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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes K O 6 j\ 3 8\5
August 14, 2006

SEP 27 2006

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
Grace Medical Adjustable Length and Fixed Length Partial and Total Ossicular
Replacement Prostheses

Trade Name: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
Common Name: Tympanostomy Tubes

Classification Name: Tympanostomy Tubes (CFR 21 § 874.3880)

Official Contact: Jeff Cobb

Vice President of Regulatory Affairs & Quality
Grace Medical, Inc.

8500 Wolf Lake Drive, Suite 110

Memphis, TN 38133

Telephone: {901) 380-7000
Telefax: (901) 380-7001
Date Prepared: August 14, 2006

Predicate Devices — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are substantially equivalent to
the predicate devices listed below.

510(k) Number
Predicate Device Manufacturer (if known}
Fluoroplastic Ventilation Tubes Gyrus ENT K992222
Tympanostomy Tubes Grace Medical Inc. K943325

Intended Use - The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes have the same primary intended
use as the predicate devices which consist of:

Chronic otitis media with effusion (serous, mucoid, or purulent)
Recurrent episodes of acute otitis media despite conventional medical treatment
e A record of persistent high negative middle ear pressure associated with one or more of the
following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both
e  Atelectasis resultant from retraction pocket of the tympanic membrane or eustachian tube
dysfunction.

Materials — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are manufactured from the same
materials as the Gyrus ENT Fluoroplastic Ventilation Tubes.

Design Features — Various designs of Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are available to
meet physician preference. The design features of the Grace Medical PTFE Ventilation Tubes should not raise new
safety or effectiveness issues.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Comparison Charts

GRACE MEDICAL BLUE PTFE (FLUOROPLASTIC)
VENTILATION TUBES

GRACE MEDICAL
VENTILATION TUBES
(K943325)

GYRUS ENT FLUOROPLASTIC
YENTILATION TUBES
{K992222)

Intended Use

Chronic otitis media with effusion (serous, mucoid, or
purulent)

Recurreat episodes of acute otitis media despite
conventional medical treatment

A record of persistent high ncgative middic ear pressure
associated with one or more of the following system:

1. Conductive hearing loss that is symptomalic

2. Persistent or recurrent otalgia

3. Persistent or recurrent vertigo, tinnitus, or both
Atelectasis resultant from retraction pocket of the
tympanic membrane or eustachian tube dysfunction.

Same

Same

Primary Blue {PTFE) Fluoroplastic Fluotoplastic Blue (PTFE) Fluoroplastic
Material(s) (Same as Gyrus ENT}
How Supplied Sterile Sterile Sterile

Differences between the Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes and the predicate devices should not raisce
new issues regarding safety or effectiveness.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Grace Medical, Inc.

c/o Jeff Cobb

Vice President SEP 9 7 2006
Regulatory Affairs & Quality

8500 Wolf Lake Drive, Suite 110

Memphis, TN 38133

Re: K062385
Trade/Device Name: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy tube
Regulatory Class: Class 11
Product Code: ETD
Dated: August 14, 2006
Received: August 15, 2006

Dear Mr. Cobb:

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 Il (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 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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Page 2 — Jeff Cobb

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 {0 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 're§50n51b111t1es 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.{da.gov/cdrh/industry/support/index.html.

Sincerely yours,

WM{D

Malvma Zydelman, 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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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

510(k) Number: J‘< O 6 2 .3 g S
Device Name: Blue PTFE (Fluoroplastic) Ventilation Tubes

Indications for Use:

La

- “Chtofic-otitis media with effusion ) (serous, mucoid, or purulent)
« Recurrent episodes of acute otitis media “d&sprereonventional medical treatment
» A record of persistent high negative middle ear pressure associated with one or
more of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both
+ Atelectasis resultant from retraction pocket of the tympanic membrane or
eustachian tube dysfunction.

