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9200 Corporate Boulevard
Rockville MD 20850
. JuL 12 2006
Adept Medical LTD.

¢/o Mr. Jason Marsh
2 McDonald Street, Morningside
Auckland, New Zealand 1003

Re: KO61058
Trade/Device Name: Neozoline Ventilation Tubes

Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy Tube
Regulation Class: II

Product Code: ETD

Dated: June 16, 2006

Received: June 19, 2006

Dear Mr. Marsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
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) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
aduiteration.

If your device is classified (see above) into either class I (Special Controls) or class III (PMA), 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 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FIDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act): 21 CFR 1000-1050.

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



Records processed under FOIA Request 2014-1543; Released 11/12/14

Page 2 — Mr. Jason Marsh

This letter will allow you to begin marketing your device as described in your Section 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), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800G) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.htmi.

Sincerely yours,

Malvina B-Eydelman, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat 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 301-796-8118
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Indications for Use

510(k) Number (if known): K061058

Device Name: Neozoline Ventilation Tubes

Indications For Use:

The largest patient population are children between 4 months and 6 years of

age (but not exclusively). Otological ventilation tubes are indicated for patients

with:

- Chronic or recurrent otitis media with persistent effusion (OME).

- Recurrent acute otitis media.

- Acute otitis media with complications.

- Eustachian tube dysfunction resulting in one or more of the following:
significant and symptomatic hearing loss, otalgia, vertigo, and tinnitus.

- Hearing loss resulting from bilateral chronic middle ear effusion.

Prescription Use v AND/OR Over-The-Counter Use _
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

/-u’
vision Sign- -Off)
(DDl‘Vlswn of Ophthatmic Ear,
Nose and Throat Deyisas . N

-5
510(K) Number %

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Lot 2006

Adept Medical

c/o Jason Marsh

P.O. Box 10075
Dominion Road
Auckland, New Zealand

Re: K061058
Trade/Device Name: Neozoline Ventilation Tubes
Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy Tubes
Regulatory Class: Class 11
Product Code: ETD
Dated: June 16, 2006
Received June 19, 2006

Dear Mr. Marsh:
This letter corrects our substantially equivalent letter of July 12, 2006.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 1s 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 (o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval (PMA). You may,
therefore, market the device, subject to the general controls provisions of the Act. The general
controls provisions of the Act include requirements for annual registration, listing of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class [1 (Special Controls) or class HI (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition. FDA may
publish further announcements concerning your device in the Federal Register.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device (o 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), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index html.

Sincerely yours,

Malvina B-Fydclman, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices

Oflice of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Shulman, Marjorie G.

Sent:  Tuesday, August 22, 2006 3:00 PM

To: Baker, Karen

Cc: Garcia, Diane; Stuart, Julie (Brandi)

Subject: RE: 510 (k} APPROVAL--LISTING & REGISTRATION

Hi Karen,

Marjie

Marjorie Shulman

Premarket Notification (510(k)) Staff

(301) 594-1190 x 132

email: marjorie.shulman@fda.hhs.gov (please note new email address)

Fe v e e e e e Tk e e e e e e e e e v e e ke e e ek ko ke e ek ok ek ke

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM (T IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS

PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the
document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error. please immediately notify us by email or telephone.

(PN,
o “,
fﬂl& s *,

‘FDA
'b'_,;:;(,h

."?)();Mry and {fﬂ;”m&nf @Afiﬁf <%M

From: Baker, Karen

Sent: Tuesday, August 22, 2006 7:57 AM

To: Shulman, Marjorie G.

Subject: FW: 510 (k) APPROVAL--LISTING & REGISTRATION

—

9/6/2006 S

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

From: Jason Marsh [mailto:jmarsh@adept.co.nz]

Sent: Thursday, August 17, 2006 5:44 PM

To: Baker, Karen

Subject: RE: 510 (k) APPROVAL--LISTING & REGISTRATION

From: Baker, Karen [maitto:karen.baker@fda.hhs.gov]
Sent: Thursday, 17 August 2006 11:59 p.m.

To: Jason Marsh

Subject: RE: 510 (k) APPROVAL--LISTING & REGISTRATION

Karen

From: Jason Marsh [mailto:jmarsh@adept.co.nz]

Sent: Wednesday, August 16, 2006 8:54 PM

To: Baker, Karen

Subject: FW: 510 (k) APPROVAL--LISTING & REGISTRATION

Hello Karen,

9/6/2006 7

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

Jason Marsh

Quality Systems Manager

Adept Medical Limited

Auckland, New Zealand.

From: Anthony Blyth

Sent: Thursday, 17 August 2006 8:45 a.m.
To: Jason Marsh

Cc: Murray Fenton
Subject: FW: 510 (k) APPROVAL--LISTING & REGISTRATION

Jason

Anthony Blyth

Adept Medical Limited www.adeptmedical.co.nz

Tel: 84 9 815 5285 Fax: +64 9 846 6976

9/6/2006 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Craig Parks [mailto:CraigP@jedmed.com]
Sent: Thursday, 17 August 2006 2:57 a.m.
To: Anthony Blyth
Subject: 510 (k) APPROVAL--LISTING & REGISTRATICN
ANTHONY,
Sincerely,
Craig Parks
Regulatory Affairs / Q.A.
JEDMED INSTRUMENT COMPANY
Phone: 314-845-3770
Fax: 314-845-3771
Email: CRAIGP@JEDMED.COM
Website: JEDMED.COM
This communication is intended solely for the use of the addressee and may contain information
that is
legally privileged, corfidential or exempt from disclosure. If you are not the intended recipient,
please
note that any dissemination, distribution, or copying of this communication is strictly prohibited.
Anyone who
receives this message in error should notify the sender immediately and delete it from his or her
9/6/2006 6

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

9/6/2006 7

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

) JuL 12 2006
Adept Medical LTD.

c/o Mr. Jason Marsh
2 McDonald Street, Morningside
Auckland, New Zealand 1003

Re: K0610538
Trade/Device Name: Neozoline Ventilation Tubes
Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy Tube
Regulation Class: 11
Product Code: ETD
Dated: June 16, 2006
Received: June 19, 2006

Dear Mr. Marsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medica! Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Foed, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 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 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 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), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address htip://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Malvina B-Eydelman, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

A

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

510(k) Number (if known): K061058

Device Name: Neozoline Ventilation Tubes

indications For Use:

The largest patient population are children between 4 months and 6 years of

age (but not exclusively). Otological ventilation tubes are indicated for patients

with:

- Chronic or recurrent otitis media with persistent effusion (OME).

- Recurrent acute otitis media.

- Acute oftitis media with complications.

- Eustachian tube dysfunction resulting in one or more of the foliowing:
significant and symptomatic hearing loss, otalgia, vertigo, and tinnitus.

- Hearing loss resulting from bilateral chronic middle ear effusion.

Prescription Use v AND/OR Over-The-Counter Use -
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Py ol

Division Sign-Off)
(Divist:m of Ophthatmic Ear,

Nose and Throat De*ftses ~

KOG oy &

510{K) Number —

Page1of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockvifle MD 20850
. JuL 12 2006
Adept Medical LTD.

¢/o Mr. Jason Marsh |
2 McDonald Street, Morningside
Auckland, New Zealand 1003

Re: K061058
Trade/Device Name: Neozoline Ventilation Tubes
Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy Tube
Regulation Class: II
Product Code: ETD
Dated: June 16, 2006
Received: June 19, 2006

Dear Mr. Marsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
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) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 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 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 5 10(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), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://'www.fda.gov/edrl/industry/support/index himl.

Sincerely yours,

Malvina B-¥ydelman, M.D.

Director

Divistion of Ophthalmic and Ear, Nose
and Throat Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Z-

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

510(k) Number (if known): K061058

Device Name: Neozoline Ventilation Tubes

indications For Use:

The largest patient population are children between 4 months and 6 years of
age (but not exclusively). Otological ventilation tubes are indicated for patients
with:
- Chronic or recurrent otitis media with persistent effusion (OME).
- Recurrent acute otitis media.
- - Acute otitis media with complications.
- Eustachian tube dysfunction resulting in one or more of the following:
significant and symptomatic hearing loss, otalgia, vertigo, and tinnitus.
- Hearing loss resulting from bilateral chronic middle ear effusion.

Prescription Use v AND/OR Over-The-Counter Use -
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

/-».’
ision Sign-Off)
(l'):?v?sion of Ophthatmc tar.
Nose and Throat De\..rises . e
510(K) Number Eogror s
3

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

Food and Drug Administration
Center for Devices and
Radiological Health

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

May 12, 2006 Rockville, Maryland 20850
ADEPT MEDICAL LTD 510 (k) Number: K061058

2 MCDONALD STREET, MORNINGSIDE Product: NEOZOLINE
AUCKLAND, VENTILATION

NEW ZEALAND 1003 TUBES

ATTN: JASON MARSH

(45

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

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

yoY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Public Health Serxrvice

April 19, 2006

ADEPT MEDICAL LTD

2 MCDONALD STREET, MORNINGSIDE
AUCKLAND,

NEW ZEALAND 1003

ATTN: JASON MARSH

510 (k}

Received:
Product:

Food and Drug Administratlon
Center for Devices and
Radiological Health

Office of Device Evaluaticn
Document Mail Center (HFZ2-401)
9200 Corporate Blvd.

Rockville, Maryland 20850

K061058
17~-APR-2006
NECZOLINE
VENTILATION TUBES

Number:

'\\ k(‘,

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

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radioclogical Health

\Nhy

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved. OMB No 0910-511 Expiration Dae: August 35,2008 See Instructions for OME Siatenment

"PARTMENT OF HEALTH AND HUMAN SERVICES
. Q0D AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:

Write the Payment |dentification number on youch €CK. b

to properly submit your application and fee payment.

2. include printed copy of this completed Cover Sheet with a check
the Payment Identification Number must be written on the check.

should payment be submitted with the application.)

CDRH Document Mail Center.

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.

made payable to the Food and Drug Administration. Remember that

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note. In no case

4. |f you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. {Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5 For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http:l/www.fda.govlcdrhimdufma/laqs,hlml#3a. You are responsible for paying all fees associated with wire transfer.

6. include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or

- >

1 COMPANY NAME AND ADDRESS (include name, streel
address, city state, country, and post office code)

ADEPT MEDICAL LIMITED

2 McDonald Street Morningside
Auckland AK 1003

NZ

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
NOC DATA

2. CONTACT NAME
Jason Marsh

2.1 E-MAIL ADDRESS
jmarsh@adept.co.nz

22 TELEPHONE NUMBER (include Area code)
6498152997

23 FACSIMILE (FAX) NUMBER (Include Area code)
NO DATA

descriptions at the following web site: htp://www fda.govidc/mdufma

Select an application type:

(X] Premarket notification(510(k)); except for third party
[] Biologics License Application (BLA)

[ ] Premarket Approval Application (PMA)

[ ] Modular PMA

{ 1 Proguct Development Protocol (PDP)

[ ] Premarkel Report (PMR)

TYPE OF PREMARKET APPLICATION (Seiect one of the following in each column; if you are unsure, please refer tc the application

[X] Original Application

3.1_Select one of the types below

[ ) Efficacy (BLA)

[} Panel Track (PMA, PMR, PDP)
[ ] Real-Time (PMA, PMR, PDP)
[} 180-day (PMA, PMR, PDP)

qualifying documents to FDA
41 If Yes, please enter your Small Business Decision Number:

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[] YES, | meet the small business criteria and have submitted the required

[XI NO, | am not a small business

APPLICABLE EXCEPTION.

inciuding any affiliates, parents, and partner firms

[ ] This biologics application is submitted under secion 351 of the Public
Health Service Act for a product licensed for further manufacturing use only .
commercially

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

(] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support

conditions of use for a pediatric poputation

{] The application is submitted by a state or federal
government entity for a device thatis not to be distributed

[J YES [X] NO

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the applicalion is
-ubject to the fee that applies for an original premarket approval application (PMA).)

| O

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)

11-Apr-2006

Form FDA 8601 (08/2003)

Questions? Contact FDA/CDRH/OCE/DID at C

S
e

WY

DRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2014-1543; Released 11/12/14

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: May 31, 2007.
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if knowrn)
12/04/2006 MD6025406-956733
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510¢k} Meeting
Criginal Submission Regular {180 day) Original PDP Originat Subrnission: Pre-510{K) Meeting
Premarket Heport Special Notice of Completion DTrad'rtionaI Pre-IDE Mesting
Modular Submission Panel Track (PMA Only) Amendment to POP [special Pre-PMA Mesting
Amandment 30-day Supplement DAbb_reviated {Complete Pre-PDP Meeting
Report 30-day Notice se.n.:tlon ' Page 5_) Day 100 Meeting
Report Amendment 135-day Supplement EAdfjmonal Information Agreement Meeting
Licensing Agreement Real-time Review Third Party Petem\ination Meeting
Amendment to PMA & Dther (épecify):
HDE Supplement B
D Other )
IDE Humanitarian Device Class H Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation -
{De Novo) :
D Criginal Submission DOn‘ginal Submission Original Submission Original Submission 613(g)
Amendment Arnendment Additional [nformation Additional Information | Other o
Supplement Supplement " - [describe submission):
Report Tz
Repart Amendment -
Have you used or cited Standards in your submission? Yes D No (If Yes, please complete Section i, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number {if known}
Adept Medicai Ltd
Division Name (if applicable) Phone Number (including area code}
{ 09 ) 8152999
Street Address FAX Number {including area code)
2 McDonald Street, Morningside ( 09 ) 8466978
City State / Province ZIP/Postal Code Country
Auckland 1003 New Zealand

Contact Name

Jason Marsh

Contact Title Contact E-mail Address

Quality System Manager

SECTIONC
Company / Institution Name

imarsh@adept.co.nz
APPLICATION CORRESPONDENT (e.g.. consultant, if different from above)

