ear | Headband for BAHA
— Bone Conduction Hearing
Aid.
Material Medical Grade Plastic Peek
Intended Use Moderate to severe conductive |Same
hearing losses. Particularly
useful for conductive losses
compounded by congenital or
secondary obstruction of
auditory air conduction
mechanisms.
Power requirement | 4.8 VDC Nickel-Metal-Hybride | R675 Zink Air —- BAHA
Battery Classic 300
Nickel-Metal-Hybride 9V
{6F22 — BAHA Cordelle I
Max gain 57dB 133 dB - BAHA Classic 300
55 dB — BAHA Cordelle II
Frequency response | 150 Hz— 8 KHz 125 Hz—- 8§ KHz

Manufacturer Wordcomp International Entific Medical Systems
Classification code |LXB Same

K-number K953872 Pending

Conclusion

It is the conclusion of Entific Medical System that the Headband for BAHA is substantially
equivalent to devices already on the market (cleared by the 510(k) process) and presents no

new concerns about safety and effectiveness.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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"/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

0CT 1 7 2000

Ms. Constance G. Bundy

C.G. Bundy Associates, Inc.

6470 Riverview Terrace
Minneapolis, MN 55432

Re: K002913 "

Trade Name: Headband for BAHA
Regulatory Class: 1I

Product Code: 77-LXB

Dated: September 15, 2000
Received: September 18, 2000

Dear Ms. Bundy:

We have reviewed your Section 510(k) notification of intent to market the device réferenced
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{A¢t). 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, Tisting of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class IT (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 Current Good
Manufacturing Practice requirements, 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 Reguster. 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 2 - Ms. Constance G. Bundy

"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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301)
594-6413. 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” (21CFR 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/dsma/dsmamain heml".
Si;c[rely zours, '

A.Ralph Rosenthal, M.D.

Director

Division of Ophthalmic and Ear,
Nose and Throat Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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B. INDICATIONS FOR USE

510(k) Number £00,1913

Device Name: Headband for BAHA

Indications for Use:

The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for
conductive losses compounded by congenital or secondary obstruction of auditory air
conduction mechanisms.

(Please do not write below this line - continue on another page if needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

2

Prescription Use / OR Over the Counter Use
(Per 21 CFR 801.109)

(Division Sign-0ff)
Divisi .
on of Ophthalmic Devices
S10() Number /. J2H5 1
Questions? Contact FDA/CDRH/OCE/DIDateBRH-+OISTATUS@fda.hhs.gov or call 301-796-8118.
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DF AN O i ALTIH & HVUMAN SERVICES Public Healih Seeace
food and Dirue Vdmnastration

Nlemroransdum

Dare: | Z//\:/

A
Fram: LDMO (IEZ-401)

Subject: Premarket Notlication Number{sh _

To: Division Dircctors Lo I __'}_)7‘\7,,.{{_—‘” \o L

The attached information has been received by the S10(k) DMC on the above referenced 510(k)
submission(s). Since a final decision has peen rendered, this record is officially closed.

Please review the attached document and return it o thié DM, with one of the statements checked
below.

o 7__!ni'ormation dees not change the status of the 510(k}; no other action required by the
[)MC; ptease add to jmage file. (Prepare K-23) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

o  Additional mforimation requires a new 5 10(k); however, the information submitted is
incomplete: (Noitify company to cubmit a new $10(K);[Prepare the K30 Letter on the LAN]

7L No response necessary (c.g., hard copy of fax for the truthiful and accuracy statement,
5 l-i)_(k)is rement, change of addrgss, phone number, ot fax number).

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the
Division of Clinical Laboratory Devices {HEF7-440

~ Information requires a CLIA CATEGORIZATION, the complexity may remain the same
as the original STO{k) or may change as a resuit of the additional information (Prepare a CAT

fetter)

_ Additional iaformation requires a CLIA CATEGO RIZATION; however, the information
submitted is incomptete; {cail or fax firm}

Mo response Recessary

This information should g returned to the DMC within 10 working days frem the date of this
) - H

_ iy
Reviewed l)y_/_,f'{/r f’f 7 ——

//
Praie: [?/ /a/f'}/

memorandum

Drealy #£2 - 9/8/99
Dieatt #3: 1/3/00
Draft #4: 37103

FONC

r)

1
v
i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118
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.. Cochlear

December 8, 2005 : o Cachlear Americas

Food and Drug Administration

400 Inverness Parkway

T, Suite 400

' Englewood, CO 80112 USA
Telephone 303 790 9010

Center for Devices and Radiological Health ’ Facsimile 303 792 9025
Document Control Center (HFZ 401) < www.cochlearcom
9200 Corporate Blvd. EARNNN

Rockvitle, MD 20850

RE:

Cochlear Americas’ Regulatory Contacts

PMA Numbers: P840024, P890027, P970051, P000015

510K Numbers: K945154, K955713, K984162, K992872, K002913, K011438,
K021837, K042017

IDE Numbers: G920119, G990155, G000213, G020272, G030210, G040122

Dear Sir or Madam:

At Eric Mann’s request, I'm writing to advise you that Dr. Anne Cosgriff is no longer employed by
Cochlear Americas and that she should not be listed as the company’s official regulatory contact.

At present, Cochlear Americas holds four, FDA-cleared, Pre-market Approval Applications and
eight 510K Applications. Please note that the 510K clearances were obtained by Entific Medical
Systems, A.B., of Gothenburg. Sweden. which is now a wholly owned subsidiary of Cochlear
Limited. Cochlear Americas is also the sponsor of six active Investigational Device Exemptions.

Two regulatory managers, Deb van den Honert and myself, manage the company’s PMA/510K
products and IDE-controlled studies. The official contact for each product/study is listed below, for
the Agency’s convenience. ’

Product/IDE Study PMA/S10K/IDE# Regulatory Manager/Contac
Nucleuas 22 Channel Cochlear
Implant System (Adults) P840024 Patti Arndt
Nucleus 22 Channel Cochlesr
‘| Implant System (Children) P890027 Patti Arndt
Nucleus 24 Cochlear Implant ,
System PI70051 Patti Arndt
Nucleus 24 Auditory Brainstem
Implant System PO0OLS Patti Arndt
Vista-Fix Craniofacial
Rehabilitation System K945154 Deb van den Honert

Hear now. And always

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Food and Drug Administration