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR 801.109) (Optional Format 1-2/96)
e
(Division Sign-Off)
Division of Ophthalmic Ear,
Nose and Throat Devises

ko 62385

540(k) Number

Page 3

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

o,
s Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Grace Medical, Inc.

c/o Jeff Cobb

Vice President SEP 2 7 2006
Regulatory Affairs & Quality

8500 Wolf Lake Drive, Suite 110

Memphis, TN 38133

R& KU62385
Trade/Device Name: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
Regulation Number: 21 CFR 874.3880
Regulation Name: Tympanostomy tube
Regulatory Class: Class II
Product Cede: ETD
Dated: August 14, 2006
Received: August 15, 2006

Dear Mr. Cobb:

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 11 (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 practice requirements as sel
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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Page 2 — Jeff Cobb

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 notlﬁcatlon" (21CFR Part 807.97). You may obtain
other general information on your reggérfgfbllltles 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.htm!.

Sincerely yours,

£ oSt M=

Malvma Zydelman, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices

OfTice 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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Food and Drug Administration
510(k) Notification Blue PTFE (F {uoroplastic) Ventilation Tubes
August 14, 2006

510(k) Number: < O6b 2 3 X f
Device Name: Blue PTTE (Fluoroplastic) Ventilation Tubes

Indications for Use:

o CRGATESES T with effusion (serous, mucoid, or purulent)

. Recurrent episodes of acute otitismr&gﬁfﬁgﬁfﬁ'conventional medical treatroent

. A record of persistent high negative middle ear pressure associated with one or
more of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent of recurrent vertigo, tinpitus, or both

. Afelectasis resultant from retraction pocket of the tympanic membrane OF
eustachian tube dysfunction.

PLEASE DO NOT WRITE BELOW THIS LINE = CONTINUE ON ANOTHER PA
Concurrence of CDRH, Office of Device Evaluation (ODE)

GE JF NEEDED

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR £01.109) (Optional Format 1-2/96)
ﬁ
(Division
Svision of Opninaimic Ea6
Nose

oat Devises _
<0k Number ko638 0.

Page 3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioclogical Health

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

August 16, 2006 Rockville, Maryland 20850
GRACE MEDICAL, INC. 510(k) Number: K062385

8500 WOLF LAKE DR., STE, 110 Received: 15-AUG-2006
MEMPHIS, TN 38133 Product: BLUE PTFE

ATTN: JEFF COBB (FLUOROQFPLASTIC)

VENTILATION TUBES

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,

(510(k)), you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please ncte, if the 510(k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510{(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO S50,

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k)
submission.

Please note the following documents as they relate to 510(k) review:
1)Guidance for Industry and FDA staff entitled, "FDA and Industry Actions
on Premarket Notification (510(k))Submissions: Effect on FDA Review
Clock and Performance Assessment". The purpose of this document is to
assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k)s should affect the
review clock for purposes of meeting the Medical Device User Fee and
Modernization Act (MDUFMA). Please review this document at
www.fda.gov/cdrh/mdufma/guidance/1219.html, 2)Guidance for Industry and
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s".
This guidance can be found at www,fda.gov/cdrh/ode/guidance/1567 .htnml,
Please refer to this guidance for assistance on how to format an original
submission for a Traditional or Abbreviated 510(k). 3)Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail
Communication with Industry about Premarket Files Under Review". Please
refer to this guidance for information on current fax and e-mail
practices at www.fda,gov/cdrh/ocde/a02-01.html.

Tn all future premarket submissions, we encourage you toc provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily, Under CDRHs e-Copy Program, you may replace one paper copy of an
premarket submission (e.g., 510{k), IDE, PMA, HDE) with an electronic
copy. For more information about the program, including the formatting
requirements, please visit our web site at

www, fda.gov/cdrh/elecsub.html.

9

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

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/".
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 638-2041, or at
their Internet address http://www,fda.gov/cdrh/dsma/dsmastaf.html. If

you have policy or procedural questions, please contact anyone on the
510(k) Staff at (301)594-1190.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No 0919-511 Expiration Date: August 31, 2005. See Instructions for OMB Statemen:

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number on ysuriche
MEDICAL DEVICE USER FEE COVER SHEET )
A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken
to properly submit your application and fee payment:

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

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment Identification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 856733, St. Louis, MO 63195-6733. (Note. In no case
shouid payment be submitted with the application.)