Division Name (if applicable) Phone Number (including area code)
( )
Street Address FAX Number fincluding area code)
( )
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 1 OF 5 PAGES

PSC Media A t301) 443-1090  EF

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION Dt REASON FOR APPLICATION - PMA, PDP. OR HDE

Withdrawal

Additional or Expanded Indications

Request for Extension

Post-approval Study Protocol

Request for Applicant Hold

Request for Removal of Applicant Hold
Request to Remove or Add Manufacturing Site

D Process change:
Manufacturing
Sterilization
Packaging
Cther (specify below)

D Change in design, component, or
specification:
Software /Hardware
Color Additive
Material
Specifications
Other (specify below)

EI Location change:
Manufacturer
Sterilizer
Packager

D Response t¢ FDA correspondence:

D Labeling change:
Indications
Instructions
Periormance
Shetf Life
Trade Name
Qther (specify below}

D Report Submission:
Annual or Periodic
Post-approval Study
Adverse Reaction
Device Defect
Amendment

Change in Ownership
Change in Correspongent
Change of Applicant Address

D Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

D New Device

D New Indication

[[] Addition of Institution
Expansion / Extension of Study

H IRB Certification

D Termination of Study
Withdrawal of Appiication
Unanticipated Adverse Effect
Notification of Emergency Use
Compassionate Use Request
Treatment IDE

D Continued Access

D Change in:
Carrespondent/ Applicant
Design /Device
Informed Consent
Manufacturer
Manufacturing Process
Protocol - Feasibility
Protocol - Other
Sponsor

D Report submission:
Current Investigator
Annual Progress Report
Site Waiver Report
Final

D Repose to FDA Letter Concerning:
Conditional Approval
Deemed Approved
Deficient Final Report
Deficient Progress Report
Deficient Investigator Report
Disapproval
Request Extension of
Time to Respond to FDA
Request Meeting
Request Hearing

D Other Reason (specify):

SECTION D3
New Device

D Additional or Expanded Indications

REASON FOR SUBMISSION - 510(k)

D Change in Technology

[:i Other Reason ({specify):

FORM FDA 3514 (6/05)

PAGE 2 OF 5 PAGES

\Le

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTIONE ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
Product codes of devices to which substantial equivalence is claimed

Summary of, or statement conceming,

safety and effectiveness information
1 ETD 2 3 M 510 {k) summary attached
5 6 7 8 510 (k) statement

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer
1 1 1
2 | 2 2
3 Z 3
4 4 4
nl : :
& 6 =]

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usuat name or classification
Tube, Tympanostomy

Trade or Proprietary or Model Name for This Device .| Model Number
1 | Neozotine Ventilation Tubes 1 INZ3211, NZ3212, NZ3111, NZ3112
2 2| NZ3213, NZ3214, NZ3219, NZ23220
3 3| NZ3223, NZ3224, NZ3226, NZ3227
4 4 | NZ3121, NZ3122, NZ3123, NZ3124
5 5{ NZ3141, NZ23151

FDA document numbers of all prior related submissions (regardless of outcome}

1 2 3 4 5 5]
7 8 9 10 11 12
Data Included in Submission
D Laboratory Testing EIAnimal Trials D Human Trials

SECTION G
Product Code

ETD

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (i applicable) Device Class

874.3880

D Class |
[class

Efissnit. +

] unclassified

Classification Panel
Ear Nose & Throat

indications (from labeiing)

Chronic or recurrent otitis media with persistent effusion (OME).
Recurrent acute otitis media.
Acute ofitis media with complications.

Eustachian tube dysfunction resulting in one or more of the following: significant and symptomatic hearing loss, otalgia, vertigo, and
tinnitus.

Hearing loss resulting from bilateral chronic middle ear effusion.
FORM FDA 3514 (6/05)

PAGE 3 OF 5 PAGES

\2\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: Submission of this information does not affect the need to submit a 2891
r 2891a Device Establishment Registration form.

FDA Establishment Registration Number

Original
[Jadd [ Detete

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number {if known}

[ contract Steritizer
D Repackager / Relabeler

Manufacturer
D Contract Manufacturer

Company / Institution Name

Adept Medical Limited

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

{ 09 8152999

Street Address

2 McDonald Street, Momingside

FAX Number fincluding area code}

( 09 )B466976

City
Auckland

ZIP/Postal Code

1003

State / Province Country

New Zealand

Contact Title

Contact Name

Jason Marsh

FDA Establishment Registration Number

Quality System Manager

Contact E-mail Address

imarsh@adept.co.nz

D Manufacturer
E] Contract Manufacturer

D Contract Sterilizer
[:l Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country
Auckland 1003 New Zealand

Contact Name Contact Title

FDA Establishment Registration Number

[ original
[Jasd [ oelete

Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabeler

D Marufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if appiicable)

Phone Number (including area code}

Street Address FAX Number {including area code)
City State / Province ZIP/Postal Code Country

Contact Name Contact Title

FORM FDA 2514 (6/05)

Contact E-mail Address

PAGE 4 OF 5 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a “Declaration of Conformily to a Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
Organization
1 13485 150 Quality systems - Requirements for requlatory purposes | 1996
Standards No. Standards Standards Title Version Date
Organization
2 111135 IS0 Validation & Control of EtO Sterilisation testing. Part 1 1994
Standards No. Standards Standards Title Version Date
Organization
3 1109931 ISO Biological Evaluation of Medical Devices - Part 1 2003
Standards No. Standards Standards Title Version Date
Organization
4 | 10993-7 IS0 Biological Evaluation of Medical Devices - Part 7 1995
Standards No. Standards Standards Title Version Date
Qrganization
5 111138-2 IS0 Sterilisation of Healthcare products - Biological Indicators | 1994
Standards No. Standards Standards Title Version Date
Organization
6 14971 SO Aplication of Risk Management to Medical Devices 2003
Standards No. Standards Standards Title Version Date
Qrganization
T 111067 IS0 Packaging for Terminally Sterilised Medical Devices 2005

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, ineluding the time for reviewing instructions. searching
existing data sources, gathering and maintaining the data needed. and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of informatien, including suggestions for reducing this burden 10

Food and Drug Administration
CDRH (HFZ-342)

9200 Corporate Blvd.
Raockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displavs a currently valtid OMB conirol

FORM FDA 3514 (6/05) PAGE 5 OF 5 PAGES

s
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPT B 510(K), Neozoline Ventilation Tubes

Issue Number 1 Reviewed |
MEDICAL Issue Date 10/04/2006 Approved

Page 1

/

510(K) Submission, NeoZoline Ventilation Tubes

Adept Medical Limited

Contents

Section Description Puge
1 Device Identification: ..o 2
2 Administrative Information:.............ccoo oo 2
3 CLasSITICAtION: ... 2
4 STO(K) SEALEIMEIIE .....oooiiiiiiiiiiini e 3
5 Truthful & Accurate StAtemMent: ...........coocoerviiiiiiiii 4
6 QUAlity SYSEOITI: ..ot e 5
7 Technical StANAArds: .. ......ocovr i e 5
8 Substantial Equivalence: ... 6
8.1 Ttended USC: ..ottt 6
8.2 Device DeSCription: ..o 6
83 11 0= & 1:) RO UTRTT U OO P OV PP OO U ORI PPRPRTPS 7
8.4 Schematics & DIagrams: ... 7
8.5 Sterility Information: ... 7
8.6 Clinical Evaluation:...........c.ccooeii e 7
8.7 Biocompatibility Information: ... 8
8.8 LabelliN: ..o 8
8.8.1 Indications for USe: . ........ovioieo e 8
8.8.2 Contraindications:.........ccoocooiiiiiiii e g
8.8.3 Possible Adverse Effects To Ventilation Tubes: .......................... 8
8.8.4 WWATTIIIES .. oooiieiiii e 9
8.9 Product COMPAFISON: ....c.oooiiiiiiiiie i 9
A. APPEIAICES ..ottt 9

el

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

510(K), Neozoline Ventilation Tubes

Reviewed _,/(@
<

Issue Date 10/04/2006 Approved M&( Page 2
AN
! Device Identification:
Proprietary Device Name: Neozoline Ventilation Tube
Common Device Name: Otological Ventilation Tubes ({also known us

I~

Ld

Administrative Information:

Distributor Registration Number:

Foreign Manufacturer Registration:

Classification:

(Classification Name:
Classification Panel:
Classification Nomenclature:
Class Device

Regulation Number:

Tympanostomy Tubes, Ventilation Tubes, Grommets,
and Ear Tubes)

1926681

JedMed Instrument Co
5416 Jedmed Court
St. Louis, MO 63129-2221

Not registered at this time
Establishment registration and Listing will be sent in at
same time that the 510(K) submission is sent.

Adept Medical Limited

2 McDonald Street

Mormingside

Auckland

New Zealand.

Phone 0064 9 §152999

Fax 0064 9 8466976

Email info@adeptmedical.co.nz

Tube, Tympanostomy
Ear, Nose and Throat.
ETD

11

874.3880

Lo

)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

o Issue Number 1 Reviewed
MEDICAL [ssue Date 10/04/2006 Approved ' Page 3
4 510(K) Statement:

(As required by 21 CFR 807.93)

[ certify that in my capacity as an official correspondent/Quality Systems Manager of Adept
Medical Limited, I will make available all information included in the premarket notification
on safety and effectiveness within 30 days of request by any person if the device described in
the premarket notification submission is determined to be substantially equivalent.

The information I agree to make available will be a duplicate of the premarket notification
submission, including any adverse safety and effectiveness information, but excluding all
patent identifiers, and trade secret and confidential commercial information, as defined in 21

CFR 20.61.

Signature of Certifier

Typed Name

Date

Premarket Notification 510 (K) Number

\LL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

R Issue Number | Reviewed
MEDICAL Issue Date 10/04/2006 Approved 3}

Page 4

wh

Truthful & Accurate Statement:

{As required by 21 CFR 807.87 [K])

[ certify that in my capacity as Quality Systems Manager of Adept Medical Limited, I believe
to the best of my knowledge, that all data and information submitted in this premarket
notification is truthful and accurate and that no material has been omitted.

Signature of Certifier

Typed Name

Date

Premarket Notification 510 (K) Number

¥

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

Issue Number 1 Reviewed

MEDICAL Issue Date 10/04/2006 Approved‘\ﬂ_ {
L

Quality System:

NeoZoline” products are manufactured under a quality system certified as complying with
ISO 13485:1996. The Top level Quality Manual provides a cross reference of regulatory
requirements relating to specific markets. These include:

- Title 21, Part 820, Quality System Regulation and associated parts.
- European Union Medical Device Directive (MDD), 12 July 1993, 93/42/EEC

- Canadian Medical Devices Regulations PC 1998-783, 7 May, 1998
- Australian Therapeutic Goods (Medical Devices) Regulations 2002

Refer to Appendix 8 for copies of Certificates.

Technical Standards:

The following standards apply to the NeoZoline  Otological Ventilation Tubes:

BSEN 1041 1998  Informatton supplied by the manufacturer with medical
devices
ISO 11135 1994  Medical devices — Validation and routine control of ethylenc

oxide sterilisation testing — Part 1: Genera! requirements and
test methods

ISO 10993-1 2003  Biological evaluation of medical devices - Part {:
Evaluation and testing

ISO 10993-7 1995  Biological evaluation of medical devices — Part 7: LEthylenc
oxide sterilisation residuals

ISO 11138-2 1994  Sterilisation of health care products — Biological indicators —
Part 2: Biological indicators for ethylene oxide sterilisation

[SO 14971 2003  Medical devices - Application of risk management to
medical devices

ISO 11067 2005  Packaging for terminally sterilized medical devices

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

[ssue Number 1 Reviewed

8.1

Substantial Equivalence:

Intended Use:

An otological ventilation tube is a device that is intended to be implanted for ventilation
and/or drainage of the middle ear.

An otological ventilations tube is placed in an incision (Myringotomy) usually made in the
anterior-superior quadrant of the tympanic membrane. The primary purpose of the device 13
to ventilate the middle ear, allowing air to enter and thus facilitate the drainage of fluids
through the Eustachian tube into the pharynx. A secondary purpose 15 to provide an alternate
route for the exit of middle ear fluid. The principal benefit of myringotomy with insertion of
tympanostomy tubes is to keep the middle ear clear of effusion. Other benefits are the
restoration of hearing and the aeration of the middle ear to prevent or reverse atelectasis ol the
tympanic membrane. Removal of middle ear effusion permits normal transmission of sound
across the middle ear to the inner ear.

Device Description:

NeoZotine” Otological Ventilation Tubes (also known as Tympanostomy Tubes, Ventilation
Tubes, Grommets, and Ear Tubes). NeoZoline Otological Ventilation Tubes mclude a
number of different models which differ in design, material and size. The models include the
following designs:

- Collar Button NZ3211,NZ3212, NZ3111, NZ3112
- Shepard NZ3213,NZ3214
- Sheehy Collar NZ3219
- Reuter NZ3220
- Shah NZ3223, NZ3224, NZ3226, NZ23227
- Armstrong NZ3121, NZ3122, NZ3123, NZ3124
Bevel Bobbin NZ3141
Straight Tube NZ3151
Variants

As well as including different designs, some of the NeoZoline" Otological Ventilation Tubes
feature a *“Tail” which is used to assist with removal of the tube.

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. Issue Number 1 Reviewed
MEDICAL Issue Date 10/04/2006 Approved Q{ Page 7

8.3 Materials:

8.4 Schematics & Diagrams:

For Product Drawings refer to Appendix 2

8.5 Sterility Information:

8.6 Clinical Evaluation:

AR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- Issue Number 1 Reviewed ,\"5%
MEDICAL Issue Date 10/04/2006 Approved by( Page 8
8.7 Biocompatibility Information:

8.8 Labelling:
8.8.1 Indications for Use:

The largest patient population are children between 4 months and 6 years of age (but not

exclusively). Otological ventilation tubes are indicated for patients with:

- Chronic or recurrent otitis media with persistent effusion (OME).