Center for Devices and Radiological Healih
December 8, 2005

Page 2

Nuclens 24 P;E;taneous
Cochlear Implant
Nucleus Freedom Hybrid
Cochlear Implant

G9219

990155

BAHA System — Adult Indication K955713 -
BAHA System - Pediatric

Indication K984162

BAHA System - Cordelie Speech T
Processor K992872

BAHA System — Headband K062913 L
BAHA System — Bilateral

Indication K011438

BAHA System — Single-sided

Deafness Indication K021837

BAHA System — Diving Speech T
Processor | Kod2017

Penetrating Auditory Brainstem T
_Implant _G000213
_Nucleus Research Platform § Go20272
ymmetrical Hearing Loss | Gosozio -
Nuceleus System 4 Cochlear
[Implant g___k“ﬂ'lzz

Deb van den Houert B
Deb van den Honert

Deb van den Honert

Deb van den Honert
—— £ Ueh Honert

Deb van den Honert

Deb van den Honert

—_—

Deb van den Honert

Patti Arndt

Debvan den Honert
Deb van den Honert o
Patti Arndt _

Patti Arndt

Patti Arndt

Should you have questions regarding this information, please don’t hesitate to contact me at 303-
524-7162, or Deb van den Honert, Regulato:y Manager, at 303-524-6793.

Yours sincerely,

oo T
Tl Lideag b

Patti L. Amndt, CCC-A
Regulatory Affairs Manager
COCHLEAR AMERICAS

Hear now. And glways  Cochlear

I1'301-796-8118.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or ca
ues ?
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o

Food and Drug Administration
9200 Corporate Boulevard

0CT 1 7 2000 Rockville MD 20850

Ms. Constance G. Bundy
C.G. Bundy Associates, Inc.
6470 Riverview Terrace
Minneapolis, MN 55432

Re: K002913

Trade Name: Headband for BAHA
Regulatory Class: 1I

Product Code: 77-LXB

Dated: September 15, 2000
Received: September 18, 2000

Dear Ms. Bundy:

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 IT (Special Controls) or class IIT
(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 requirements, 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ){
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Page 2 - Ms. Constance G. Bundy

“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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301)
594-6413. 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” (21CFR 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

“heep://www.fda.gov/cdrh/dsma/dsmamain.heml”.
Si/r?rely fours,

A. Ralph Rosenthal, M.D.

Director

Division of Ophthalmic and Ear,
Nose and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 9
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Page 1 of 1
B. INDICATIONS FOR USE

510(k) Number £HO l‘? 13

Device Name: Headband for BAHA

Indications for Use:

The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for
conductive losses compounded by congenital or secondary obstruction of auditory air
conduction mechanisms.

(Please do not write below this line - continue on another page if needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

-

Prescription Use / OR

(Per 21 CFR 801.109)

Over the Counter Use

4

/ !
— DOl
(Division Sign-Off)

IJmiC D?vicgs %

Division of Ophtha

510(k) Number% - .
2
Questions? Contact FDA/CDRH/OCE/DIDa H-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
I‘'ood and Drug Administration

‘ - %AM Memorandum
IFrom: Reviewer(s) - Name(s) ,,,,/&zé%—l

Subject:  510(k) Numbcr#ﬁL/le[% D512 o

To: The Record - It is my recommendation {hat the subjc st 510(k) Notification:

[(dRefused to accept.
CIRequires additional information (other than refuse to accept).
gls substantially equivalent to marketed devices.

NOT substantially equivalent to marketed devices.

De Novo Classification Candidate? . Ovyes 0 NO
[(dOther (e.g., exempt by regulation, nota device, ‘cfu'plicate, etc.)
Is this device subject to Postmarket Surveillance? Oygs A % NO
Is this device subject to the Tracking Regulation? LdvYEs g NO
Was clinical data necessary to support the review of this 510(k)? LIYES &MNo |
Is this a prescription device? "QYES O nNo
Was this 510(k) reviewed by a Third Party? LIyEes i4 NO
Special 510(k)? Clyes ¥4 NO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers LIvEs lj NO

This 510(k) contains:

Truthful and Accurate Statement DRequestedB Enclosed
(;éuired for originals received 3-14-95 and after)

A 510(k) summary OR A 510(k) statement
[ The required certification and summary for class 1l devicedv /‘4’
?9 The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin RGN IjQ\JO

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [1 Confidentiality for 90 days MContinued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

F79. 3351 97 LxXE

Review:

(Branch Chict) ~  (BraAh Code) (Date)
Final Review: _ \ J e ® B é)%_b /0 //é
(Division Director) - (Date) /

Revised:8/17//99
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \/
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Document # K002913

Company Name: Entific Medical Systems
P.O. Box16024

SE-41221 Goteborg
Sweden

Contact Person: Constance Bundy
C.G. Bundy Associates
6470 Riverview Terrace
Minneapolis, MN 55432
612-574- 1976
FAX 612-571-2437

Device Name: Headband for BAHA

CLASSIFICATION NAME: Headband for Bone Conduction Hearing Aid
COMMON NAME: Headband for Bone Conduction Hearing Aid
PRODUCT TO WHICH COMPARED: (510(k) NUMBER IF KNOWN)

K955713 — BAHA Classic 300
K992892 — Cordetle I

INTENDED USE STATEMENT: The BAHA with headband is intended for patients who suffer from moderate to
severe conductive hearing losses. BAHA with headband may be particularly useful for conductive losses
compounded by congenital or secondary obstruction of auditory air conduction mechanisms.

Submission Provides:

Comparative Specifications: yes
Comparative Lab Data: no
Summary of Animal Testing: no
Summary of Clinical Testing; no
510(K) Summary: yes

GENERAL INFORMATION SUMMARY

Life-Supporting or Life-Sustaining: no
Is it an Implant? no
Software Driven: no
Sterility: no
Single Use: (repeated use by same patient) no
Home or prescription use: yes
Drug or Biologic product: no
Device a kit: no

)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



Records processed under FOIA Request #2016-4260; Released by CDRH on 07-25-2016.

K002913, page 2.

YES NO

1. IS PRODUCT A DEVICE? X - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? X - IF NO STOP
3. SAME INDICATION STATEMENT? X -IFYESGOTO 5
4. DO DIFFERENCES ALTER THE EFFECT

OR RAISE NEW ISSUES OF SAFETY OR

EFFECTIVENESS? - IF YES STOP, NE
5. SAME TECHNOLOGICAL CHARACTERISTICS? x -IFYESGOTO?7
6. COULD THE NEW CHARACTERISTICS AFFECT

SAFETY OR EFFECTIVENESS? -IFYESGOTO 8
DESCRIPTIVE CHARACTERISTICS PRECISE X -IFNOGOTO 10
ENOUGH? - IF YES STOP
8. NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS? - IF YES STOP, NE
9. ACCEPTED SCIENTIFIC METHODS EXIST? - IFNO STOP, NE

- IF NO, REQUEST DATA
10. PERFORMANCE DATA AVAILABLE?