4. If 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:/www.fda gov/cdrhimdufma/faqs.himli#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
CDRH Document Mail Center.

—

2. CONTACT NAME
1. COMPANY NAME AND ADDRESS (include name, street Jeff Cobb

: P
address, city state, country, and post office code) 21 E-MAIL ADDRESS

jeff@eaglevis.com
GRACE MEDICAL INC
8500 Wolf Lake Drive, Suite 110 2.2 TELEPHONE NUMBER (include Area code)
Memphis TN 38133 901-380-7029
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) NO DATA
621607535

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Awww.fda gov/dc/mdufma

Select an application type: 3.1 Select one of the types below
[X] Premarket notification(510(k)}; except for third party [X] Criginal Application

[] Biclogics License Application (BLA) Supplement Types:

[ 1 Premarket Approva! Application (PMA) [} Efficacy (BLA)

[ 1 Modular PMA [] Panel Track (PMA, PMR, PDP}
[] Product Development Protocol (PDF) [1Real-Time (PMA, PMR, PDP)

[ ] Premarket Report (PMR) {] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this stalus}

[1YES, | meet the small business criteria and have submitted the required {X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

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

[ ] This apptication is the first PMA submitted by a qualified small business, []1 The sole purpose of the application is to support
including any affiliates, parents, and partner firms conditions of use for a pediatric population

(1 This biologics application is submitted under secion 351 of the Public L1 The application is submified by 3 state of federa

Health Service Act for a product licensed for further manufacturing use only ggm;ch?:ﬁ;nmy for a device that is not to be distributed

8. 1S 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 application is
subject to the fee that applies for an original premarket approval application (PMA).)

[1YES [X] NO

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

11-Aug-2006

Form FDA 3607 (082002)

Close Wirmw,)

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.] sp?vename=Jeff%2... 8/11/2006 (Q \
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
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120

Expiration Date: May 31, 2007.
See OMB Statement on page 5.

Date of Submission

SECTION A

PMA
Criginal Submission
Premarket Report
Modular Submission
Amendment
Report
Report Amendment
Licensing Agreement

User Fee Payment 10 Number

FDA Submission Document Number (if known)

PMA & HDE Supplement
Regular (180 day)
Special
Panel Track (PMA Only}
30-day Supplement
30-day Notice
135-day Supplement
Real-time Review

D Amendment to PMA &
HDE Supplement

[TJother

TYPE OF SUBMISSION
PDP
Original PDP
Nolice of Completion
Amendment to PDP

510(k)
Original Submission:
7] Traditional
m Special

Meeting
Pre-510(K) Meeting
Pre-IDE Meeting
Pre-PMA Meeting
Pre-PDP Meeting

E] Abbreviated (Complete

section |, Page 5 Day 100 Mesting

m Additional Information

Agreement Meeting
[ ] mhird Party

Determination Meeting
Other (specify}:

00

IDE

E] QOriginal Submission
Amendment
Supplement

Humanitarian Device
Exemption (HDE)
DOriginal Submission
Amendment
Supplement
Report
Report Amendment

Other Submission

E 513

I Jother
(describe submission):

Evaluation of Automatic
Class Il Designation
(De Nova)

Original Submission
D Additional Information

Class Il Exemption Petition

H

Orginal Submission
Additional Information

SECTION B

Company / Institution Name

Grace Medical, Inc.

Have you used or cited Standards in your submission?