- Recurrent acute otitis media.

- Acute otitis media with complications.

- Eustachian tube dysfunction resulting in one or more of the following: significant and
symptomatic hearing loss, otalgia, vertigo, and tinnitus.

- Hearing loss resulting from bilateral chronic middle ear effusion.

$.8.2  Contraindications:

5.8.3 Possible Adverse Effects To Ventilation Tubes:

- Early extrusion or expulsion of the ventilation tube.

- Airbome or water contaminants entering through the ventilation tube may result in further
infection.

- Ventilation tube may become clogged or blocked and cease to function.

- Certain ventilation tube materials may cause increase tissue irritation due to increased
patient allergy or sensitivity.

- Grafting procedures may be required with permanent and/or consistent perforations of the
tympanic membrane,

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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g Issue Number 1 Reviewed [\Af{)’
MEDICAL  Issue Date 10/04/2006 Approved % Page 9
\
8.8.4  Warnings:

- Do not re-use ventilation tubes.

- Do not re-sterilise the ventilation tube if the case is opened.

- Do not implant the ventilation tube if the pouch which maintains sterility has been
previously opened or damaged.

- After insertion of a ventilation tube, to avoid contamination and infection, fluid should be
prevented from entering the ear.

- Post-operative complications — It is often difficult to determine if complications occurring
after insertion of otological ventilation tubes are due to the tubes or are due to sequalae of
the intrinsic disease. Occasionally otological ventilation tubes may contribute to a number
of post-operative complications including; secondary infection accompanied by oterrhea
through the tube, permanent perforations, dislocation of the tube into the middle ear
cavity, tympanosclerosis, and localised or diffuse membrane atrophy.

For examples of Product Labels refer to Appendix §

For examples of User Instructions refer to Appendix 6

8.9 Product Comparison:

Product Comparison — Ventilation Tubes

Predicate Device Labelling

Refer to Appendix 7.

Al Appendices

Appendix 1 Checklist for Tympanostomy Tubes
Appendix 2 Product Drawings

Appendix 3 Material Safety Date Sheets
Appendix 4  Sterilisation

Appendix 5  Labelling Samples

Appendix 6  User Instructions

Appendix 7 Product Comparison

Appendix §  Certificates

Appendix 9 Clinical Evaluation

Appendix 10 Biological Safety Assessment

Rl
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Appendix 1

510K Checklist for Tympanostomy Tubes

Va5
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510(K) Checklist for Tympanostomy Tubes

Records processed under FOIA Request 2014-1543; Released 11/12/14

510 (K) Number
Device Number Various

1. Administrative information
a. Classification name - Tympanostomy Tube
b Sponsor/manufacturer name and address
C. Procode/Classification - ETD 77, Class Il (§ 874.3880)
d Establishment registration number, or a staterment that it has been requested
2. Reason for the 510(k) submission (new device or a maodification to an existing device)
3. Device description
4, intended use of the device
a. Description of the materials used
b. If a coating or colorant is used, a list of the precise formulation(s) and the requirements
for the coatings
c. Device dimensions including inner diameter, inter-flange diameter, and inter-flange width
d. Description of any special design or features
e. Diagrams, drawings and/or photographs of the device
f List of the range of sizes/models proposed for marketing
5. Proposed labeling, instructions for use, advertisements  (per the "Device Labeling

Guidance," Blue Book Mermo G&1-1)

Intended use with specific indications, i.e., clinical setting, defined target population, etc.

a.
b. Warnings, contraindications, of limitations (21 CFR §807.87(e)
C. Prescription device statement (21 CFR 801.109)
d. Labeled for disposable/single use only
€. Labeled as sterile with expiration date.
f. Types of coatings
g It antimicrobial agent is used as a coating, a characterization of the microbial and its
activity
h. Advertisements or promotional literature
6. Biocompatibility For all materials used to fabricate the tympanostomy tube provide either:
a. Evidence that the same formuiations of these materials are used in another, similar
legally marketed device (provide the device name, manufaciurer, and (if possible) 510(k)
number); OR
b. The results of the following biocompatibility tests on the finished device (this is the

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

minimum levet of required testing for a device implanted in bonefissue for more than 30

days):
{1) Implantation
(2) Cytotoxicity

{3) Genotoxicity, and

{4) Sensttization

Present

Yes
Yes
Yes
Yes

Needed

Yes

Yes

Yes

Yes

Yes

Yes
Yes

Yes

Yes

Yes
Yes

Yes

Yes
No

Ne

No

No

Yes

Yes

No

No

No

No

Syl



Records processed under FOIA Request 2014-1543; Released 11/12/14

7. Sterility information (if the device is labeled or otherwise represented to be sterile)
a. The method of sterilization
b The method used to validate the sterilization cycle
c. The sterility assurance level (SAL) achieved by the sterilization cycle
d The leveis of the residues of ethylene oxide, ethylene chlorohydrin, and ethylene glycot
on the device (for ethylene oxide sterilization)
e. The radiation levei (in megarads) used (for radiation sterilization)
f A description of the packaging material used to ensure the sterility of the device
g. The method used to determine that the device is pyrogen free {if pyrogen free claim will
be made)
8. Comparison te legally marketed tympanostomy tubes
a. Name/manufacturer of predicate device
b. 510(k) number (if known) of the predicate device {or statement that the predicate is pre-
Amendment)
c. Labeling of predicate device
d. Intended use of the predicate device
e. Diagrams/photographs of predicate device
f. A comparison of the similarities/differences between the 510(k) device and the predicate

device (in tabular format) including design, physical description, patient-contacting
materials, performance, and, if applicable, types of coating, amount/concentration of
coating(s), tube coating process, and target population

9. Modified Devices (for a device that has undergone a change or modification that could
significantly affect safety or effectiveness, of for a device to be marketed for a new or different indication
for use).

Rationale for modification with supporting documentation

Description of significant changes and modifications affecting safety, effectiveness, or

intended use.

c. Data to support marketing claims (bench, clinical, functional, in vitro, etc.

9. Truthful and accurate statement {signed and in accordance with 21 CFR 807.87())

10. 510{k) Summary or 510{k} Statement (per 21 CFR B07.92 and 807.93)

11. indications for use statement

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 2

Product Drawings

N

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

Material Safety Data Sheets

3.1 Tefzel® HT-2185
3.2 A11179 White ZnO Pigment
3.3 Topilene J80!

'\‘Sz;\

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



TEFZEL HT2181, HT2183, HT2185, HT2190, HT2195

Infosafe no. DUONO Issue Date  October 1998 Status [SSUED by
DUPONT

Not classified as hazardous according to eriteria of NOHSC

COMPANY DETAILS

Company Name DuPont {Australia) Ltd (ABN 59 000 716 469)

Address 168 Walker 5t North Sydney
NSW 2060
Emergency Tel.  (02) 9963 1301
T Fax Tel: {02} 9923 6111 Fax: {02) 9923 6011

.er Information 24 hour Medical Emergency: 1800 674 415
{R) DuPont Registered Trademark

DuPont New Zeaiand

98 Kerrs Rgad

Manukau

Auckland

New Zealand

Ph: (Q9) 268 5500 (24 Hours)

NZ Poisons Information Centre Ph: 0800 764766

IDENTIIFICATION

Product Name TEFZEL HT2181, HT2183, HT2185, HT2190, HT2195

Proper Shipping
Name None Allocated
Other Names Name Product Code
TEFZEL ETVE FLUOROPOLYMERS
TEFZEL 200, 207, 750,
TCFZEL F'T750,
TEFZEL HT2004, HT2055, IIT2058,
TEFZEL RESIN 200, 207, 750 807]
UN Number None Allocated
DG Class None Allocated

Packing Group  None Allocoted

Hazchem Code None Allocated

Poisons Schedule Not Scheduled

Product Use Chemicaly resistant parts and containers. Numerous hi tech engineering
applications requiring greater flexibiiity than Teflon FEP or Teflon PFA.

Physical Data

Melting Point 255-280 C ;491-536 F)
ecific Gravity 1.7

Other Properties

Other Information Solubility iy Water: Insolubil

Ingredients

S

Sl

A T A N T A A S 1

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



Ingredients
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Name CAS Proportion

TETRAFLUOROETHYLENE-ETHYLENE 08258-85-5 100 %
COPOLYMER

HEALTH HAZARD INFORMATION

Health Effects

Acute - Eve

Eye contact may cause mechanical irritation with discomfort and tearing.

First Aid

Swallowed

Eye

Skin

Inhaled

No specific intervention is indicated as compound is net likely to
be hazardous by ingestion. Consult a physician if necessary,
Eye contact may cause mechanical irritation with discomfort and
tearing. Inhalation of fumes from overheating ETFE may cause eye,
nose, throat, and iung irritation. lung effects may be delayed
for several hours. Small amounts of carbonyl fluoride and
hydrcgen fluoride may be evolved when ETFE is overheated or burned.
Inhalation of low concentrations of HYDROGEN FLUQRIDE can
initially include symptems of choking, coughing, and severe eve,
nose and throat irritation. Possibly followed after a symptomless
period of 1 to 2 days by fever, chills, difficulty in breathing
cyanosis, and pulmenary edema. Acute or chronic overexposure to
HF can injure the liver and kidneys,
Inhalation, ingestion, or skin or eye contact with CARBONYL
FLUORIDE may initially include: skin irritation with discomfort
or rash; eye corrosion with corneal or conjunctival ulceraticn;
irritation of the upper respiratory passages; or temporary iung
irritation effects with cough, discomfort, difficulty breathing,
or shortness of breath. By analogy with phosgene, symptoms may be
delayed.
Individuals with preexisting diseases of the lungs may have
increased susceptibility to the toxicity of excessive exposures
from thermal decomposition products.

In case of contact, immediately flush eyes with plenty of water
for at least 15 minutes. Call & physician.

The compound is not likely to be hazardous by skin contact, but
cleansing the skin after use is advisable. If molten polymer gets
on skin, cool rapidly with cold water. Dg not attempt to peel
pelymer from skin. Obtain medical treatment for thermal burn.

No specific intervention is indicated as the compound is not
likely to be hazardous by inhalation. Consult a physician if
necessary. If exposed to fumes from overheating or combustion,
move to fresh air. Consult a physician if symptoms persist.

Advice tc Doctor

Other Health Hazard Information

PRECAUTIONS FOR USE

Exposure Limits

TEFZEL ETFE FLUORQPQOLYMERS:

Worksafe TWA : Particulates 10mg/m3

PEL. {OSHA) . Particulates (Not Otherwise Regulated)
15 mg/m3, 8 Hr. TWA, total dust
S ma/m3, 8 Hr. TWA, respirable dust

DL

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



Eng. Controls
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Hydrogen Fluoride

Worksafe TWA : 3 ppm, 2.6 mg/m3

PEL (OSHA) : 3 ppm, B Hr. TWA, as F

TLV  (ACGIH) : 3 ppm, 2.6 mg/m3, Ceiling as F

AEL * {DuPont) ;3 ppm, 15 minute TWA

Carbtonyl Fluoride

Worksafe TWA t 2 ppm, 5.4 mg/m3

PEL (OSHA) : None Established

TLY {ACGIH) ;2 ppm, 5.4 mg/m3, 8 Hr. TWA
STEL 5 ppm, 13 mg/m3

AEL * {(DuPont)  None Established

* AEL is DuPont's Acceptable Exposure Limit. Where governmentally
imposed occupationat exposure limits which are lower than the AEL
are in effect, such limits shall take precedence.

VENTILATION Use local exhaust to completely remove vapours and fumes
liberated during hot processing from the work area.

Personal Protection

P+ntective Equip.

EYE/FACE PROTECTION

Wear safety glasses. Wear coverall chemical splash goggles

and face shield when possibility exists for eye and face

contact due to splashing or spraying of molten material.

RESPIRATORS

When temperatures exceed 350 deg C (662 deg F) and ventilation is inadequate
to maintain concentrations below exposure limits, use a positive pressure
air supplied respirator.

Alr purifying respirators may not provide adequate protection.
PROTECTIVE CLOTHING

If there is potential contact with hot/molten material, wear heat resistant
clothing and footwear.

Fire Hazards

Flammability

Flash Ignition Temperature . 470C (878F)
Method : ASTM D1929

Self Ignition Temperature : 510-515C (950-959F)
Method : ASTM D1929

UL-94 Flammability Rating : V-0

Limiting Oxygen Index : 30

Method : ASTM D6283

Average time of burning (ATB) is less than 5 secends and average

length of burn (ALB) IS 10 MM (0.39 in} by ASTM D635 horizontal burn test,
Hazardous gases/vapors produced in fire are hydrogen fluoride

{HF), carbon menoxide, potentially toxic fluorinated compounds.

SAFE HANDLING INFORMATION

Storage and Transport

Storage and
nsport

Proper Shipping
Name

Keep containers closed to avoid contamination.

Avoid contamination of cigarettes or tobacco with dust from this material.
Do not use a torch to clean this material frem equipment without local
exhaust ventilation and respirator.

None Allocated

Spills and Disposal

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Spills & Disposal WASTE DISPQSAL:
Preferred options for disposal are (1) recycling and (2) landfill.
Incinerate only if incinerator is capable of scrubbing out hydrogen fluoride
and other acidic combustion products. Treatment, storage, transportation,
and disposal must be in accordance with applicable federal, state/provincial
and loca! regulations.
NOTE: Review FIRE FIGHTING MEASURES and HANDLING {PERSONNEL)
sections before proceeding with clean-up. Use appropriate
PERSONAL PROTECTIVE EQUIPMENT during clean-up.
Spilled material is a slipping hazard.
SPILL CLEAN UP:
Recover undamaged and minimally contaminated material for reuse
nd reclamation. Shovel or sweep up.
Contact with inccmpatibles can cause fire, an explosion.
Decomposition
Small amounts of hydrogen flucride (HF) may be evolved at about 350 deg C
(662 deg F), with larger amounts at higher temperatures.