11. DATA DEMONSTRATE EQUIVALENCE?

A. Device Description:

The BAHA is a bone conduction type hearing aid. Unlike conventional hearing aids, which depend on acoustic
coupling through the air, the BAHA is based on a bone conduction technology. Sound is transmitted directly
through the bones of the skull to the cochlea bypassing the middle ear.

The BAHA is usually connected to a fixture pillar, which has been surgically placed in the bone behind the ear. Use
of the headband allows the BAHA to be held against the skin behind the ear. With the headband, there is no fixture
pillar implanted. The BAHA with headband consists of the same components as the BAHA Classic 300 and
Cordelle II minus the components necessary for the surgical attachment.

B. Device Materials and Toxicity

The headband is made of [[SJIESIM which is the same material used in the predicate devices. This material
contacts skin only.

C. Comparative Specifications

Comparisons are made between the subject and each of the cited predicate devices. These comparisons include
intended use, technological characteristics, power requirements, gain and frequency response.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 7
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K002913, page 3.

D. Physical Properties and Performance Testing

The physical properties are well described. No performance testing is provided. There is a statement indicating that
the wearer will experience a reduced sound signal compared to a wearer of the BAHA that is attached to the
surgically implanted abutment.

E. Clinical Testing

No clinical testing is provided.

F. Sterilization

The device is not sterile.

G. Device Labeling

Sample labeling is provided.

H. 510(k) Summary or Statement

A 510(k) Summary is provided.

SUMMARY: The headband for the BAHA bone conduction hearing aid is an accessory that allows a patient to use

the device without having the surgically implanted abutment procedure. It is a low risk device that gives the user a
non-surgical option.

RECOMMENDATION:

The Headband for the BAHA is substantially equivalent to other headband devices used to assist in securing bone

anchored hearing aids to the head. This reviewer has no questions regarding the safety or effectiveness of the
headband.

CFR# 874.3300
Product Code 77-LXB
CLASS I

&’(L»d \l</ é 4'1/\ L ()//fv/A Z

Karen H. Baker, MSN, RN ~
Nurse Consultant/ENTB

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 8
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Sereening Checklist
For all Premarket Notification 510(k) Submissions

f) _Truthful and Accurate Statement

g) Indications for Use enclosure

h) SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

i) Class Il Certification & Summary (FOR ALL CLASS Il DEVICES)

J)  Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals

k) Proposed Labeling:

Device Name: Voo Jai2 K
Submitter (Company): ?@_@M el
A T
B R
B A
S R D
P
E E 1
p v T
Items which should be included I A ('3
(circle missing & needed information) ‘: T N v IF ITEM
E A IS
D L NEEDED
YES | NO | YES AND IS
1. Cover Letter clearly identifies Submission as: MISSING
a) “Special 510(k): Device Modification”
b) “Abbreviated 510(k)” oo coron
¢) Traditional 510(k) #23 245
v IFITEM IS
2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS NEEDED
Financial Certification or Disclosure Statement for 51 O(k)s with a NA YES NO ;
Clinical Study 807.87(i)
SPECIALS ABBREVIATED TRADITIONAL AND IS
{¥ES {NO | YES 1 ¥ES | NO | MISSING
a) trade name, classification name, establishment registration " U
number, device class «
b) OR a statement that the device is not yet classified FDA-may be a classific
c) identification of legally marketed equivalent device NA
d) compliance with Section 514 - performance standards
e) address of manufacturer

i) _package labeling (user info)

i) _statement of intended use

iii) _advertisements or promotional materials

i) MRI compatibility (if claimed)

l)  Comparison Information (similarities and differences) to named
legally marketed equivatent device (table preferred) should include:

i) Labeling

i) intended use

ii)__physical characteristics

<

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

b) STATEMENT - INTENDED USE AND INDICATIONS FOR

iv) _ anatomical sites of use Lo
V) performance (bench, animal, clinical) testing NA
vi) _safety characteristics NA
m) _If kit, kit certification o ; ! |
3. “SPECIALS” - ONLY FOR MODIFICATIONS TO MANUFACTURER'’S OWN CLASS Il , Ill OR RESERVED CLASS | DEVICE |

i

S

* If no - STOP not a special

DCRD form 102 (rev. 04/13/98 419 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

Page 1 L?
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USE OF-MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

b

=

c)

STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT
CHANGED*

o

*If no - STOP nota:special:

Design Control Activities Summary

i) Identification of Risk Analysis method(s) used to
assess the impact of the modification on the
device and its components, and the results of the
analysis

ii) Based on the Risk Analysis, an identification of
the verification and/or validation activities
required, including methods or tests used and
acceptance criteria to be applied

iii) A declaration of conformity with design controls.
The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

SPECIALS ABBREVIATED TRADITIONAL

YES

NO |YEs | NO | YES | NO

v IFITEM
Is
NEEDED
AND IS
MISSING

ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO REC
FILL OUT THE STANDARDS ABBREVIATED FORM ON THE H DRIVE

OGNIZED STANDARDS - PLEASE

For a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

b)

If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

c)

For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

ii) A specification, for each consensus standard,
that all requirements were met, except for

DCRD form 102 (rev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

Page 2
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inapplicable requirements or deviations noted
below

ili) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Data/information to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:

i) _component & material

i) __identify patient-contacting materials

ii) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

BN

i) _sterilization method

i) SAL

ii) packaging

iv) specify pyrogen free

v) ETO residues Y

vi) radiation dose M
c) Software validation & verification:

i) _hazard analysis

i) _level of concern 4

i) _development documentation |

iv) certification

Items shaded under “NO” are necessary for that type of submission. Circled items and items with checks
in the “Needed & M:ssmg" column must be submitted befor7ceptance of the document.

boko—") g 74

Concurrence by Review Branch: achM W/{

é N
DCRD form 102 (srev. 04/13/98 4:19 PM)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. Page 3 //
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—-401)
9200 Corporate Blvd.

September 19, 2000 Rockville, Maryland 20850
ENTIFIC MEDICAL SYSTEMS INC. 510(k) Number: K002913
C/0 GC.G. BUNDY ASSOCIATES, INC. Received: 18-SEP-2000

6470 RIVERVIEW TERRACE Product: HEADBAND FOR BAHA

MINNEAPOLIS, MN 55432
ATTN: CONSTANCE G. BUNDY

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small

Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification
510(k) Regulatory Requirements for Medical Devices" available from DSMA.
If you have other procedural or policy questions, or want information on
how to check on the status of your submission (after 90 days from the
receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html
or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Staff
Office of Device Evaluation
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. /9\
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Entific Medical System

September 15, 2000

510(k) Document Mail Center (HFZ-401)
Office of Device Evaluation

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville MD 20850

RE: Traditional 510(k) Notification for the Entific Medical System Headband for BAHA.