SUBMITTER, APPLI

BYes D No

(If Yes, please complete Section I, Page 5)

ANT OR SPONSOR
Establishment Registration Number {if known)

1057421

Division Name (if applicable)

Phone Number (including area code)
( 901 ) 380-7000

Vice President, Regulatory Affairs & Quaiity

SECTION C
Company / Institution Name

Street Address FAX Number (including area code)

8500 Wolf Lake Drive, Suite 110 ( 901 ) 380-7001

City State / Province ZIP/Postal Code Country
Memphis TN 38133 USA
Contact Name

Jeff Cobb

Contact Title Contact E-mail Address

jeff@eaglevis.com

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Division Name (if applicable)

Phong Number (including area code)

Street Address FAX Number {including 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
EF

22

IPSC Media Aris (301)423- 190

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

REASON FOR APPLICATION - PMA, PDP, OR HDE
Withdrawal E] Change in design, companent, or m Location change:
Additional or Expanded Indications specification: Manufacturer
Request for Extension Software/Hardware Slerilizer
Post-approval Study Protocol Color Additive Packager
Request for Applicant Hold Material
Request for Removal of Applicant Hold Specificalions
D Request to Remove or Add Manufacturing Site Other (specify below} m Report Submission:
D Process change: Annual or Periodic
Manufacturing m Labeling change: Post-approval Study
lizat ' Adverse Reaction
Sterilization Indications
Packaging Instructicns Eewcz Defect
Other {specify below) Performance mendment
Shelf Life
Trade Name m Change in Ownership
Other (specify below) E] Change in Correspondent
D Besponse 1o FDA correspondence: E:] Change of Applicant Address

m Other Reasen (specify):

SECTION D2 REASON FOR APPLICATION - iDE

[3 New Device D Change in: m Repose to FDA Letter Concerning:
E] New Indication Corraspondent/ Applicant Conditional Approval
D Addition of Institution Design / Device Deemed Approved
m Expansion / Extension of Study Informed Consent Deficient Final Repon
D IRB Cerification Manufacturer Deficient Progress Report
D Termination of Study Manufacturing Process Deficient Investigator Report
m Withdrawal of Application Protocol - Feasibility Disapproval
[3 Unanticipated Adverse Effect Protocol - Other Request Extension of
[ Notification of Emergency Use Sponsor Time to Respond to FDA
D Compassicnate Use Request Request Meeting
EI Treatment IDE E:] Report submission: Request Hearing
D Continued Access Current Investigator

Annual Progress Report

Site Waiver Report

Final

E:] Other Reascn (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

[ New Device [7] Additional or Expanded Indications [ ] change in Technology

Other Reason (specify):
Change in materials from natural PTFE to blue PTFE. Proposed material has been cleared via 510(k) K992222.

FORM FDA 3514 (6/05) PAGE 2 OF 5 PAGES
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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 concerning,
‘ T safety and effectiveness information
! 3 4 o
1 ETD 2 L 510 (k} summary attached
| 5 | [ 7 8 [:I 510 (k) statement

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

510¢k) Number i Trade or Proprietary or Model Narne i Manufacturer
‘ i K992222 ; Fluoroplastic Ventilation Tubes ; i Gyrus ENTLLC
‘ » K943325 : Tympanostonr;y Tubes | ) Grace Medical, Inc. N
‘ 3 3 3 7
4 4 ‘ 4 ! ﬁ
5 5 —’ 5 w

SECTION F

Common or usual name or classification

Tympanostomy Tubes

Trade or Proprietary or Model Name for This Device

1| Grace Medical Blue PTFE {Fluoroplastic) Ventilation Tubes 1| various
2 2
3 3
4 4
5 5
FDA document numberss of all prier related submissions (regardless of outcome)

i 2 3 4 6

K992222 K943325 5

7 8 2] 10 i1 12

Data Included in Submission
E] Laboratory Testing D Animal Trials E Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicatie) Device Class

ETD 21§874.3880 [:] Class | Class Il
Classification Panel

Ear, Nose, and Throat E] Class Il B Unclassified

Indications (from labeling)

* Chronic ofitis media with effusion {serous, mucoid, or purulent}

* Recurrent episodes of acute ofitis media despite conventional medical treatment

* A record of persistent high negative middle ear pressure associated with one or more of the following system:

1. Conductive hearing loss that is symptomatic

2. Persistent or recurrent otalgia

3. Persistent or recurrent vertigo, tinnitus, or both

FORM FDA 3514 (6/05) PAGE 3 OF 5 PAGES
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FDA Document Number (if known)
Note: Submission of this information does not affect the need to submita 2891
of 2891a Device Establishment Registration form.
SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
Criginal FDA Establishmant Registration Number Manufacturer D Contract Sterilizer
D Add D Delete 1057421 E] Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Grace Medical, Inc. 1057421
Division Name (if applicable} Phone Number {including area code)
( 901 ) 380-7000
Street Address FAX Number (including area cods)
8500 Wolf Lake Drive, Suite 110 ( 901 ) 380-7001
City State / Province ZIP/Postal Code Country
Memphis TN 38133 USA
Contact Name Contact Title Contact E-mail Address
Jeff Cobb Vice President, Regulatory Affairs & Quailty jeff@eaglevis.com

FDA Establishment Registration Number
¢ [ Manutacturer [ ] contract Sterilizer

E] Add E] Delete D Contract Manufacturer D 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
Contact Name Contact Title Contact E-mail Address

FDA Establishment Registration Number
E Criginal 9 E] Manufacturer g Contract Sterilizer
D Add B Delete E] Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Division Name (if applicatle) Phone Number (including area code)
Street Address FAX Number {including area code)
City State / Province ZIP/Pastal Code Country
Contact Name Caontact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 4 OF 5 PAGES
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SECTION | UTILIZATION OF STANDARDS

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

Standards No. Standards Standards Tille Version Date
QOrganization
1
F754 ASTM PTFE Polymer
Standards No. Standards Standards Title Version Dale
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Crganization
4
Standards No. Standards Standards Title Versicn Date
Qrganization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7

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, including 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 information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)

9200 Corporate Blvd.
Rockville, MD 20850

An agency may not conduet or sponsor, and a person is not required to respond to, a collection of informution unless it displuys a currently valid OMB control

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

CREATIVE MICROTECHNOLOGY FOR ENT

August 14, 2006

Office of Device Evaluation

Document Mail Center (HFZ-401})

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

RE:  510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
Dear Sir/Madam:

Please accept this letter as our intent to market the above referenced products. This Premarket
Notification is being submitted in accordance with section 510(k) of the Federal Food, Drug, and
Cosmetic Act, and in conformance with 21 CFR 807.

In response to the requirements addressed by the SMDA of 1990, [ am enclosing a summary of
the safety and effectiveness information upon which the substantial equivalence determination is
based.

To the best of our knowledge, all of the accompanying information is truthful and accurate and
no material fact(s) has been omitted.

Sincerely,

Grace Medical, Inc.
(Dcc{r(,
Jeff Cobb

Vice President
Regulatory Affairs & Quality

Submitted in Duplicate

8500 Woll Lake Dr., Suite 110 » Memphis, TN 38133 USA « 1-866-472-2363 » 801-386-0990 » Fax 901-380-7001
www.gracemedical.com » info@gracemedical com

[5G 13485 CERTIFIED COMPANY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic} Ventilation Tubes

August 14, 2006

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required By 21 CFR 807.87 (j))

I certify that, in my capacity as Vice President of Regulatory Affairs and Quality for Grace
Medical, Inc., I believe, to the best of my knowledge, that all data and information submitted in
the premarket notification are truthful and accurate and that no material fact has been omitted.

“DCS‘C'C,

Jeff Cobb

age 96
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

5100 Number:  J< O 6 23 &S
Device Name: Blue PTFE (Fluoroplastic) Ventilation Tubes

Indications for Use:

o Chronic otitis media with effusion (serous, mucoid, or purulent)

« Recurrent episodes of acute otitis media despite conventional medical treatment

« A record of persistent high negative middle ear pressure associated with one or
more of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both

« Atelectasis resultant from retraction pocket of the tympanic membrane or
custachian tube dysfunction.

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR 801.109) (Optional Format 1-2/96)
——
(Division
Division of Ophihaimic Ear,
Nose and Throat Devises

510(k) Number koé2383..