Fire/Explosion Hazard

Fire/Explos. Extinguishing Media
o ard Water, Foam, Dry Chemical, CO2,
Fire Fighting Instructions
Wear self-contained breathing apparatus. Wear full protective
equipment. Hydrogen fluoride fumes emitted during a fire can
react with water to form hydrofluoric acid. Wear neoprene gloves
when handling refuse from fire.

Hazchem Code None Allocated

OTHER INFORMATION

Environment Ecotoxicological Information
Protection Aquatic Toxicity
Not toxic.

Other Information MSDS=TFZ004 , Revised:=14-QCT-1994Loaded 05/12/1995

CONTACT POINT

{ tact For sales, technical, and all product related enquiries contact Du Pont's North Sydney office on 9923
6111. Qutside Sydney metropolitan area 1800 252 997 is a toll free number to North Sydney office to
assist communications, ask for the customer service, Technical, or marketing personnel for the
product family relative to the enquiry.

Telephnone numbers for other offices are;

North Sydney: {02) 9523-6111

Melbourne: (03) 9721-5900

Perth: (08) 9316-7111

The data in this Material Safety Data Sheet relates only to the specific material designated herein and
does not relate to use in combination with any other material or in any process.

End of MSDS

574

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Spills & Disposal WASTE DISPOSAL:
Preferred aptions for disposal are (1) recycling and (2) landfill.
Incinerate only if incinerator is capable of scrubbing out hydrogen flucride
and other acidic combustion products. Treatment, storage, transportation,
and disposal must be in accordance with applicable federal, state/provincial
and lccal regulations.
NOTE: Review FIRE FIGHTING MEASURES and HANDLING (PERSONNEL)
sections before proceeding with clean-up. Use appropriate
PERSONAL PROTECTIVE EQUIPMENT during clean-up.
Spilled material is a slipping hazard.
SPILL CLEAN UP:
Recover undamaged and minimally contaminated material for reuse
nd reclamation. Shovel or sweep up.
Centact with incompatibles can cause fire, an explosion.
Decompasition
Small amounts of hydrogen fluoride (HF) may be evotved at about 350 deg C
(662 deg F), with larger amounts at higher temperatures.

Fire/Explosion Hazard

Fire/Explos. Extinouishing Mecia
. ard Water, Foam, Dry Chemical, COZ2.
Fire Fighting Instructions
Wear seif-contained breathing apparatus. Wear full protective
equipment. Hydrogen fluoride fumes emitted during a fire can
react with water to form hydrofluoric acid. Wear necprene gloves
when handling refuse from fire.

Hazchem Code None Allocated

OTHER INFORMATION
Environment Ecotoxicological Information
Protection Aquatic Toxicity
Not toxic.

Other Information MSDS=TFZ004 , Revised:=14-0OCT-1994Loaded 05/12/1995

CONTACT POINT

f  tact For sales, technical, and all product related enquiries contact Du Pont's North Sydney office on 9923
6111, Outside Sydney metropolitan area 1800 252 997 is a toil free number to North Sydney office to
assist communications, ask for the customer service, Technical, or marketing personnel for the
product family relative to the enquiry.

Telephcne numbers for other offices are:

North Sydney: (02) 9923-6111

Melbourne: (03) 9721-5900

Perth: (08) 9316-7111

The data in this Material Safety Data Sheet relates only to the specific material designated herein and
does not relate to use in combination with any other material or in any process.

End of MSDS

/59

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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G V._.vmo_m:«\ Chenrrcals Lirmated
Mew Jealand

Colour Match Technical Data Sheet

BL) Masterbatch

Code - o ——- - _
G s CLIENT: ADEPT , T
AB = ABS
AS = ASA
i Date: 6 April 2004
ES = Polyester
EWV = EVA
Br 1 St Colour WHITE ZnO
=0 = HOPE
HP = HIPS
o e Light Fastness: 7-8 (blue wool scaie, pigments only)
MY = Nylon
PC = Polycarb o o .
Sy L Heat Stability 280 °C (pigments only)
PG = Acetal POM
PE = Polypropylene
T - PET Food Contact: YES
sA s sA . . The active ingredients in A 11179 are allowed for food
N Unmerar contact applications within the E1T under Directive 95/3/EEC
. AT1179 has also been cleared by the FDA for use in polymers,
2 = YELLOWORANGE resins or additives intended for food contact applications.

! 3 = RED/PINK

oA = MAROOMNPLRPLE
B = ADDITIVES
5} = BLUFE
7 = .
i 1 Srowuscon Comments. CONTAINS 88 27 % TiO2 and
’ GREYISILVERIBLACK 11.72 % Zn0O

CODE: Al11179

47 - 51 Pahw Road. Avendale
Private Bag 19 997 Avondale Auckland 7

Talephone ©.9 820 1650 Wermation given i this pabhc
Fax 0.5 820 1551 on o part Buyers and usets st

mis hased on the present s

te ol aur knowledge but any conclusion and recommendations are made without Tiabihity
llef make their own assessment of our product under their own conditions and For thes own requirements

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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%
Ciba ™~
MATERIAL SAFETY DATA SHEET Page | af 4
MSDS No. : WHITE ZNO
Version No. |

Date 21 JULY 2004
STATEMENT OF HAZARDOUS NATURE
Classified as according to criteria of WORKSAFE AUSTRALIA
may contain traces of Crystalline Silica.
a kpown lung cancer hazard.
Use with adequate dust control measures.

Use a respirator if exposed to dust !!
Avoid dust formation  Dust clouds from finely particulated pigments MA ¥ be hazardous

COMPANY DETAILS
CIBA SPECIALTY CHEMICALS N Z. LIMITED
47-51 Patiki Rd, Avondale
Auckland 7

Private Bag 19-997
Avondale, Auckland 7.

IDENTIFICATION
Product Code (New Zealand) AllI179
Product Code ( Australia) None Known
Other Name WHITE Zn0O

{ Ciba compuler code, 470108 )

Chemical Type Mixture of PIGMENTS and dispersants

LN Number None allocated
Dangerous Goods Class Nane allocated
Hazchem Code None allocated
Poisons Schedule None allocated
Primary Use Cotouration of plastics

PHYSICAL DESCRIPTION & PROPERTIES

Appearance WHITE Powder

Melting Point : Not applicabie

Specific Gravity n/a

Flashpoint Nat applicable

Flammability Limits Not known

Solubility in water Insoluble

Ingredients

Chemical Entity CAS No Amount
CRYSTALINE SILICA [3)7-05.3 - Trace

S 2420,

AMORPHOUS FUMED SILICA (5102 112545-.32-5

1L\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MSDS No.: ALL179
Version No:1

HEALTH HAZARD INFORMATION
Health Effects

Agute
Repeated and prolonged exposures may cause delaved effects mvolving the RESPORATORY SYSTEM

(Chronig Potentiai FUNG CANCER HAZARD,
FIRST AID’
Swallowed If swallowed, give plenty of water to drink. Induce vomiting.

Seek medical attention if discomfort persists
Wash out immediately with running water for 10 minutes

Eve
Skin Wash off with warm, soapy water
Inhaled Remave to fresh air Consult Gecupational Physician

Advice to Doctor

PRECAUTIONS FOR USE
Exposure Standards : TWA (WorkSafe/ACGIH} = 10 mg/m3 Calcium Carbonate
= (2 mg/m3 Crystalline Silica

Engineering Controls:
Ventilation Mechanical exhaust suitable for dust contral.
if fumes are generated in customer's process, a fume extraction

svstem should be used

PRECAUTIONS FOR USE = When handling ohserve the usual precautionary measures for chemicals

Personal Protection

Skin Wear coveralls and impervious gloves

Eves “Wear safety spectacles with side shields.eg AS1337. Tvpe HT.CT
or D)

Respiratory System If adequate ventilation 15 not available use AS1716 class P1 or P2

particulate filter respirator

62
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ciba %

Page 3 ot 4

MSDS No.: A11179
Version No.l

FLAMMABILITY

Product will support combustion, but is not a specific fire hazard

SAFE HANDLING INFORMATION

Storage and Transport
(reneral

Keep away from food, drink. and heat. Store in sealed
container in a cool dry area away from ignition sources

Spills and Disposals
Personal Protection Refer page 2.

Clean Up Spills/Leaks Sweep up promptly or vacuum clean to avoid dusty conditions
Dispase of all waste according to Local or New Zealand Regulations

Land Fill Conditions

FIRE & EXPLOSION HAZARD

Fire/Explosion Hazard
Fxtinguishing Medium Water, (02 dry powder. foam

Hazardous Decompasition Preducts

As in all fires beware of noxious, cortosive and combustible gases which may be gencrated in fire situations

***BREATHING APPARATUS TO BE WORN [N FIRE SITUATIONS***

OTHER INFORMATION

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MSDS No.: A11179
Version No.:1

FURTHER INFORMATION

EOLLOW GOOD WORKING PRACTICE- HANDLE WITH CARE, AVOID INGESTIO™. INHALATION. EYE
OR SKIN CONTACT

SINCE WE CANNOT ANTICIPATE OR CONTROL THE MANY DIFFERENT CONDITIONS UNDER WHICH
THIS INFORMATION AND OUR PRODUCT MAY BE USED, EACH USER SHOULDR REVIEW THESE
RECOMMENDATIONS IN THE SPECIFIC CONTEXT OF THE INTENDED APPLICATION AND CONFIRM

THAT THEY ARE APPROPRIATE.

THIS VERSION AUTHORISED BY- Mr. |. Dobson {Laboratory Manager)

CIBA SPECIALTY CHEMICALS N Z LIMITED
47-51 Patiki Rd, Avondale

Private Bag 19-997
Avondale, Auckland 7

I

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



3IDS Records processed under FOIA Request 2014-1543; Released 11/12/14 Page 1 of 3

253 Goredeok-Dong fapo-ge

@ HYOSUNG chemicals Senl, Kowet 121-720

Tei - 80 PO7-7545 Fo  H2-2-707 07

TOPILENE

MATERIAL SAFETY DATA SHEET

SECTION ¥°

iY MANUFACTURER'S NAME : HYOSUNG CORPORATION

Y EMERGENCY TELEPHONE NO.: (02) 707-7541/5

Y ADDRESS: 13th Floor, Gongdeok Building, 450, Gongdeok-Dong, Mapo-Gu, Seoul, Korea
¥ CHEMICAL NAME AND SYNONYMS: Polypropylene Homo Polymer

Y CAS NO.: 9003-07-0

;Y TRADE NAME AND SYNONYMS : TOPILENE J801

Y CHEMICAL FAMILY : Polyolefin

Y FORMULA : (CH2-CHCH3)m

SECTION ¥: - HAZARDOUS INGREDIENT

PAINTS PRESERVATIVES SOLVENTS TWT TLVUNITES) | ALLOYS ANDMETALLIC CONTAINS YWT TLV(UNITES)
PIGMENTS X None
VEHICLE X None
SOLVENTS X Nore
OTHERS
HAZARDXOUS MIXTURES OF OTHER LIQUIDS. SOLIDS CR GASES HWT TLVIUNITES)

SECTION ¥2 - PHYSICAL DATA

BOILING POINT(760rmmiHg) NA, MELTING POINT(E} > 150
VAPOR PRESSURE(mmHg al iE) NA SPECIFIC GRAVITY(H20=1) 088091
VAPOR DENSITY (AR=1} NA PERCENT VOLATILE BY VOLUME Max (L1
SOLUBILITY INWATER Insciuble EVAPORATION RATE(WATER=1)

APPEARANCE AND ODOR - Sofid pefiets and no odor

SECTION ¥- FIRE AND EXPLOSION HAZARD DATA

. LOW NA
FLASH POINTGE} Nore FLAMMABLE LIMITS
HIGH NA
http://www.hyosungchemical.com/eng/products/pp_msds/J801.htm! 28/03/2006
1w

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTINGUISHING MEDIA H20 and Chemecals

SPECIAL FIRE FIGHTING PROCEDURES: None

UNUSUAL FIRE AND EXPLOSION HAZARDS: None

SECTION ¥ - HEALTH HAZARD DATA

{Y THRESHOLD LIMIT VALUE:

Y EFFECTS OF OVEREXPOSURE: None in case of acute and chronic averexposure
i¥ EMERGENCY AND FIRST AID PROCEDURES:

SECTION ¥p - REACTIVITY DATA

UNSTABLE

STABILITY CONDITIONS TOAVOID
STABLE i

INCOMPATIBILITY{MATERIALS TO AVCID): Nore

HAZARDOUS DECOMPOSTION PRODUCTS:

Themal decomposion products may incude C. CO. CO2 . H20 and organic vapors.
MAY OCCUR

HAZARDOUS POLYMERIZATION CONDITIONS TO AVOID
NOT UKELY i

SECTION ¥ - SPILL OR LEAK PROCEDURES

Y STEPS TO BE TAKEN IF MATERIAL IS RELEASED OR SPILLED:

Normal pracedures for cleaning up use some form of vacuum cleaner's device.

Contain and transfer spilted materiat proper containers.

;Y WASTE DISPOSAAL METHOD:

All recovered material should be packaged, labeled, transported and disposed or reclaimed

in conformance with applicable laws and regutations and in accordance with good engineering

practices. Reclaim where possible.

SECTION ¥--SPECIAL PROTECTION INFORMATION

RESPIRATORY PROTECTION{SPECIFIC TYPE}: Indusly atmosphere, use approved dust resprator

WENTILATION

LOCAL EXHAUST

SPECIAL-

MECHANICAL{GENERAL) .