Attached are two (2) copies of a 510(k) Notification submitted in accordance with 21 CFR 807,
Subpart E, for the Headband for BAHA.

Entific Medical System is seeking clearance to introduce the Headband for BAHA into
commercial distribution in the U.S. The BAHA with headband is intended for patients who suffer
from moderate to severe conductive hearing losses. BAHA with headband may be particularly
useful for conductive losses compounded by congenital or secondary obstruction of auditory air
conduction mechanisms.

This submission contains confidential commercial and trade secret information and we
respectfully request maximum protection provided by the law. This submission has been
prepared for Entific Medical System by C. G. Bundy Associates, a regulatory consulting group.
Should you require further information, please contact Constance Bundy, C. G. Bundy
Associates.

Sincerely,
s ' V"' P:\\
dmx Jpncc 6. M
&
~
Constance G. Bundy <
Direct dial: 612-574-1976 %

Fax: 612-571-2437

C. G. Bundy Associates, Inc.
6470 Riverview Terrace
Minneapolis, Minnesota 55432

| g 1
Questions? Contact FDA/CDRH/OCE/DID at CDé FRIJTATUS@fda.hhs.gov or call 301-796-83488 ™~2

S /3
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Traditional 510(k)
Premarket Notification

Entific Medical System
Headband for BAHA

September 15, 2000

Submitted by:

C. G. Bundy Associates, Inc.
6470 Riverview Terrace
Minneapolis, Minnesota 55432
Direct dial: 612-574-1976

Fax: 612-571-2437

Email: cgbundy@attglobal.net

. 1Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SECTION 1. GENERAL INFORMATION

A. GENERAL INFORMATION

SUBMITTER'S NAME: Entific Medical System

ADDRESS: P.O. Box 16024
SE-412 21 Géteborg
Sweden

CONTACT PERSON: Constance Bundy

TELEPHONE NUMBER: 612-574-1976

FAX NUMBER: 612-571-2437

DATE OF SUBMISSION: September 15, 2000

a) Proprietary Name: Headband for BAHA
b) Common Name: Headband for Bone Conduction Hearing Aid

c) Classification Status: Class II per regulations 874.3300
Product Codes: LXB

d) Establishment Registration Number: 9038368

e) Addresses:
Manufacturing:

P.O. Box 16024
SE-412 21 Géteborg
Sweden

Sterilization Facility:
N/A

f) Reason for Submission: Entific Medical System wishes to introduce an accessory to their
existing hearing aid models, BAHA Classic 300 and BAHA Cordelle 11, K955713 and
K992892 respectively.

g) Substantial Equivalence: Entific Medical System believes the Headband for BAHA is

substantially equivalent to the headband used with the Second Ear Bone Conduction Hearing
Aid, K953872.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Page 1 of 1
B. INDICATIONS FOR USE

510(k) Number £ 00,09/ 3

Device Name: Headband for BAHA

Indications for Use:

The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for
conductive losses compounded by congenital or secondary obstruction of auditory air
conduction mechanisms.

(Please do not write below this line - continue on another page if needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over the Counter Use
(Per 21 CFR 801.109)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 5 ,&’7
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SECTION 2. SUMMARY AND CERTIFICATION

A. 510(K) SUMMARY

Summary of Safety and Effectiveness

In accordance with 21 CFR 807.92, the following information constitutes the Entific Medical
System summary for the Headband for BAHA.

SUBMITTER'S NAME: Entific Medical System
ADDRESS: P.O. Box 16024

SE-412 21 Goteborg
Sweden

CONTACT PERSON: Constance Bundy
TELEPHONE NUMBER: 612-574-1976

FAX NUMBER: 612-571-2437
DATE OF SUBMISSION: September 15, 2000

1.

Identification of device

Proprietary Name: Headband for BAHA

Common Name: Headband for Bone Conduction Hearing Aid
Classification Status: Class II per regulations 874.3300
Product Codes: LXB

Equivalent devices

Entific Medical System believes the Headband for BAHA is substantially equivalent to the
headband used with the Second Ear Bone Conduction Hearing Aid, cleared for marketing
under 510(k) K953872.

Description of the Device

The BAHA is a bone conduction-type hearing aid. Unlike conventional hearing aids, which
depend on acoustic coupling through the air, the BAHA is based on a bone conduction
technology. Sound is transmitted directly through the bones of the skull to the cochlea,
bypassing the middle ear.

The BAHA is usually connected to a fixture pillar, which has been surgically placed in the
bone behind the ear. Use of the headband allows the BAHA to be held against the skin
behind the ear. With the headband, there is no fixture pillar implanted. See B.3 System
Diagram. BAHA with headband consists of the same components as the BAHA Classic
300 and Cordelle II minus the components necessary for the surgical attachment.

Intended use
The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for conductive

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 6
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losses compounded by congenital or secondary obstruction of auditory air conduction

mechanisms.

Technological characteristics, comparison to predicate device.

Comparison table
Characteristic Predicate device: Second Ear | Headband for BAHA
~ Bone Conduction Hearing
Aid
Material Medical Grade Plastic Peek
Intended Use Moderate to severe conductive |Same
hearing losses. Particularly
useful for conductive losses
compounded by congenital or
secondary obstruction of
auditory air conduction
mechanisms.
Power requirement | 4.8 VDC Nickel-Metal-Hybride | R675 Zink Air - BAHA
Battery Classic 300
Nickel-Metal-Hybride 9V
6F22 — BAHA Cordelle I
Max gain 57dB 33 dB - BAHA Classic 300
55 dB — BAHA Cordelle II
Frequency response |150 Hz — 8 KHz 125 Hz - 8§ KHz
Manufacturer Wordcomp International Entific Medical Systems
Classification code |LXB Same
K-number K953872 Pending
Conclusion

It is the conclusion of Entific Medical System that the Headband for BAHA is substantially
equivalent to devices already on the market (cleared by the 5 10(k) process) and presents no
new concerns about safety and effectiveness.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 7
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B. TRUTH AND ACCURACY CERTIFICATION, ENTIFIC MEDICAL
SYSTEM - HEADBAND FOR BAHA

I certify that, in my capacity as Regulatory Consultant to Entific Medical Systems, I believe,
to the best of my knowledge, that all data and information submitted in this premarket
notification are truthful and accurate, and that no material fact has been omitted.