Page 3
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Food and Drug Administration
510(k} Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

I. Device Identification
A) Device Name

1) Proprietary Name(s)

The family of Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes consists of
a variety of sizes and shapes of ventilation tubes manufactured from PTFE.

2) Common Name(s)

Tympanostomy Tubes
3) Classification Name(s)

Tympanostomy Tube (CFR 21 § 874.3880)
4) Classification

Class I

5) Classification Panel

Ear, Nose and Throat

6) Device Product Code(s)

77 ETD

B) Predicate Device Names

The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are substantially equivalent to
the predicate devices listed below.

510(k) Number
Predicate Device Manufacturer (if known) Exhibit
Fluoreplastic Ventilation Tubes Gyrus ENT K992222 2
Tympanostomy Tubes Grace Medical Inc. K943325 3

Page 5
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Food and Drug Administration
510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

11. Administrative Information

A) Manufacturer Identification

GRACE MEDICAL, INC.
8500 Wolf Lake Drive, Suite 110
Memphis, TN 38133

B) Establishment Registration Number

Registration Number: 1057421

C) Official Contact

Jeff Cobb, Vice President, Regulatory Affairs & Quality

II1. Classification

A) Classification Name(s)

Tympanostomy Tube (CFR 21 § 874.3880)
B) Classification

Class II
() Classification Panel

Ear, Nose and Throat

D) Device Product Code(s)

77 ETD

IV. Special Controls
A) Special Controls under §514 of the Act have not been developed for these devices.

Page 6
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic} Ventilation Tubes
August 14, 2006

V. Information Required for Substantial Equivalence Determination

A) INTENDED USE

B)

¢ Chronic otitis media with effusion (serous, mucoid, or purulent)

o Recurrent episodes of acute otitis media despite conventional medical treatment

+ A record of persistent high negative middle ear pressure associated with one or more
of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both

o Atelectasis resultant from retraction pocket of the tympanic membrane or eustachian
tube dysfunction.

DEVICE DESCRIPTIVE INFORMATION

The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are intended to ventilate
the middle ear subsequent to otitis media. The placement of the tube in the tympanic
membrane provides the means for eliminating any fluid buildup in the middle ear while
creating an avenue of the passage of air to equalize pressure on either side of the drum.
These ventilation tubes will be machined from blue PTFE (fluoroplastic) Rod. PTFE has
been used as a material for ventilation tubes and other middle ear applications for many
years.

e Grace Medical PTFE Ventilation Tubes were cleared via 510(k) No. K943325.
e Gyrus ENT (blue) Fluoroplastic (PTFE) Ventilation Tubes manufactured from the
same material were cleared via 510(k) No. K992222.

This material will be purchased from the vendor as blue colored PTFE (fluoroplastic) rod
stock. PTFE (fluoroplastic) from this vendor meets USP Class VI for plastics, ASTM D
1710, and ASTM F-754. The colorant meets 21 CFR Part 73.2725. Analysis of this
colorant used by the vendor is supplied as Exhibit 1. This blue colored PTFE rod stock
is the same material cleared via 510(k) No. K992222.

The procedure for placement is the same as current ventilation tubes.

1) Schematics and Diagrams

The Grace Medical Blue Ventilation Tubes may be offered in a variety of sizes and
shapes including the following:

Page 7
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Food and Drug Administration
510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes

August 14, 2006

(a) Armstrong Beveled Grommet — 1.14mm ID

1D
1

(b) Armstrong Beveled Grommet with Tab — 1.14mm ID

(f) Baxter Beveled Bobbin — 0.97mm to 1.27mm ID

Page 8
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Food and Drug Administration
510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

(k) Collar Bobbin Ventilation Tube ~ 0.75mm — 1.27mm [D

Page 9

35

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

Food and Drug Administration

510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

() Donaldson Ventilation Tube — 1.14mm 1D

(n) Feuerstein Split Ventilation Tube — 1.02mm ID

I !’,'.(f:"‘ o ,k"‘“:j‘.s,‘.,_. i)
i3 (e
E”"" remaaen nerear LENG'{H e\ € 08 42k

(o) Fluoroplastic/Titanium Ventilation Tube — 1.00mm to 1.5mm ID
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U i Nl e
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mm
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Food and Drug Administration
510tk} Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