OTHER:

EYE PROTECTION: Not nomally required

PROTECTIVE GLOVES :

Net nomnaly requireciwesr heat protective gloves if there is potential for contact with heated metenal)

OTHER PROTECTIVE EQUIPMENT. Same as ahove

SECTION ¥, - SPECIAL PRECAUTIONS

http://www.hyosungchemical.com/eng/products/pp_msds/J801.html

28/03/2006

Ll

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Y PRECAUTIONS TO BE TAKEN IN HANDLING AND STORING : Keep in dry area and avoid breathing dusts

if generated.
i¥ OTHER PRECAUTIONS : Keep containers closed when not in use and during transport.

hitp://www.hyosungchemical.com/eng/products/pp msds/J801.html 28/03/2006

Lt

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 4

Sterilisation

Sterilisation Validation Update Report for Neozoline Ventilation Tubes and Internal
Nasal Splints — January 2004.

(LY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 5

Labelling Samples

Wb\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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rer NZ3121 NeoZoline

VENT TUBE ARMSTRONG

FLUOROPLASTIC 1D 1.14mm QTY: 10x1

® A [E] 200xix

u Adapt Medical Ltd, 6 McDonald St, Momingside, Auckland

ce

Made in New Zealand.

Manelio Technology Ltd
Dukes Mead, The Cid School, Egleshayte Road
Wadebridge, Comwall PL27 6AD, United Kingdom

0120

ReF NZ3122 NeoZoline

VENT TUBE ARMSTRONG - TAIL

FLUOROPLASTIC 1D 1.14mm QTY: 10x1

@ A [=] 200x1xxx

u Adept Madical Lid, 6 McDonakd St, Morningside, Auckland

Made in New Zealand.
dlo Technch Ltd

x | e Dukas Mead, The Cld School, Egioshayle Road
Wadebridge, Cornwall PL27 6AD, Uinited Kingdom

C€

0120

Rer NZ3121 NeoZoline

VENT TUBE ARMSTRONG
FLUOROPLASTIC D 1.14mm QTY:1

EHA@L=] CE

200%-XXX ()] 20}

PEEL HERE

rer NZ3122 NeoZoline’

VENT TUBE ARMSTRONG TAIL
FLUOROPLASTIC 101.14mm QTY:1

=EA@[=] C€

2005-1XXX (120

PEEL HERE

rer NZ3212 NeoZoline®

COLLAR BUTTON MEDIUM TERM VENT TUBE - TAIL
FLUOROPLASTIC ID 1.10mm QTY: 10

@ A\ [=] 200x-1xxx

X1

Adept Medical Ltd, 6 McDonald St, Morningside, Auckland

Made in New Zealand.

Martello Technology Lid
[e Jer]  Dukes Mead, The Otd Sehod!, Egloshayle Road
Wadebridge, Corwall PL27 6AD, United Kingdom

C€

0120

rer NZ3211 NeoZoline’

COLLAR BUTTON MEDIUM TERM VENT TUBE

FLUOROPLASTIC ID 1.10mm QTY: 10x1

2 N o] 200x-1000

Adept Medical Ltd, 6 McConald St, Momingside, Auckland

Made in New Zealand.

Martelk Technokogy Ltd
E Dukes Mead, The Oid Schea!, Egloshayle Road
Wadebridge. Cornwall FL27 6AD, United Kingdom

C€

0120

rer NZ3212 NeoZoline®
COLLAR BUTTON MEDWM TERM VENT TUBE -TAIL
FLUOROPLASTIC 1D 1.10mm GTY: 1

=4 F @[] CE€

20001XXX (0120

PEEL HERE

ReF NZ3211 NeoZoline®

COLLAR BUTTON MEDIUM TERM VENT TUBE
FLUOROPLASTIC ID1.10mm QTY: 1

=HA®] CE

2000-1XXX 0126

PEEL HERE

“o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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L]
rer NZ3213 NeoZoline
SHEPARD SHORT TERM VENT TUBE
FLUDROPLASTIC 1D 1.10mm QTY: 10x1
@ B A [ men
rer NZ3213 ine” 4
Adept Medical Ltd, 6 McDonaid St, Momingside, Auckland SHEPARD SHORT TERM VNE,E?U%EO line &
Made in New Zealand. FLUOROPLASTIC 1D 1.10mm  QTY: 1 x
Marteilo Techackgy L c -
[EI=] g o s it 120 HA@[=] CE B
idge. 127 6AD, United Kingd
Wadebridge, Corfwal GAl ni ingdom 20000 0120 @
reF NZ3213-2 NeoZoline
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Appendix 7
Product Comparison

Product Comparison — Ventilation Tubes
Predicate Device Labelling

NS

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



Records processed under FOIA Request 2014-1543; Released 11/12/14

MEDICAL

Issue Date

15/3/2006

Product Comparison - Ventilation Tubes

Issue Number 3 Reviewed

Approved

Page 1

NeoZoline NZ3111 Collar Button 1.27 3.0 3.0 1.55 215 Fluoroplastic

NeoZoline NZ3112 Collar Button - Tail 1.27 3.0 3.0 1.55 215 Fluoroplastic  Tail
Entermed 904820 Sheehy Type Collar Button 1.27 3.2 3.2 1.5 2.0 Fluocroplastic

Gyrus ENT 14-5214 Collar Button 1.27 1.65 1.5 Fluoroplastic

Gyrus ENT 14-5217 Collar Button 1.27 1.65 1.5 Fluoroplastic Wire
Medtronic Xomed  10-28040 Sheehy Type Collar Button 1.27 3.0 1.55 Fluoroplastic

Micromedics VT-1000 Collar Button 1.27 2.9 2.9 1.4 2.1 Fluoroplastic Wire
Micromedics VT-1001 Collar Button 1.27 29 2.9 14 2.1 Fluoroplastic

NeoZoline NZ3121 Armstrong 1.14 25135 25 3.8 Fluoroplastic  45° Angle
NeoZoline NZ3122 Armstrong - Tail 1.14 2.5/3.5 25 3.8 Fluoroplastic Tail, 45° Angle
Atos Medical 7038 Armstrong Type - Grommet 1.1 2.6 3.8 Fluoroplastic  Tab
Entermed 904840 Armstrong Belveled Grommet 1.10 25 4.0 Fluoroplastic

Gyrus ENT 14-0242 Armsrtong Beveled Vent Tube Grommet 1.14 2.7 2.7 3.3 Fluoroplastic  15°Angle
Medtronic Xomed  10-10030 Armstrong Beveled Grommet Vent Tube 1.14 2.5/3.5 25 3.8 Fluoroplastic  45° Angle
Micromedics VT-0503 Armstrong Grommet 1.14 2.5 2.4 4.0 Fluoraplastic

NeoZoline NZ3123 Modified Armstrong 1.14 2.5 25 2.3 Fluoroplastic  22.5° Angle
NeoZoline NZ3124 Modified Armstrong - Tail 1.14 2.5 25 2.3 Fluoroplastic  Tail, 22.5° Angle
Medtronic Xomed  10-10170  Modified Armstrong Beveled Grommets 1.14 3.5 2.5 3.8 Fluoropiastic  45° Angle
Micromedics VT-0508 Modified Armstrong Grommet 1.14 2.59/3.07 259 1.29 3.07 Fluoroplastic

NeoZoline NZ3141 Bevel Bobbin 1.14 2.8 28 1.7 Flucroplastic

Atos Medical 7013 Bevel Bobbin Type 1.15 2.8 1.8 Fluoroplastic

Entermed 904805 Bevel Bobbin - 1.14 2.8 28 1.7 Fluoroplastic

Medtronic Xomed  10-56179  Beveled Bobbins 1.14 Fluoroplastic

Micromedics VT-0608 Bevel Bobbin 1.14 2.79 2.79 1.75 Fluoroplastic

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Comparison - Ventilation Tubes
Issue Number 3 Reviewed

MEDICAL Issue Date 15/3/2006 Approved Page 2

NeoZoline NZ3151 Straight Tube 1.14 2.7 7.25 Fluoroplastic
Exmoor E1013 Cylindrical Vent Tube 1.14 245 7.11 Fluoroplastic
Grace Medical Inc 520081 Straight Tube 1.14 2.30 7.00 Fluoroplastic
Gyrus ENT 140035 Straight Vent Tube 1.14 7.0 Fluoroplastic
Medtronic Xomed  10-28050  Plain Straight Shanks 1.14 275 7.0 Fluoroplastic
Micromedics VT-0910 Spooner 1.19 286 7.3 Fluoroplastic
Fluoroplastic
NeoZoline NZ3211 Collar Button 1.14 26 286 1.05 1.65 Fluoroplastic
NeoZoline NZ3212 Collar Button - Tail 1.14 2.6 2.6 1.05 1.65 Fluoroplastic Tail
Exmoor E.1011 Reuter Bobbins 1.14 2.54 254 076 1.52 Fluoroplastic
Gyrus ENT 14-5213 Reuter Bobbin 1.14 1.0 Fluoroplastic
Gyrus ENT 14-5224 Reuter Bobbin 1.14 1.0 Flucroplastic Wire
Medtronic Xomed  10-27005  Reuter Bobbins 1.14 26 1.0 Fivoroplastic
Micromedics VT-1204 Reuter Bobbin 1.14 2.8 2.8 1.0 1.5 Fluoroplastic
NeoZoline NZ3213 Shepard 1.14 24 24 22 Fluoroplastic
NeoZoline NZ3214 Shepard - Tail 1.14 24 24 2.2 Flucroplastic Tail
Gyrus ENT 145002 Shepard Grommet Vent Tube W/O Wire 1.00 Fluoroplastic
Tab

Medtronic Xomed  10-28020 Shepard Grommet Vent Tube 1.14 Fluoroplastic
Micromedics VT-0201 Shepard 1.14 2.4 24 1.6 24 Fluoroplastic Wire
Micromedics VT-0202 Shepard 1.14 24 24 1.6 2.4 Fluoroplastic
Micromedics VT-0204 Shepard 1.00 2.4 2.4 1.6 24 Fluoroplastic
NeoZoline NZ3216 Donaldson Short Term 1.10 2.4 24 0.8 24 Silicone

Gyrus ENT 24-0015 Donaidson . 1.14 Silicone

Medtronic Xomed  10-13020 Donaldson Type Tube 1.14 Silicone
Micromedics VT-0100 Donaldson 1.14 2.4 2.4 0.8 2.2 Silicone
Micromedics VT-0101 Donaldson 1.14 24 2.4 0.8 22 Silicone Tab

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301‘79%581 18
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Issue Number 3
15/3/2006

Reviewed

Approved Page 3

Issue Date

MEDICAL

Records processed under FOIA Request 2014-1543; Released 11/12/14

200

NeoZoline NZ3217 Paparella 1.10 3.3 25 0.8 1.8 Silicone Notch

Gyrus ENT 24-0043 Paparella Type 1.02 Silicane Notch
Medtronic Xomed  10-25001 Faparella Type 1.14 24 1.1 Silicone Notch & Tab
Medtronic Xomed  10-12010 Paparella Type 1.14 4.3 0.85 Silicone Membrane
Micromedics VT-0300  Paparella Type | 1.14 24 2.1 1.1 2.2 Silicone

NeoZoline NZ3218 Paparelia 1.40 38 3.0 0.9 1.8 Silicone Notch
Medtronic Xomed  10-25045 Paparella Type 1.52 Silicone Notch & Tab
Micromedics VT-0301 Paparella Type I 1.42 24 2.7 1.1 2.2 Silicone

NeoZoline NZ3219 Coltar Button 1.27 2.7 27 1.0 1.6 Flucroplastic

Entermed 904820 Sheehy Type Collar Button 1.27 3.2 3.2 1.5 2.0 Fluoroplastic

Gyrus ENT 14-5214 Collar Button 1.27 1.65 1.5 Fluoroplastic

Gyrus ENT 14-5217 Collar Buiton 1.27 1.65 1.5 Fluoroplastic  Wire
Medtronic Xomed  10-28040 Sheehy Type Coliar Button 1.27 3.0 1.565 Fluoroplastic

Micromedics VT-1000 Collar Button 1.27 29 29 1.4 2.1 Fluoroplastic Wire
Micromedics VT-1001 Collar Button 1.27 2.9 29 1.4 2.1 Fluoroplastic

NeoZoline NZ3220 Reuter Long Term 1.27 3.7 3.7 1.0 1.6 Fluoroplastic

Gyrus ENT 14-5019 Reuter Bobbin 1.14 Fluoroplastic  without Holes
Medtronic Xomed 10-27000 Reuter Bobbins 1.14 26 1.0 Fluoreoplastic

Medtronic Xomed  10-27005 Reuter Bobbins 1.14 2.6 1.0 Fluoroplastic  without Holes
Micromedics VT-1204 Reuter Bobbin 1.14 2.8 28 1.0 1.5 Filuoropiastic

Micromedics VT-1203 Reuter Bobbin 1.00 2.8 28 1.0 1.5 Fluoroplastic

Micromedics VT-1202 Reuter Bobbin 1.00 28 2.8 1.0 1.5 Fluoroplastic Holes
NeoZoline NZ3223 Shah Mini 0.76 2.2 0.5 1.5 Fluoroplastic

NeoZoline NZ3226 Shah Mini - Tail 0.76 2.2 0.5 1.5 Fluoroplastic  Tail
Gyrus 14-2230 Shah 0.76 Fluoroplastic
Medtronic Xomed  1431-1 Shah Type 0.76 1.0 Fluoropiastic
Micromedics VT-0805 Shah 0.76 1.7 1.7 2.0 Fluoroplastic Wire

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

Issue Number
Issue Date

3
15/3/2006

Product Comparison - Ventilation Tubes

Reviewed
Approved

NeoZoline
NeoZoline
Gyrus
Gyrus

Medtronic Xomed
Medtronic Xomed

Micromedics
Micromedics

NZ3224
NZ3227
14-6044
14-0005
10-28030
10-28035
VT-0804
VT-0802

Shah
Shah - Tail
Shah
Shah
Shah Type
Shah Type
Shah
Shah

1.14
1.14
1.14
1.14
1.14
1.14
1.14
1.14

2.4
24

0.8
0.8

2.4
24

1.58
1.58

24
2.4

2.5
25

Fluoroplastic
Fluoroplastic
Fluoroplastic
Fluoroplastic
Filuoroplastic
Fluoroplastic
Fluoroplastic
Fluoroplastic

Tail

Wire

Wire

Tab

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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User Instructions
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Certificate GB04/63721
The management system of

Adept Medical Ltd

6 McDonald Street, Momingside,
Auckland, New Zealand
has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

Annex |l (excluding Section 4) and
Annex V (sterility aspects only)

For the following activities

Annex |l (excluding Section 4)

Sterile middle ear suction tube kit consisting of suction tubes and
controllers,

Sterile suction controller,

Sterile myringotomy knife,

Sterile blunt needle grommet inserter,

Sterile tympanostomy tubes both rigid and soft,

Sterile septal nasal splint.