Onidpnec 6 .é'twu%

Regulatory Consultant to Entific Medical System

September 15, 2000
Date

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SECTION 3. PROPOSED LABELING

A. LABELING

Please refer to Appendix A.

B. INSTRUCTIONS FOR USE

Please refer to Appendix B.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

o/



Records processed under FOIA Request #2016-4260; Released by CDRH on 07-25-2016.

SECTION 4. DEVICE DESCRIPTION

A. INTENDED USE

The BAHA with headband is intended for patients who suffer from moderate to severe
conductive hearing losses. BAHA with headband may be particularly useful for conductive
losses compounded by congenital or secondary obstruction of auditory air conduction
mechanisms.

B. DEVICE DESCRIPTION

B.1 Introduction

The BAHA is a bone conduction-type hearing aid. Unlike conventional hearing aids, which
depend on acoustic coupling through the air, the BAHA is based on a bone conduction
technology. Sound is transmitted directly through the bones of the skull to the cochlea, bypassing
the middle ear.

The BAHA is usually connected to a fixture pillar, which has been surgically placed in the bone
behind the ear. Use of the headband allows the BAHA to be held against the skin behind the ear.
With the headband, there is no fixture pillar implanted. See B.3 System Diagram. BAHA with
headband consists of the same components as the BAHA Classic 300 and Cordelle II minus the
components necessary for the surgical attachment.

The BAHA with headband is intended for the same patient categories as Second Ear: Patients
who suffer from moderate to severe conductive hearing losses. BAHA with headband may be
particularly useful for conductive losses compounded by congenital or secondary obstruction of
auditory air conduction mechanisms.

The BAHA Classic 300 with headband and the BAHA Cordelle II with headband are identical to
those two devices without the headband.

The headband is designed to press the hearing aid against the skin behind the ear. The at-the-ear
level of the hearing aid is connected to an adapter made of Peek and the actual band is made of
stainless steel.

Packaging:
The headband will be sold separately from the hearing aid and will be packaged in a protective
plastic bag.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 10
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B.3 Diagram

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 11
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ADAPTOR
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-F LATUS@fda.hhs.gov or call 301-796-8118. 21/
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 21
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SECTION 5. COMPARATIVE INFORMATION

A. COMPARATIVE TABLE

Characteristic Second Ear — Bone Conduction |Headband for BAHA
Hearing Aid
Material Medical Grade Plastic Peek
Intended Use Moderate to severe conductive Same
hearing losses. Particularly useful
for conductive losses
compounded by congenital or
secondary obstruction of auditory
air conduction mechanisms.
Power requirement 4.8 VDC Nickel-Metal-Hybride | R675 Zink Air - BAHA
Battery Classic 300
Nickel-Metal-Hybride 9V
6F22 - BAHA Cordelle 11
Max gain 57dB 33 dB — BAHA Classic 300
55 dB — BAHA Cordelle 11
Frequency response 150 Hz — 8 KHz 125 Hz— 8 KHz
Headband Yes Yes

Conclusion: The headband as used with the BAHA Classic 300 and Cordelle II (cleared through

the 510(k) process) introduces no additional safety and effectiveness concerns and is substantially
equivalent to the headband used with the Second Ear hearing aid.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

n 2
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SECTION 6. BIOCOMPATIBILITY ASSESSMENT

The part that is in contact with the skin, the adapter, is made of [ (QE@F. which is the same
material that has been cleared in K925766 and K944964: 7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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SECTION 7. STERILIZATION INFORMATION

This section is not applicable to this device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

14
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SECTION 8. SOFTWARE VALIDATION/ VERIFICATION

This section is not applicable to the device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 15 @"7
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SECTION 9. SPECIFIC STANDARDS AND GUIDELINES

This section is not applicable to the device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 16 go
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APPENDIX A

LABELING

3]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Product label
CE
90138 Pes. 1
Headband
Lot. XXX
Made in Sweden !
9 1
Entific Medicsl Systems |
P O Box 16024 |
412 21 Géteborg ‘
Sweaden |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3;\
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APPENDIX B

USERS MANUAL & INFORMATION ON BAHA HEARING AIDS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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@ entific

Medical Systems

Entific Medical Systems AB, Box 16024,
SE-412 21 Gteborg, Sweden
Tel: +46-31-733 37 00, Fax: +46-31-335 88 60,
E-mall: info@entific.se

www.entific.com
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BAHA’ Headband

User’s Manual
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Mediczi Systems

www .entific.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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The BAHA Band works in
the same way as a conven-
tional bone conductor es
the sound signai bas to tra-
vel through the skin nstead
of via the abutment and fix-
ture. Therefore the wearer
will receive a reduced
sound signal compared to 2
wearer of the BAHA sound

processor irsclf.

Please note: Do not wear the
BAHA Bund directly over the
fixture ar over the abutment
durirtgtﬁehaﬁngpeﬁodasﬁir
may feopardise osseotniegration.

nederlands

De BAHA Draagbeugel
werkt op dezelfde manier
als cer conventionele
beengelaider; het geluidssig-
naal moet zich namelifk
door de huid heen verplaat-
sen, Wordt het BAHA toes-
tel op de opbouw geplaatst,
dan gaat het geiuid via de
schroef direct over het box.
Met de draagbeutel zal der-
halve cen minder sterk
geluidssignal worden oat-
vangen dan met het BAHA
toestel bevistigd op de
opbouw.

Let op: Draag de BAHA veu-
gel iet rechistrecks op de schrogf
of de opboww fidexs de inhe-
Iingsfase. Dit kan de esseointe-
gratic in gevaar brengen.

£spanot

The BAHA Band works in
the sare way a3 a conven:
tiona! bone conductor as
the sound signal has to tra-
vel through the skin instead
of via the abutment and fix-
wre. Therefore the wearer
will receive a reduced
sound signal compared 0 2
wearer of the BAHA sound
processor itself.

Please note: Do not wear the
BAHA Band directly over the
Sixture or over the abubment
during the healing period as this
may jeobardise ossesinlegration.

Porigues

A Banda BAHA funciona
do mesmo modo de um
condutor Gss€0 COMVENcio-
nal, em que o sinal sonoro é
transmitido através da pele,
em vez de através do pilar
do implante. Par esia razlio,
o utilizador secebe um simal
actistico reduzido, quando
comparado com o sinal
recebido de um processador
de som BAHA normal

Nota: Nio colocar a Banda
BAHA directamenie sobre o
unplante ou o pilar, durante ¢
pertods de cioatriragho, de mode
& ndo prefudicar a wntegragis do
tecicty dsse0.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118

Francas

Le serre<éte BAHA fooc
tionne de ia méme maniere
gqu'un ostéophone classique
 le signal sonore traverse ia
peau et non pas le pilier et
1a Bxation. Pour cette rav
son, le porteur pergoit un
signal sonare réduit conipa-
ré au signal sonore pergu
avec une prothdse anditive
BAHA.