(p) Lindeman-Silverstein Arrow Ventilation Tube — 1.14mm D

(q) Moretz-Type Ventilation Tube — 1.27mm ID

/

“XJ127mm 1D

[T T e,

(r) Paparella-Type Ventilation Tube — 1.02mm to 1.50mm ID

P ;Di
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Food and Drug Administration
510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

(t) Pope Beveled Grommet Ventilation Tube — 1.14mm ID

(u) Reuter Bobbin Ventilation Tube — 1.00mm to 1.27mm ID

(w)Rube Ventilation Tube — 1.14mm ID

LEWGET

L () =

(x) Shah Long-Term Ventilation Tube — 1.00mm ID
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Food and Drug Administration
510k} Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

WIDTH

3

T

(bb) Sheehy Type Collar Button Ventilation Tube — 1.27mm ID

Page 13
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Food and Drug Administration

310¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

(ee) Straight Ventilation Tube — 0.86mm to 1.14mm ID, Length 7mm to 12mm

2 A 1 e St i et

i
H

LENGTH

-4

.
’.,Ehl.;}i
|

(ff) Sultan Ventilation Tube — 1.27mm [D
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Food and Drug Administration
510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

(gg) T-TubeVentilation Tube — 1.14mm to 1.32mm ID, Length 4mm to 12mm,
Width 4mm to 9.8mm

Page 15
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoraplastic) Ventilation Tubes
August 14, 2006

Y

_— w&\{’.hm . ,M.w:u- [V S P

LENGTH - et

F—— LENGTH

2) Materials: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are made of
the same material used in the Gyrus ENT (blue) Fluoroplastic Ventilation Tubes
cleared via K992222.

STERILITY INFORMATION

Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are provided sterile. This
method of sterilization was referenced in and used on product cleared via Grace Medical
510(k) Nos. K060518, K981575, and K972815.

1} Sterilization Method: The devices are sterilized by exposure to H,O; plasma.

2) Sterility Assurance Level: The sterility assurance level (SAL) is 10°®.

3) Sterilization Validation Method: Validation of the sterilization cycle is performed in
accordance with ANSI/AAMI/ISO 14937 — Sterilization of health care products —
General requirements for characterization of a sterilizing agent and the development,
validation, and routine control of a sterilization process for medical devices.

4) Packaging: The devices are packaged inside a molded polypropylene case specifically
designed for otology implants with the exception of some of the adjustable length
devices which may be packaged in an adjustor body which allows for ease of
adjustment to length. The polypropylene case or adjustor body is heat sealed inside a
Tyvek® and ionomer pouch, which is in turn placed inside a paperboard carton and
shrink-wrapped.

These products ARE NOT labeled ‘non-pyrogenic’.

Page 16
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

D) LABELING

1) Indications for Use

o Chronic otitis media with effusion (serous, mucoid, or purulent)

« Recurrent episodes of acute otitis media despite conventional medical treatment

o A record of persistent high negative middle ear pressure associated with one or
more of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both

o Atelectasis resultant from retraction pocket of the tympanic membrane or
eustachian tube dysfunction.

2) Package Labeling

Sample labeling is shown below.

Page I7
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastict Ventilation Tubes
August 14, 2006

REF 520-101 Qty:5/Box  [LOT7333

FLUOROPLASTIC VENT TUBE-ARMSTRONG TYPE,
1.14 MM ID

B (o 3

CAUTION: This device is restricted to sale by or on the order of a physician

ATTENTION: Ce dispositif ne puut dere vendu que par uty médecin ou sous
prescription medicale

ATTENZIONE: Queste dispositive pud essere venduto solo da personale medico o
dietro ricetts medica

CUIDADQ: Este dispositiva sdlo se puede vender por o bajo receta de un médico

VORSICHT: Dieses Geriit darf nur vom einem Arzt bzw. auf dessen Anordnung
verkauft werden

GRACE MEDICAL

CREATIVE MICROTECHNOLOGY FOR ENT

T731 Hwy 70, Suite 107, Bartietr, TN 38133, USA
Toli Free #66-472-2363 » Phone 1-901-386-0990 = Fax |-901-386-0950
Email: info@gracemedical.com * www.gracemedical.com

Q2001 Grace Medicai, nc.