Annex V (sterility aspects only)
Myringotomy kits,
Sterile ear curettes,
Sterile ear speculae.

This certificate is valid from 23 December 2004 until 23 December 2008
Issue 1. Certified since 23 December 2004

Notified Body Number 0120
Authorised by

& L5
= 0120

SGS United Kingdom Lid Systems & Services Certification
2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t +44 (0)1934 522917 +44 (0)1934 522137 www.sgs.com

SGS CE 010303
Page 10f 1
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Certificat(e) CA05/3421

The management system of
Le systéme de gestion de

Adept Medical Ltd.

6 McDonald Street
Mormningside, Auckland, New Zealand

has been assessed and certified as meeting the requirements of:
a été évalué et enregistré selon les exigences de la norme:

ISO 13485:1996

The scope of registration is as follows:

La portée d'enregistrement est:

Design and manufacture of sterile and non sterile tympanostomy
tubes both rigid and soft, ear curettes, ear speculae, myringotomy
knives, suction tubes, suction controllers and blunt needle
grommet inserters, video otoscope clip-on curettes and sterile
septal nasal splints and non sterile external nasal splints.

This certificate is valid from January 24, 2005 until July 15, 2006
Ce certificat est valide du 24 janvier, 2005 au 15 juillet, 2006

Issue 1.
Edition 1. ; N
Signed for and on behalf of SGS Systems & Services Certiication Canada Inc. <o e

Document signé pour et au nom de SGS Certification de Systémes & Services Canada Inc.

7% @

Certification Manager. John Pettitt

Directeur de Certification: John Pettitt

SGS Systems & Services Certification Canada Inc.

SGS Certification de Systémes & Services Canada Inc. Conseil canadien des normes

6275 Northam Drive, Unit 2, Mississauga, Ontario, L4V 1Y8 Canada \ Registraire accrédité 3
t(905) 676-9595 1 1-800-636-0847 f(905) 676-9519 www.sgs.com
CMDCAS Recognized Registrar.

Registraire reconnu selon le CMDCAS.

Page 10f 1
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Certificate GB04/63722

The management system of

Adept Medical Ltd

6 McDonald Street, Momingside,
Auckland, New Zealand

has been assessed and certified as meeting the requirements of

ISO 13485:1996

For the following activities

Design and manufacture of sterile and non sterile tympanostomy
tubes both rigid and soft, ear curettes, ear speculae, myringotomy
knives, section tubes, suction controllers and blunt needle grommet
inserters, video otoscope clip-on curettes and sterile septal nasal
splints and non sterile external nasal splints.

This certificate is valid from 23 December 2004 until 15 July 2006
Issue 1. Certified since 23 December 2004

Authorised by
At v
UKAS
SGS United Kingdom Lid Systems & Services Certification Mm‘
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK ﬁs
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com
SGS 13485-1 0803
Page 10f 1
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Appendix 9

Clinical Evaluation
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Appendix 10

Biocompatibility
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DEPARTMENT OF HEALTH & HUMAN SERVICES "Public Health Service
‘ Food and Drug Administration
Memorandum

o o ber

From: Reviewer(s) - Name(s)

Subject:  510(k) Number KC/( /0/ é/ -)\/

To: The Record - It is my recommendation that the subject 510(k) Notification:
[ 1Refused to aceept.

[ Requires additional information (other than refuse to accept).
EIS substantially equivalent to marketed devices.
NOT substantially equivalent to marketed devicesr

il Other (e.g., exempt by regulation, not a device, duplicate, etc.).

_Is this device subject to Section 522 Postmarket Surveillance? ) []YE_S Bk NO
Is this device subject to the Tracking Regulation? Oyes . F¥no
Was clinical data necessary to support the review of this 510(k)7 Oves B¥No
Is this a prescription device? &YES 1 no
Was this 510(k) reviewed by a Third Party? OvYES & nO
Special 510(k)? yes & no
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers RN NANO

Truthful and Accurate Statement [Requested [ Enclosed
1A 510(k) summary OR [(AA 510(k) statement
[1] The required certification and summary for class 111 devices )L} /é-

M indication for usc form

Combination Product Category (Please see algorithm on H drive 5 IOkIBoileré) ’J

Anima!l Tissue Source O YES 92-/&0 Material of Biological Origin Clves ‘}NO

The submitter requests under 21 CF R 807.95 (docsn’t apply for Sks):
[ No Confidentiality [T Confidentiality for 90 days [ Continued Confidentiality exceeding 90 da

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

57¢.3880___ & Q&ﬂ_’ o
Review: / .
2}2’;,1 “hrer " (Branch wdE?' " {%ﬁ)@?_
Final Revifw: {ﬁ N@g 7/(2 UQ

(1)1\1‘10:1 Di LLIO[} (Date)

Revised:A/2/403

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Document # K061058
Company Name: Adept Medical Co.

Contact Person: Jason Marsh
Quality System Manager
Adept Medical
2 McDonald Street
Mormingside
Auckland, New Zealand 1003
09-8152999
09-8466976 fax
jmarsh(@adept.co.nz

Device Name: Neozoline Ventilation Tubes
Classification name: Tube, Tympanostomy
CFR 984.3880, Class II, Product Code ETD

Common name: Tympanostomy Tubes

Product to which compared: The subject tympanostomy tubes are compared to a variety
of previously cleared tubes from several manufacturers. These include: Medtronic
Xomed, Atos Medical, Micromedics, Gyrus ENT, and Exmoor. These devices have been

marketed in various materials, including fluoroplastic for many years.

Intended Use Statement: An otological ventilation tube is a device that is intended to be
implanted for ventilation and/or drainage of the middle ear.

Submission Provides:

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

GENERAL INFORMATION SUMMARY

Life-Supporting or Life-Sustaining: no

Is it an Implant? yes
Software Driven no
Sterility yes
Single Use: yes
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 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

YES NO

1. ISPRODUCT A DEVICE? X - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? X - [F 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? -IF YESGOTO 8

7. DESCRIPTIVE CHARACTERISTICS PRECISE X -IENO-GO-FO10___

ENOUGH? -IF YES STOP S )

T s

8. NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS? - [F YES STOP, NE
9. ACCEPTED SCIENTIFIC METHODS EXIST? -IFNO STOP, NE
- IF NO, REQUEST
DATA

10. PERFORMANCE DATA AVAILABLE?

11. DATA DEMONSTRATE EQUIVALENCE?

Device Description: Tympanostomy tubes (of various configurations) have been used for
many years in the treatment of otitis media and middie ear effusion by otolaryngologists.
The safety and effectiveness of these devices is well established in the medical
community.

NeoZoline™ Otological Ventilation Tubes include of number of different models which
differ in design, material and size. The models include: Collar Button; Shepard; Sheehy
Collar; Reuter; Shah; Armstrong; Bevel Bobbin: and Straight Tube. Some models
feature a “tail” which is used to assist with removal of the tube. The sponsor provides
product drawings for each of the models. The proposed designs are similar to those
legally marketed in the United States.

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Physical Properties and Performance Testing: The physical properties are described in

terms of size, shape, physical dimensions, material, and packaging. The configurations
of the various models are cither very similar or identical to many other ventilation tubes
currently marketed.

The sponsor lists the applicable standards which are primarily sterilization, packaging
biological evaluation of medical device standards. He also states compliance with ISO
13485:1996 Quality System Regulation; European Union Medical Device Directive;
Canadian Medical Devices Regulations; and, Australian Therapeutic Goods Regulations.

Device Labeling: Sample labeling is provided. User instructions include: Instructions
for use, contraindications, warnings and cautions, and possible adverse effects.

Sterilization: The devices are provided sterile. The sterilization method is 100%. The
validation is in accordance with ISO 11135:1994, Medical devices-Validation and
Routine Control of Ethylene Oxide Sterilization. ETO residual testing is in accordance
with ISO 10993-7-1995. Bioburden testing and validation test results were satisfactory
and in compliance with USP 27 Biological Tests, Bacterial Endotoxin Test.

Clinical:

Summary: The outstanding question regarding the biocompatibility of the materials is
satisfactorily addressed.

Recommendation: The Adept Medical Neozoline tympanostomy tubes are substantially
equivalent to other legally marketed tympanostomy tubes.

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

y

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

CONCLUSION
The company submitted adequate information to show that the patient contact material in this

device will not cause any adverse effect during the intended use. I have no further questions to
the sponsor.

Vasant G. Malshet, Ph.D., DABT

:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
' ' Food and Drug Administration
Memorandum

— - S
From: Reviewer(s) - Name(s) Z(LW\ fcélk(/\_/
Subject:  510(k) Number KOG /O g’—g

To: The Record - It is my recommendation that the subject 510(k) Notification:

Sy(used to accept. /
Requires additional information (other than refuse to accept). \

[11s substantially equivalent to marketed devices.
[INOT substantially equivalent to marketed devices.
Cother (c.g., exempt by regulation, not a device, duplicate, etc.)

. Is this device subject to Section 522 Postmarket Surveillance? LIYES 1o
Is this device subject to the Tracking Regulation? LIvEs LNo
Was clinical data necessary to support the review of this 510(k)? LIYES Mo
Is this a prescription device? ES O no
Was this 510(k) reviewed by a Third Party? ClvEs D/NO
Special 510(k)? Oves o
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers LvYEs ENo

Truthful and Accurate Stateme Dchuested [ Enclosed
CJA 510(k) summary OR Iif: 510(k) statement

[ The required certification and summary for class 11l devices
ferhe indication for use form

Combination Product Category (Please see algorithm on H drive SIOkJBoilerﬁ) /‘\/

~

/ _
Animal Tissue Source L] YES [?/NO Material of Biological Origin O ves V?\IO

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

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
y74.3880 Llg,ozp  ETH .
Review: 4 3 /tL;__,-—— {l‘}?’f}’ g/’} /@(,

P
(Branch Chicf) Branch Code) (Date)
Final Review/ ) O\Qﬂ\ﬁv W SA////O é

(Divisiog Digettor) (Date)
Revised:4/2/03 ’

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

YES

1. Did the firm request expedited review?
Did we grant expedited review?

N

<Xz

w

Have you verified that the Document is labeled Class Ill for GMP ; I//
purposes? ’ 4
if. not, has POS been notified?

Is the product a device? /(
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CORH? hd

7(

XN O A

Are you aware that this device has been the subject of a previous NSE X
decision?

9. If yes, does this new 510(k) address the NSE issue(s), (e.g., ,
performance data)? N/A

10.Are you aware of the submitter being the subject of an integrity
investigation?

11.1, yes, consult the ODE Integrity Officer.

12 Has the ODE Integrity Officer given permission to proceed with the
review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

/‘//;4

YR

/ok

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

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: 7’{0 e /ﬁ{__

The cover letter clearly identifies the type of 510(k) submission as (Check the

approprnate box):

Y Special 510(k} Do Secuons 1 and 2

Ll Abbreviated 510(k) Do Sections 1, 3 and 4

@

Traditonal 510(k) or no identificatton provided

Do Sections

Section 1: Required Elements for All Types of 510(k) submissions:

1and4

Presentor | Missing or
Adequate | Inadequate
Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual. v’
Table of Contents. v
Truthful and Accurate Statement. Ao e f—pt ..(L z‘dd”c’-’t v
Device’s Trade Name, Device’s Cla351ﬁcat10n Name and
Establishment Registraton Number. v
Device Classification Regulation Number and Regulatory Status
{Class 1, Class II, Class Il ot Unclassified). v
Proposed Labeling including the material listed on page 3-4 of the
Premarket Notfication [510)] Manual. v
Statement of Indications for Use that is on a separate page in the '
premarket submisston. g
Substantial Equivalence Comparison, including comnparisons of
the new device with the predicate v
510(k) Summary or 510(k)Statement.) pecligCf - T jdof
Description of the device (or modification of the device) including ’ ’
diagrams, engineering drawings, photographs or service manuals. v
Identification of legally marketed predicate device. * v

Compliance with performance standards. * [See Section 514 of
the Act and 21 CFR 807.87 (d)]

wi

.,

Class I1I Certificauon and Summary. **

INES

M

Financial Certification or Disclosure Statement for 510(k) ( _

notifications with a clinical study. * [See 21 CIFR 807.87 (1] A ¥

510(k) Kit Certificanion ¥¥* M ‘ ‘i
i

* - May not be applicable for Special 510(k)s.
*¥ - Required for Class [ devices, only.
Hokok

Convenence Kits Interitn Regulatory Guidance.

Section 2: Requited Elements for a SPECIAL 510(k) submission:

/

- See pages 3-12 and 3-13 in the Premarket Notficanon [510)] Manual and the

7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Present Inadcquate“T
- 7 _ ' or Missing
Name and 510(k) number of the submitter’s own, unmodified '
predicate deviee.
A de b(‘llp[l()n of the modified device and a L()mpmson to the
sponsor’s predicate device. n _
| A statement that the intended usc(s) and indications of the _ //

modified device, as described 1n its labeling are the same as the
intended uses and indications for the submitter’s unmodified
predicate device.