Remarque: Ne placer pos ke
serve-téte BAHA directement jur
la fixation ou Iz pilier pendant la
période de guérison, car ced
pourrait compromative [assointy:

sunni

BAHA Band toimii samalla
tavalla kuin tavallinen tuu-
hun kiinnitettivi johdin,
siini @dnisignaali kulkee
fhon lipi, & wvilikkeen ja
ruavin Japi. Siksi kdyiediid
vastaanottaa alhaisemman
Hfinisignaalin kuin varsinaj-
sen BAHA-kuulokojeen
kiytrifd.

Huomautus:  Ali  kints
BAHA Band -leitetta suoraan
resvin o kirnikheen  pddlld
parenemisen aikana, wllé se
saatiaa vaarantad osseotategraa-
henn.

ntatiano

BAHA Band funziona allo
stesso modo di un apparec:
chio convenzionale per vie
ossea, in quantc il segnale
sonoro deve atiraversare L
cute anziché essere trasmes-
so dall’aputment ¢ dails fix-
ture. (uindi ['vtilizzatore
riceveri un segnaic $0nOrd
ridotto rispetzo ad un uiilis
ratore de} BAHA verc ¢
proprio.

N.B.: Non oppliare BAEA
Band dircttamenic sulla fixtrre
o sull'abutment durante i perio-
do di guarigime, poiché o
potrebbe compromeliere Lostect-
legrazone.

Svensha

BAHA® huvudbygeln fun-
gerar pi samma sdit 601 €0
konventionell  beniecare
eftersom Yudsigualen radste
passera genom huden, wstdl-
let for genom distansen och
fixturen. Ljudet korame:
darfér att upplevas som
svagare.

Observern: Sitt imie bygels
dirvht Gver ficiuren eller Ristan-
sem urder lakningstiden d detta
kan duentyra osicomlcgrationen.

Zor4/017
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BAHA® Classic 300

The BAHA® system has been used to successfully treat nearly 10,000 patients w.orld-x.vi.de wh?
have either a conductive hearing loss due to bilateral atresia or chronic suppurative otitis m@a.
The system is based on osseointegration and the principle of hearing through bone conduction.

The BAHA® Classic 300 model features excellent patient comfort and gives high quality and
reliable sound transmission. It is easily connected to the implanted titanium fixture by means of a
snap coupling. The coupling has an overload release function for the patient’s safety.

The unit is equipped with a tone switch {N, L and E}
and an electrical input designed for connecting external
equipment such as FM hearing systems, IR systems,
Walkman, TV etc.

The Classic 300 is available in three colours; black,
beige and grey and is delivered in a kit including the
sound processor, abutment cover, battery, cleaning
brush, safety line and user’s manual.

Audiological indications™:

Pure tone average bone conduction threshaold of the

. indicated ear should be better than or equal to 45 dB HL
{(measured at 0.5, 1, 2, 3 kHz).

Aoccessories

Several accessories such as a telecoil unit, audio adapter
and directional microphone unit are available for the
Classic 300.

"For more detatied mformation regarding indications and technical

data, please see the Audiological manuai.

Technical data”

For further information and orders; please contact your local office:

j
|
|
|

l

[

ﬁ entific

Medical Systems
Entific Medical Systems AB, P.O. Box 16024, SE-412 21 Géteborg, Sweden,
Tel: +46-31-733 37 00, Fax: +46-31-335 88 60. E-mail: info@entific.se

www.entific.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

605003 Skandia Tryckeriet AB. 150 14001. CERT. 145097, Privtexd in Sweden
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BAHA" — THE NATURAL ALTERNATIVE

10. BAHA® Classic 300

Description of device

Volume control, on/off
Tone switch

Electrical input

Battery compartment
Battery cover

Microphone

Abutment snap
Attachment for safety line
Gain control tgaln is factory preset)
10. Tone control bass cut)
11. Serlal number

-

Figure 12. BAHA® Classic 300. For a move detailed description of the main componenss, please see the“User's mantial for BAHA® Classic 300",

11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

271
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BAHA® — THe NATURAL ALTERNATIVE

4. 8. 7.

1. Transducer
2. Body worn unit
3. Cord
4. M-MT-T switch
5. Electrical Input
6. Tone switch
7. Volume control
8. Microphone
9, Electrical output
10, Trim controls
11. Clip

<. Battery cover
13, Battery

compartment

14, Serial number
15, Abutment stap
16. Electrical input
17 Serlal number

Figure 15. BAHA* Cordelle II. For a more detailed deseription of the main components, please see the “User's manual | for BAFA® Cordelle I,
14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3 g
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APPENDIX C

COMPARATIVE PRODUCT MATERIAL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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disclaimer | sitemap | about 510(K) |

Return to Search

Device Classification Name HEARING-AID, BONE-CONDUCTION

Regulation Number 874.3300

510(k) Number K953872

Device Name SECOND EAR BONE CONDUCTION HEARING AID
WORDCOMP INTERNATIONAL COMMUNICATION GRi

i

Applicant %S{JNNETT AVENUE
SUITE 450
CONCORD, CA 94520

Contact DAVID W SCHLERF

Product Code LXB

Date Received 08/17/1995

Decision Date 04/12/1996

Decision SUBSTANTIALLY EQUIVALENT

Classification Advisory Committee Ear Nose & Throat

Review Advisory Committee Ear Nose & Throat

:E:&enﬂSummarylPurged Summary only

Type Traditional

(Database Updated August 7, 2000)

http:// . sdata.fda.gov/script .cfm?ID= '
pifaccosstaHa gov seripe Ao cPMN/ DI SIPIDTION.. 1y s, BIB00
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MAUDE

disclaimer | site map | about 510(K) |

Device Classification Name PUNCH, SURGICAL

510(k)} Number K955713

Device Name NOBELPHARMA BONE ANCHORED HEARING
NOBELPHARMA USA, INC.

Applicant 777 OAKMONT LANE
WESTMONT, IL 60559

Contact MARY EDWARDS

Product Code LRY

Date Received 12/18/1995

Decision Date 08/09/1996

Decision SUBSTANTIALLY EQUIVALENT

Classification Advisory Committee General & Plastic Surgery

Review Advisory Committee Ear Nose & Throat

Statement/Summary/Purged Status Summary only

Type Traditional

(Database Updated August 7, 2000}

http: . fda. i =
tp://wrorw accessgﬁgtigﬁg?%%méﬁggg%%%%%gflﬁ?gjm/&g%g%mhh7s§;]‘cs)\§ o call 301-796-8118.  /18/00 . Il
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Pro-market Notfication 74 s

Summary of Safety and Effectiveness

A. Name and Address

The Summary of Safety and Effectiveness is being submitted by Entific Medical Systems
foc,, 3944 N. Hampton Drive, Powell, Ohio 43065 (formerly part of Nobel Biocare USA,
22895 Hast Park Drive, Yorba Linda California 92887). The contact person for this
submission will be Betsy A. Brown, the regulatory specialist for Entific Medical Systems
Inc. Ms. Brown can be reached at the following:

B.A. Brown & Asodiates
8944 Tamaroa Terrace
Skokie, Hlinois 60067
Tel# 847-677-8944
Rax# 847-677-0177

B. Name of Device

This device is generally known as a bone-anchored, bone-conduction hearing aid with a
body worn unit, and has the trade pame “Branemark Bone-Anchored Hearing Aid
(BAHA™) Cordelic IT System. This submission is to allowthe BAHA Cordelle II System
to be used in patients 5 years old or older.

C. The Predicate Product

The predicate products used in this Premarket Notification are the Branemark Bone-
Anchored Hearing Aid (BAHA™), K955713 and K984162, the Branemark System®
Bone Anchored Craniofacial Prosthetic Attachment System, K945154 and other bone
conductiop hearing aids.

D. Description of the Device

Th.e B.nnemark Bone-Anchored Hearing Aid (BAHA™) Cordelle II System includes
atxfammnﬁxturawhichisplacedinmctmporal bone just behind the ear, an abutment,
vanous accessories necessary for the placement and use of the fixture/abutment pillar, a

soundproccssorwhichis altached to the abutment and a body worn unit which has two
potentiometers that control threshold knee and loundness boost and a tone control switch,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

K992.% 79\
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Pre-market Notification

E. Intended Use of the Device

The Branemark Bone-Anchored Hearing Aid (BAHA™) Cordelle 11 System is
intended to be used as a bone-anchored, bone-conduction hearing aid. The device is
indicated for use in patients who have conductive hearing loss and can still benefit from
sound amplification. Also indicated are patients with mixed hearing loss with average bone
conduction thresholds in the indicated ear better than 45dB Hi.. The nominal output from
the BAHA Cordelle I1 is on average 13 dB stronger than the Classic 300 (measured at 0.5,
1,2,3 kiiz). The Cordelle 1l is recommended for patients having the same indications for
the Classic 300 but where the Classic 300 is “too weak”. (Patients with bone conduction
thresholds better than 45dB HL will be expected to improve, but may not achieve levels in
the normal range, Patients with a bone conduction threshold where each standard
measured frequency threshold is less than 25 dB HL can be expected vo have restored
hearing levels in the normal range. ) The patients indicated for this device must also be
unable to use conventional air conduction hearing aids or undergo ossicular replacement
surgery because of one of the following:

1. Chronic otitis media (COM); or

2. Congenital malformation (CM) of the middle/external ear; or

3. Other acquired malfunctions of the middle or external ear canals which preclude the
wearing of a conventional air conduction hearing aid.

Additional indications to be met by perspective BAHA candidates:

1. Patients (either by themselves or with the aid of others) must be able to maintainthe
abutment/skin interface of the BAHA. Therefore, carefill consideration must be given as
to the patient’s psycholoigical, physical, emotional and developmental capabilities 1o
maintain hygiene. In the case of children part, but not all, of that responsibility falls on
the parent or guardian.

2, For children and patients with congenital malformation, sufficient bone volume and
bone quality must be present for a successful fixture implantation. Alternative trcatment
such as conventional bone conduction hearing aids, should be considered for patients
having a disease state that might jeopardize osseointegration.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Pre-market Notification

Contraindications:

1, SpeechdiscdmimﬁonscoresoftheindicatedwlwsthanW/oudcvated sound
pressure levels (SPL) during standardized tests,

2. Patients who are developmentally delayed or who suffer from drug abuse. (This
includes children who have behavior problems or who have parents who are not able to
keep the implanted area clean.)

3. Agelessthan S Years.

4. Patients who already have a BAHA™ (i.e. no bilateral implants.) The BI-CROS attach-
ment to the BAHA should be used for this purpose.

F. Comparison of Technological Characteristics

The technological characteristics between the attachment system, the sound processor and

the respective predicate products are substantially identical and no additional questions
rogarding safoty and eﬁ%vcnws cxist,

Substantial Equivalence

The Branemark Bone-Auchored Hearing Aid (BAHA™) Cordelle 1L s 2 sound
processor system which consists of two units: a transducer and a body worn unit. The
body worn unit has two potentiometers which control threshold knee and loudness boost
and a tone control switch -

T ucer

The transducer is an at-the-ear level sound processor which uses a direct connection to
ﬂleskuﬂbonewithomimaveningsldnmdsoﬁﬁssuc.Themnsduwisaﬁachedtoa
snap coupling titanium ab\lmltnt,whichisfastcncdtoaﬁtanimnﬂmgcﬁxmrcusinga
gold screw. The transducer is connected to 2 body worn unit via a cord with electrical
output and input connectors.

Wo nit

As noted previously the body worn unit has two potentiometers which control the
threshold knee and loudness boost. The ynit is also equipped with an electrical input to
receive signals from 3 “Walkman” FM/TR, system. When the electrical contact is connected
it overrides the telecoil signal.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \~/ -/
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Pre-market Notification

Body Worm Unit {continued)

The body womn unit has a tone switch which controls the frequency response. The switch
can be set in three different positions, N= Nornal, which gives the widest frequency
response. H= High frequency emphasis (reduction of low frequency sounds). L= Low
&eguewycmphasis(mduoﬁmofhi@ﬁ*equencysonnda). The tone switch is cffective for
all inputs (microphone, telecoil, dectrical). .

’lh?twotlimcontrolsmarkedIBandTKcanbeldjustedwithamﬂ screwdriver by the
?abau’saudiologist. The LB adjusts the gain for loud sounds and the TK adjusts the gain
or soft sounds. - ‘

Thcl.:odywomunitiseqmﬁppedwithadip so you can attach the unit to the patient’s
clothing (i.c. shirt/blouse pocket...).
Abutment Snap

There is an abutment snap which is mounted to the transducer. It is designed to snap into
the abutment and hold the transducer securely in place.