Reviewer’s confirmation that the modification has not altered the
fundamental scientific technology of the submutter’s predicate
device. /
A Design Control Activities Summary that includes the foll/ow{ing
elements (a-c):

a. Identification of Risk Analysis method(s) used to as ss the
impact of the modification on the device and its copdponents, and

the results of the analysis.
b. Based on the Risk Analysis, an identfication’of the required
vetification and validaton activittes, ncludy

¢ the methods or
tests used and the acceptance criteria to Je applied.

c. A Declaration of Conformuty with/%sign controls that includes
the following statements:

A statement that, as requirgd by the risk analysis, all
verification and validatipfl activities were performed by the
designated individual{¢) and the results of the activities
demonstrated thatthe predetermined acceptance criteria were
met. This statepdent is signed by the individual responsible

for those payﬂéular actvities.

A statemqﬂf that the manufacturing faciliey is in conformance
with th%lesign control procedure requirements as spectfied
in 21 /ECJFR 820.30 and the records are avatlable for review.
This statement is signed by the individual responsible for
those particular activities.

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present Inadequate
- or Missing |

guidance and/or special control(s) was used to adgdfess the risks
associated with the particular device type. (If g#fnanufacrurer
clects to use an alternate approach to addrgss a particular nsk,
sufficient detail should be provided to jusufy that approach.)

For a submission, which relies on a ge€ognized standard, a
declaration of conformity {For a listing of the required elements
of a declaraton of conformiq’,,S'EE Required Elements for a
Dectaration of Conformity to a Recognized Standard, which

is posted with the 510(k) boilers on the H drive.]

oy

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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l'or 2 submisston, which relies on a recognized standard without a
declaration of conformity, a statement that the manufactuter
mtends to conform to a recognized standard and that supporting

data will be available before marketing the device.

For a submission, which relics on a non-recognized standard that
has been historically accepted by DDA, a stateinent that the
manufacturer intends to conform to a recognized standard and
that supporting d:lm_will be avalable before marketung the deyet.

F'or a submmussion, which relies on a non-recognized stang td that

has not been historically accepted by FIDA, a stater
manufacturer intends to conform to a recopnized standard and

that supporung data will be available befor¢ marketing the device
and any addiuonal information rcqugsé by the reviewer in order

to determine substantial equivalc:fc/e.

Any additional information,which is not covered by the guidance
document, special con_l;df: recognized standard and/or non-
recognized standag;lr,/ in order to determine substantial
Lequivalence.

o

* - When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form (located on the H dnve) and List all the guidance
documents, special controls, recognized standards and/or non-recogmzed

standards, which were noted by the sponsor.

Section 4: Additionat Requitements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present

Inadequate

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

or Missing

b) Sterlization and expiration dating information:

1) sterlization process

1) validation method of sterlizanon process

i SAL

\

iv)_nackaeine

vl specify pyrogen {ree

N

vy BTO residues

NSRS

vi) radiation dase

-

. -
N
[a

e

viil) Traditional Method or Non-Tradiional Method
¢} Software Documentaton: -

&

Iterns with checks in the “Present or Adequate” column do not require e additional
information from the sponsor. Items with checks in the “ Missing or Inadcquzre’ ?
colurmnn must be submitted before substantive review of the document.

Passed Screening ] A7 _Yes 2 No

Reviewer: z/gfﬁ/( A —¢ /TL&

Concurrencg by Review Branch:_

Date: C; Gl(a k

ll\

al

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The deficiencies idennfied above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory crtteria as defined 1 Seerion 513(1) of
the Federal Food, Drug, and Cosmetic Act for determuining, substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving these 1ssues. 1f, however, you believe that informaton is being requested that is
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issues, you should follow the procedures outlined 1n the “A Suggested Approach to
Resolving Least Burdensome Issues” document. It 1s available on our Center web page at:

http:/ /www.fda.gov/cdrh/modact/ leastburdensome html

s

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

‘om: Baker, Karen
oent: Tuesday, May 09, 2006 2:31 PM
To: ‘imarsh@adept.co.nz'
Subject: K061058
Attachments: Picture (Metafile)
Mr. Marsh,

Please call or e-mail me if you have any questions.

Karen Baker

Karen Baker, MSN, RN

Nurse Consultant

Ear, Nose and Throat Devices Branch
JED/ODE/CDRH/FDA

.J1-594-2080

301-594-2339 (fax)

karen baker@fda.hhs.gov

4Rty

'/ t’.‘.‘*ﬁ : ‘,'%
 omomnial

9 swe
%'mu'“
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVIEW OF TOXICOLOGY DATA

Vasant G. Malshet, Ph.D., DABT

W2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

910(k) Number (if known): K061058

Device Name: Neozoline Ventilation Tubes

Indications For Use;

The largest patient population are children between 4 months and 6 years of

age (but not exclusively). Otological ventilation tubes are indicated for patients

with:

- Chronic or recurrent ofitis media with persistent effusion (OME).

- Recurrent acute otitis media.

- Acute oftitis media with complications.

- Eustachian tube dysfunction resulting in one or more of the following:
significant and symptomatic hearing loss, otalgia, vertigo, and tinnitus.

- Hearing loss resuiting from bilateral chronic middle ear effusion.

Prescription Use v AND/CR Over-The-Counter Use -
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1of 1

WD

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

Issue Number 1 Reviewed
MEDICAL [ssue Date 10/04/2006 Approved Page 3
4 510(K) Statement:

(As required by 21 CFR 807.93)

I certify that in my capacity as an official correspondent/Quality Systems Manager of Adept
Medical Limited, | will make available all information included in the premarket notification
on safety and effectiveness within 30 days of request by any person if the device described in
the premarket notification submission is determined to be substantially equivalent.

The information I agree to make available will be a duplicate of the premarket notification
submission, including any adverse safety and effectiveness information, but excluding all
patent identifiers, and trade secret and confidential commercial information, as defined in 21
CFR 20.61.

Signature of Certifier

Typed Name

Jason Marsh

Date

10/04/06

Premarket  Notification 510 (K)
Number

K061058

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K), Neozoline Ventilation Tubes

i Issue Number 1 Reviewed
MEDICAL [ssue Date 10/04/2006 Approved Page 4

Truthful & Accurate Statement:

(As required by 21 CFR 807.87 [K])

I certify that in my capacity as Quality Systems Manager of Adept Medical Limited, [ believe
to the best of my knowledge, that all data and information submitted in this premarket
notification is truthful and accurate and that no material has been omitted.

Signature of Certifier

Typed Name

Jason Marsh

Date

10/04/06

Premarket  Notification 510 (K)
Number

K061058

WD
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S10(k) “SUBSTANTIAL EQUIVALENCE™
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

June 19, 2006 Rockville, Maryland 20850
ADEPT MEDICAL LTD 510 (k) Number: K061058

2 MCDONALD STREET, MORNINGSIDE Product: NEOZOLINE
AUCKLAND, VENTILATION

NEW ZEALAND 1003 TUBES

ATTN: JASON MARSH

ke

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

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiclogical Health

\
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Adept Medical Limited ‘ ()(:/ 051 l)

. _ . - o - L

6 McDonald St, Morningside lelephone +54 9 8165 29849 N

PO Bax 10075, Dominion Rd Facsimile +64 ¢ 846 6976

Auckland, New Zealand www adeptmedical conz

REF: 20060608 MEDICAL
16 June 2006
Karen Baker, MSN, RN "
Nurse Consultant : Ly
Ear, Nose and Throat Devices Branch Lo o
DOED/ODE/CDRH/FDA R
Re: 510(k) Number K061058 >
)
(03]
NS

Dear Ms Baker

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

Arthog B

Anthony Blyth

N

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



Adept Medical Limitddecords processed under FOIA Request 2014-1543; Released 11/12/14

6 McDonald St, Mcrningside Telephone +64 9 815 2999
PO Box 10075, Daminion Rd Facsimile +64 9 846 6976
Auckland New Zealand www.adeptmedical.co.nz

MEDICAL

REF: 20060608

Appendix A

Sales History of NeoZoline™ Fluoroplastic Otological Ventilation Tubes

Unit Sales for Financial Years (Apri! to March) 1990 to 2006

F1990 — F1994* F1995* F1996 F1997 F1998 F1999
Asia Pacific | Between 2000 and 9000 pa | 8,250 8,460 9,230 11,340 9,040
Europe - - - - -
Total Between 2000 and 9000 pa | 8,250 8,460 9,230 11,340 9,040
* New Zealand only

F2000 F2001 F2002 F2003 F2004 F2005 F2006
Asia Pacific 14,680 13,850 11,840 11,380 12,060 13,430 12,240
Europe - - - - - 4,000 13,210
Total 14,680 13,850 11,840 11,380 12,060 17,430 26,150
Total Sales for F1995 to F2006 = 153,710

VD

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6 McDonald St, Morningside Telephone +64 9 815 2999
PO Box 10075, Dominion Rd Facsimile +64 © 346 6976
Auckland New Zealand www.adeptmedical co.nz

MEDICAL

REF: 20060608

Appendix B

Essential Requirements Conformity Checklist - Otological Ventilation Tubes

1Yo

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Certificate GB04/63721
The managermont system of

Adept Medical Ltd

6 McDonald Street, Momingside,
Auckland, New Zealand
has been assessed and certifed as meating the reguirements of

Directive 93/42/EEC

Annex Il (excluding Section 4) and
Annex V (sterility aspects only)
For the kliowing activies

Annex If {excluding Section 4)

Sterile middie ear suction tube kit consisting of suction tubes and
controllers,

Sterile suction controller,

Sterile myringotomy knife,

Sterile biunt needle grommet Inserter,

Sterile tympanostomy tubes both rigid and soft,

Sterile septal nasal splint.

Annex V (sterility aspects oniy)

Myringotomy kits,
Sterile ear curettes,
Sterile ear speculae.

This certificate is valid from 23 December 2004 until 23 December 2008
Issue 1. Certified since 23 December 2004

Noified Sody Number 0126
Authorised by

= %

SGS Unitad Kingom Ltd Systerns § Senvices Cerfification 1 !
NRMW,MWMMWA UK
Edd (0)1934 522917 1 +44 (011934 522137 www.508.com

3GS5 CE 01 0303

Pape 101

(

PR d0bn 0ed rant Y Bried Ay siek G veseit Reintiog T At lavet

17

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



Records processed under FOIA Request 2014-1543; Released 11/12/14

Certificate CAU5/3421

The managament system of
Le systéme da gestion da -~

Adept Medical Ltd.

6 McDonaid Street
Mormngslde. Auckland, New Zeaianvd

has been assessed arid certfied 4 mz@tzng the reqmments"oi
@ bié évaiué atmmglsﬁ% selon o owgmm o6 hosme

150 13485:2003

" The'scope of ragistration is es fotows:
L2 portes ﬁ’sﬂragi‘sirameni est:

sign and manufacture of stsrile and non 5terila tympanostomy
Jubes both rigid and soff, ear curettes, ear ‘speculd, myringotomy

knives; section tubes; suction coritrollers nd blunt needle grommet
: inserters, video otnscapecﬂp on gurettes and starile nasal splints

Ceoand non“stgfilﬁ;é&t&rna#n’asa! ‘spEints.

' Ti'ns semflcate is valid fro M hSG 2006 until Mamh 29 2009
Lo Ce Cerl;f‘ ca! gstvalade du 30 mars, 2006 w29 mars; 2009 -

© 07 Jssue 2 Certified since-danuary 2005

"Edition 2. Enregistrée dupuis [anvier-2005

RS Sagnaé foi e an behail of 5GS Systeims & Senvices Certifisation Canaga lne.
t)ownemsiangauar erau num dsSGS Cartémon n‘e S‘ruémm & samm Cariada e,

4 o B
Biantisrds Coundll of Cannga ).
Mwalﬂimr i

: g,f .: ;.e«-»\} {(r o

i : U
;‘; ey ",,"'g: L &w#

SN

Carmdwn Systems Camﬁmon fsfﬂnager Wimam Thoms

- 868 Sygtans & Sarvices C&ﬁtﬁcannn Cmada inc.
SG8 Cantificason de Systemes & Services Canada inc.

8275 Norﬁmm Drivg, Unit2, Mississdiga, Ontario, LAV 1v4 Canada
t(805) 678 959;5_ 1} 14@%636@841 Fla05) 675:6619" “WCa. 808 com
- MOCAS Recognizad Registrar.
" Reglatmlrg recannu seien fa CMDC.&S

Hrp ki Serigit dterims ey plusd privesd by wuli Bl wreurmy gy e uitedad .
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Adept Medical — NeoZoline" Ventilation Tubes

NeoZoline™ fluoroplastic ventilation tubes are moulded from Tefzel® HT2185
Fluoropolymer Resin manufactured by DuPont (refer to Biological Safety
Assessment —  Ventilation Tubes). Tefzel® HT2185 is a 100%
Tetrafluoroethylene-Ethylene Copolymer (refer to the Tefzel® HT-2185 Product
Information Sheet),

Competitors’ Ventilation Tubes

Atos Medical - TympoVent™

Contact Details

Atos Medical AB

PO Box 183, SE-242 22 Horby, Sweden
www.atosmedical.com

Literature / Data

¢ TmpoVent™ brochure, REF 7901, 200404
Materials used - Fluoroplastic
TympoVent ventilation tubes are also made of fluoroplastic. This material is
highly regarded by otologists for its smooth texture. TympoVent tubes made of
Sfluoroplastic are available in white or blue colour.