Abutment !g sert

Thgﬁmctionofthe abutment insert is to act as a guide for the abutment snap. It makes it
easier to connect the transducer to the abutment. It also protects the inside of the
abutment from dirt.

Abutment and Abutment Screw

The abutment is a replaceablc percutsneous connection between the fixture and the
external sound processor which is partially or totally submerged into soft tissue. The
abutment is made of titanium and is fastened to the fixture via an intemnal an abutment
screw.,

Abutment Cover

When th? transducer is not in place you can attach the abutment cover on the abutraent
to make it look morc aesthetically pleasing. One can attach the cover by pressing it into
place on the abutinent.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Pre-market Notification

Fixture

Thcﬁxturcisa-threadedﬁtadmmewwhichisimphmedinmthe
' t temporal bone and
mtendedtoprowdepmnembonemdxorageasameanstoattachthesoundprocessor.

Cover Screw and Healing Cap

Thccoverucrcwandhalinguparetempormycoinpomuﬁﬁudonl during the
hea!mgpmodsposfaugxgdphcm_ofmeﬁ@nhmﬁxummemveriawismed
q‘mngthc-ﬁmhulnugpmodandhmmhedtomeﬁnummdwvm'edﬂhthemﬁ
tissue dunz!g the healing of the bone and soft tissue. The cover sarew covers the upper

: pmc_:fthemmulﬂueadsoftheﬁme.lhu,ﬂmcovermwﬂlpredudcboncmd
foﬁusmefi'omgmwingintothesitcwbaedwabutmanwiﬂbeplaocd.Theheulingcup
tsuseddumgthesecoqdhulingpedodandwvmtheabumanmrfaoe.ﬂwse
components are used only during the healing stages of the surgery and remain in place for
threetofommomhsandonetotwoweeksrmpwtivcly.

The Branemark Bone-Anchored Hearing Aid BAHA®™Cordelle If System is
substantially equivalent tn the Rranemark Rone-Anchared Hearing Aid BAHA™
K955713, K984162 and to the Branemark System® Bone-Anchored Cramiofacia]
Prosthetic Attachment System (BA-CPAS), K9445154 for the following:

1. The BAHA Cordelle Il System has the same intended use as the predicate
products

2. The BAHA Cordelle IT System has the same identical technological charac-
teristics as the predicate products

3. The BAHA Cordelle I System has the same identical sureical techni
the predicate products & e

4, 1‘]:eB.§!-IACorddleII System has similar manufacturing processes: and same
packaging and sterilization process as the predicate products '

Therefore, based on the facts presented above, we believe the BAHA™ Cordelle [T

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

e
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Pl

Nrne Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Nov 24 1999

M:s. Betsy A. Brown

Regulatory Spedialist for Entific Medical Systems
B. A. Brown & Associates

8944 Tamaros Terrace

Skokie, IL 60076

Re: K992872

Trade Name: Branemark Bone-Anchored Hearing Aid (BAHA) Cordelle II
Regulatory Class: 11

Product Code: 771.XB

Dated: July 28, 1999

Received: August 26, 1999

Dear Ms. Brown:

We have reviewed your Section 510(K) notification of intent to market the device referenced abave
and we have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have beent
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 mishranding and adulteration.

If your device is classified (see above) into either class II {Special Controls) or class ITI (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
requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: Cencral
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 ary 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
ons,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. \,1 (7
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Page 2 - Ms. Betsy A. Brown

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

If you desire specific advice for your devices on our labeling regulation (21 CFR Part §01
and additionally 809.10 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 devices, please contact the Office of Compliance at (301) 5944639,
Also, please note the regulation enritled, "Misbranding by reference to premarker
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-
frec number (800) 638-2041 or at (301) 443-6597.

Sincerely yours,

Yy

A. Ralph Rosenthal, M.D.
Director

Division of Ophthalmic Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. . \1 8
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510(k) Numbe (if known): = 792 873~

Device Name: Branemoark Bone on Aid $ Cordelle I
System

Tadicativas For Usc:

'Ihisdcvioeistobeusedbypaﬁentswhohawacoududiveb&ﬁnglossmdm still
benafit fiom sound amplification. Also indicated ace paticuts with mixed heauing loss with
average bone conduction thresholds in the indicated ear better than 45dB HL. The
nominal output from the BAHA Corddle II is on average 13 dB stronger than the Classic
300 modd! (mcasured at 0.5,1,2,3 kEz). The Couddlic is rocommended for paticuts having
the same indications for the Classic 300 but where slightly stronger amplification is needed
than what is defivered by the Classic 300 model. (Patients with bone conduction :
-~ mmmdsbmnhanvdﬂmmubcmpoacdwhnprOmMnmymtachicvelwdsm
the pormal range, Patients with a boae conduction threshold where each standacd
measured frequency threshold is less than 25 dB HL can be cxpected to have restored
bwinglevdshtheMnnge.)Thcpaﬁqnsindicamdfonhisdcviccmustakobc
~ unable to usc conventional air conduction hearing aids or undergo ossicular replacement
surgery because of one of the following:

}.. Chrouic otitis media (COM); or
2. Congenital malformation (CM) of the middle/extemal ear; or

3. Other acquired malfunctions of the middlc or external ear canals which preclude the
wearing of & conventional air conduction hearing aid. .

Additional indications to be met by perspective BAHA™Cordelle II candidates:

1. Patients (either by themselves or with the aid of others) must be able to maintain the
abutment/skin interface of the BAHA. Therefore, careful consideration must be given
as to the patient’s psychological, physical, emotional and developmental capabilities
to maintain hygiene. In the casc of children part, but not all, of that responsibility falls
on the parcats or guardian,

2. For children and paticats with coagenital malformations, sufficient boae valume and
bone quality must be present for a successfisl fixture implantation. Alternative treat-
ment such as conventional bone conduction hearing aids, should be considered for
paticats having a discasc statc that might Jeopardize osseointegration.

(Plcasc do mot write helow linecoatinuc on another page if nceded)
Coucurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Usc V OR Over-the-Connter Use
(Per 21 CFR 801.109) —

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. ¥1 7
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Contraindications:

1. Speech discrimination scores of the indicated ear less the 609
7o at elevat
pressure levels (SPL) during standardized tests. * ciovaed sound

2. Patients who are developmentally defa
! . yed or who suffer from drug abuse. (This
includes chxldren‘ who have behavior problems or who have parents who arf: not
able to keep the implanted area clean )

3. Agelessthan S years.

. Patients who already have a BAHA (i.e. no bilateral i i
- mplants ) The B
ment to the BAHA should be uscd for thi . ) I-CROS attach-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. @
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