FDA
FDA 510(k) Notification Numbers: K936275
Device Name: TympoVent
Applicant: Atos Medical AB
Decision Date: 05/05/1994

Conclusion regarding material

From the information publicly available on the Atos Medical — TympoVent™
ventilation tubes all we know is they manufacture ventilation tubes from a
fluoropolymer resin (fluoroplastic),

Entermed — Aero-Tymp®

Contact Details
Entermed BV

PO Box 236, 3440 AE Woerden, The Netherlands
www.entermed.com

Page 2 of 9
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Literature / Data

¢ Acro-Tymp® Vent Tubes brochure, July 2001
Material
Aero-Tymp® ventilation tubes are available in PE, FEP and silicone. These
materials are held in high regard by the medical profession for their inertness
and biocompatibility when used for otological implants.

e Product labels
Product label states the material is: PTFE

Conclusion regarding material

From the Entermed product label we believe Entermed manufacture ventilation
tubes from a PTFE (polytetrafluorethylene) fluoropolymer resin. From the
Entermed brochure we believe this is probably a Teflon® FEP (fluorinated
ethylene propylene resin from DuPont).

Exmoor Plastics

Contact Details

Exmoor Plastics

Lisieux Way, Taunton, Somerset, TA1 2LB, United Kingdom
www.exmoorplastics.co.uk

Literature / Data

* Exmoor Plastics Product Data catalogue, 1997 and website (Jan 2006)
Aural Ventilation Tubes
Materials Index: ptfe: e.g. ‘Teflon’

* Product labels
The Exmoor product labels do not state what type of material is used.

FDA
FDA 510(k) Notification =~ K911580 K883667
Numbers:
Device Name: Donaldson/Shepards Donaldson Ventilation
Dr/Shah Vent-Mini Tubes  Tubes PT.#AG/S9
Applicant: Exmoor Plastics Ltd Exmoor Plastics Ltd
Decision Date: 08/24/1991 11/14/1988
FDA 510(k) Notification = K812460 K810701
Numbers:
Device Name: Various Aural Grommets  Exmoor Aural Grommet
Applicant: Exmoor Plastics Ltd Exmoor Plastics Ltd
Decision Date: 09/21/1981 01/14/1981
Page 3 of 9
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234  Conclusion regarding material
From the mformation publicly available on the Exmoor ventilation tubes we
know they manufacture ventilation tubes from a PTFE (polytetrafiuorethylene)
polymer (probably a Teflon® from DuPont).

2.4 Gyrus ENT

2.4.1  Contact Details
Gyrus ENT
410 Wharfdale Rd, Winnersh Triangle, Wokingham, Berks RG41 5RA, UK
WWW.gyrus-ent.com

2.4.2  Literature / Data

¢ “First in Myringotomy” brochure, REF 7060-0977, 4/03
Material: Fluoroplastic

¢ [nstruction Sheet — 4434505 Rev 09/02
Many styles of ventilation tubes are available with various material options. These
materials include Fluoroplastic, Silicone, Stainless Steel,  Titanium and
Polyethylene.

* Product labels
The Gyrus product labels state the material is: Fluoroplastic

243  FDA

FDA 510(k) Notification =~ K992222 K000801

Numbers:

Device Name: Fluoroplastic Ventilation PC Coated Fluoroplastic
Tubes Vent Tubes

Applicant; Gyrus ENT LLC Gyrus ENT LLC

Decision Date: 08/26/1999 06/19/2000

Material; Fluoroplastic meeting Fluoroplastic meeting
ASTM F754 ASTM F754

ASTM F 754 — Standard Specification for Implantable Polytetrafluoroethylene (PTFE) Polymer Fabricated
in Sheet, Tube, and Rod Shapes

This specification describes the performance of polytetrafluoroethylene (PTFE) fabricated in sheet, tube,
and rod shapes which may be used for surgical implants. PTFE is a member of the generic class of
perfluorocarbon (containing only the elements fluorine and carbon) polymers.

Perfluorocarbon high polymers are solids exhibifing extraordinary thermal and chemical stability. They do
not require stabilizing additives of any kind.

The biological response to PTFE in sof tissue and bone has been well characterized by a history of clinical
use and animal studies (1-9).

This specification does not apply to specific surgical implants. Such implants would be subject 1o
appropriate end-use performance standards.

This standard does not purport to address all of the safety concerns, if any, associated with its use. It is the

responsibility of the user of this standard to establish appropriate safety and health practices and determine
the applicability of regulatory Emitations prior to use.

Page 4 of 9
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244  Conclusion regarding material
From the information publicly avatlable on the Gyrus ventilation tubes all we
know is they manufacture ventilation tubes from a fluoropolymer resin
(fluoroplastic). Gyrus also states that their fluoroplastic material meets the
ASTM F754 standard which relates to PTFE (polytetrafluorethylene), we can
therefore assume they manufacture ventilation tubes from a PTFE
(polytetrafluorethylene) polymer (possibly a Teflon® from DuPont).

2.5 Medtronic Xomed

2.5.1  Contact Details
Medtronic Xomed Inc
6743 Southpoint Drive, North, Jacksonville, FL 32166, USA
www. xomed.com

2.5.2  Literature / Data
¢ Website — Jan 2006
Material: FLPL: Fluoroplastic

e Xomed Catalogue Poster, 1972
Material: Teflon — Registered Trademark of E.I. DuPont

¢ Product labels
The Medtronic Xomed product labels state the material is: F. luoroplastic

253 FDA
FDA 510(k) Notification Numbers: K941407
Device Name: Tympanostomy
{Ventilation) Tube
Applicant: Xomed-Treace Inc
Decision Date: 03/14/1995

254  Conclusion regarding material
From the information publicly available on the Gyrus ventilation tubes we know
they manufacture ventilation tubes from Teflon which is a PTFE
(polytetrafluorethylenc) polymer (probably a Teflon® PTFE from DuPont}.

2.6 Micromedics Inc

2.6.1 Contact Details
Micromedics Inc

1285 Corporate Center Drive, Eagan, Minnesota 55121, USA
www.micromedics-usa.com

Page 5 of 9
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2.6.2 Literature / Data

¢ Micromedics Ventilation Tubes catalogue, REF MK-0148A, 2002
Designs and Materials
Micromedics tympanostomy tubes are available in a wide variety of designs and
materials to meet nearly any surgical requirement. Each design description
includes the tubes’ material and color. Micromedics vent tubes are constructed of
materials thai have been fully tested for biocompatibility.
Fluoroplastic is inert, biocompatible, and very smooth. The rigid material
Jacilitates tube insertion and its non-stick charachteristics may reduce adhesion
Jormation and/or clogging. Teflon (a registered trademark of E.I. DuPont de
Nemours & Co.) is one brand of fluoroplastic. Micromedics uses only 100%
Certified Virgin Material, certified in accordance with ASTM D1710-81 Type |,
Grade 1.

ASTM 1710 - Standard Specification for Extruded and Compression Molded Polytetrafluorocthylene
Rod and Heavy-Walled Tubing

¢ Instruction Sheet — 20010 RevD
Implants are manufactured with a variety of materials such as silicone elastomer,
fluoroplastic, stainless steel or titanium.

263 FDA
FDA 51(k) Notification Numbers: K830228
Device Name: Otological Ventilation
Tubes — Various
Applicant: Micromedics Inc
Decision Date: 03/07/1983

2.6.4  Conclusion regarding material
From the information publicly available on the Micromedics ventilation tubes
we know is they manufacture ventilation tubes from a PTFE
(polytetrafluorethylene) polymer (probably a Teflon® from DuPont).

Page 6 of 9
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3 Fluoroplastics (Fluoropolymer Resins)

31 What is a Fluoroplastic or Fluoropolymer?

A group of plastics where the molecules contain carbon and fluorine which
dramatically change the properties to include: very high working temperatures,
no-stick characteristics, very high resistance to chemicals and solvents, and very
high electrical resistance.

F fluorine Fluorine typically imparts chemical resistance, thermal stability, and
low surface energy. Fluoro Intermediates are used as the key building blocks
required to produce fluoropolymers.

TFE tetrafluoroethylene TFE is the key per fluorinated monomer used to
produce a wide range of fluoropolymers. Most fluoropolymer products are
derived from TFE. This monomer can also be used to add fluorinated
functionality to a variety of hydrocarbon precursors. For example, a fluorinated
ether can be synthesized through nucleophilic addition of an alkoxide across the
double bond of TFE.

PPVE perfluoropropyl vinyl ether A clear liquid that is useful as a comonomer
in polymerizations and can also be used to add fluorinated functionality to
organic precursors. PPVE is a per fluorinated vinyl ether comonomer that is used
in polymerizations to produce fluoroplastics. Per fluorinated vinyl ethers are
effective in disrupting crystallinity in TFE based polymers and PPVE is
commonly used in the synthesis of PFA. Two co-polymers using PPVE as co-
monomer are commercially important: TFM, a copolymer with about 0.1%
PPVE & PFA, a copolymer with 3-15% PPVEL.

PTFE polytetrafluoroethylene Basic PTFE is a linear polymer of TFE and is a
true homopolymer. Virgin (pure) PTFE is the most unusual and exhibits the best
performance in terms of temperature resistance, chemical resistance, and non-
stick properties. Its major disadvantage is that it does not actually melt when
heated and therefore is difficult to process, and very unconventional techniques
are needed to mold, extrude and weld it.

Modified PTFE polytetrafiuoroethylene Modified PTFE is skived from a
modified homopolymer PTFE resin containing some percentage of a fully
fluorinated comonomer (usually PPVE). This chemically modified version of
PTFE yields a material with improved electrical and physical properties over
virgin PTFE. The result is a material that exhibits equivalent chemical
resistance, increased tensile strength and greater elongation. Unlike virgin PTFE,
conventional plastic techniques can be used to process this material (ie thermally
bonding or fusing Modified PTFE to itself). Because of these properties

Page 7 of 9
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Modified PTFE is often a lower cost alternative to other melt processable films
(ie PFA and FEP).

FEP fluoroethylene-propylene FEP was developed by DuPont as a Melt
Processable fluoropolymer which can be processed by normal plastic methods
unlike virgin PTFE. With the same benefits as other fluoropolymers FEP has a
lower maximum operating temperature,

PFA perfluoralkoxy PFA was developed by DuPont as a High Temperature
fluoropolymer with a maximum operation temperature of 500?F (2607C), while
maintaining similar properties to other fluoropolymers. Of course this added
temperature resistance also adds a significant increase in cost. PFA is a melt-
processable thermoplastic with similar chemical resistance to PTFE, but has
much lower porosity and 18 translucent.

ETFE ethylene-tetrafluoroethylene-copolymer ETFE was developed by
DuPont as a Tough fluoropolymer with similar hardness compared to nylon,
unlike virgin PTFE & FEP. The improvements in stiffness is paid for by reduced
chemical resistance and working temperature.

3.2 History of Fluoroplastic

PTFE or polytetrafluoroethylene was discovered on April 6, 1938 by Dr. Roy
Plunkett at the DuPont research laboratories (Jackson Laboratory in New
Jersey). Plunkett was working with gases related to Freon® refrigerants when
upon checking a frozen, compressed sample of tetrafluoroethylene, he and his
associates discovered that the sample had polymerized spontaneously into a
white, waxy solid to form polytetrafluoroethylene or PTFE.

PTFE was first marketed under the DuPont Teflon ® trademark in 1945, The
molecular weight of Teflon can exceed 30,000,000, making it one of the largest
molecules known. The surface is so slippery, virtually nothing sticks to it or is
absorbed by it

33 Fluoroplastic Manufacturers

There are a number of manufacturers of fluoropolymer resins including
Dupont®, Dyneon™, Saint-Gobain Norton®, and Norton® amongst others,
Due to their history Dupont® is the best know manufacturer of fluoropolymers.
Dupont® and Teflon® have become a familiar household names, recognized
worldwide for the superior non-stick propertics associated with its use as a
coating on cookware and as a soil and stain repellant for fabrics and textile
products.
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3.4 Dupont® Fluoroplastics
The family of Teflon® fluoropolymers from DuPont include:

o Teflon® PTFE, the original resin
e Teflon® FEP, introduced in 1960
e Tefzel® ETFE in 1970
e Teflon® PFA, in 1972,

Each of these fluoropolymer types are available in a dozens of different grades
which are normally selected depending on the end product being made and its
processing conditions,

According to Dupont technical information Melt-Processible Fluoroplastics
suitable for injection molding small specialty parts (such as ventilation tubes)
include:

Tefzel® ETFE Fluoropolymer Resin

Teflon® FEP Fluoropolymer Resin

Teflon® PFA Fluoropolymer Resin

Subsequently Tefzel® HT-2185 has been selected for the use of injection
moulding the NeoZoline™" ventilation tubes.

4 Conclusion

From this study we know our competitors use fluoropolymer resins to
manufacture ventilation tubes. We do not however know what exact type of
fluoroplastic is used by our competitors and unless the details of the
fluoroplastic manufacturer, type, name and grade were obtained (which is
unltkely due to the proprietary nature of this information) it is impossible to
prove exact substantial equivalence of material. It is important to note that there
are a variety of different fluoroplastics and the terms Teflon®, PTFE, ETFE and
Fluoroplastic are used interchangeably.

We suspect most of our competitors (including Medtronic Xomed and Gyrus
ENT) use a Teflon® from DuPont, possibly a Teflon® PTEFE. We also believe
that Entermed manufacture their ventilation tubes from Teflon® FEP.

However without having access to the proprietary information of our
competitors it is fmpossible to identify exactly which fluoroplastic (type and
grade) they have used. From our detailed knowledge of fluoropolymers (Adept
has manufactured plastic injection mouldings for over 30 years) we consider the
chemical structure of all fluoroplastics (the molecules contain carbon and
fluorine) used to manufacture ventilation tubes to be substantially equivalent
regardless of whether they are referred to as Teflon®, PTFE, ETFE or FEP.
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