Not returnable f box seal is broken
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Food and Drug Administration

310k} Notification — Blue PTFE (F, luoroplastic) Ventilation Tubes

August 14, 2006

3) Package Insert

A sample of the Instructions for Use is provided below.

IMPORT A

NTMEDICAL
RNATION

The purpose of the Tympanostomy tube
inserlion procedure is te aspirale or
ventilate the middle ear subseguent to
acute otitis media. The placement of the
tube in the tympanic imembrane provides
the means [or drainage of any fieid
buildup in the middie ear while creating.
an avenue for tie pussage of sir to
equalize pressure on cither side of the
tyzypanic membrane

RIVLION
race Medical, Ine”s tympanostomy
(myringotoray) tubes are produced from
a variety of bivcompatible materinls
which include silicone lasiomer.
palyteralluorosthylene, stainless steel,
am Titaniom. Variows configurations
are available 1o suit the physician's
preference for shott of leng lerm
ventilation.

INRICATIONS

. Chrenic otitis media with ¢ Masim
characterized as ejther serous,
tucoid, or purulent

. Recurrent acute ofitis media which
fails to respond satisfactorily to
alternative therapies

. A patieot with a history of persistent

et negative midklie ear pressure

which may be nssociated with

conductive hearing Joss that is

symiplematic, persistent or recurrent

clalgis, persisient of reeurrent verligo

andior tingius

Ateleciasis resultan from retraction

pockel ot the lympanic membrane or

eustachian tube dystunction

~

uy

Eal

CONTRAINDICATIONS
. Cases where drug treatinent will
suflice

Cases where myringolomy wil

I

w

. Patient allergy or sensitivity 10
ceriain materials may result in tissue
immitation,

fi. Lunger term tubes, such ss T-tubes,

and tubes with Jarger flanges niay

tequire & second surgical procedure
to Temove the mbe,

PRECAUTIONS

Onee a myringotomy lube is inserted
nly the tympanic membrane, care
should be taken 10 avoid enviranments
which vould cause contamination of the
middle ear.

RESTERILIZATION

Grace Medical, Inc. assumes na liahificy
for products which bave been
restesilized by health care facilities.,

* Metadlic components which ruay be
used in Cirace Medical implauts are
unaffecied by the magnetic fizlds
peacluced by MRI unils

the opinion of the surgeon. alfeviae - -

the pazient’s condition

. Contmindications muy be relative or
absolute und must be weighud against
the patient’s entite condition,

EADVERSE
Kaown prtential adver
include:

- Ventilstivn tube could become
vlogged and cense to function
properly

. Early extrusion of the ventilation

whe tnay eeeur

Additional infction from airborse

of uquEGUS contaminants entering

through the lube miny ocour.

Persistent or penmanent

perforation niay oceur which may

requing a prafling procedare to
clowe,

-

3

bl

B

ATTENTION ; G disguositif
ATTENZEONE:

GRACE M

FAE ATl MK KROTECRNC 53

AL

pEryT

Product Infonmaticn for Tympanestomy Tubes

Tuformations techaigues pour les drains transtympaniques

Informazioni sul prodotio per tbi per miringotomia
Infomucion de producto purs whos de timpanostomia
Produktinformationen Ober Trommelfellschaittrohren

U ALITION: This devive in resteioted b sale by or on the onler of'a plysician

res L e Vol gne pur i Icdecin e sows prescrplian milicde

: Quesio dimpaxitive o ctadre semlsto sule o remsonsle mericn o dictro fiveun medica
CLUHIADGO; sty diponitive s se pucde vender g o b roco e i inedien

VORSICHT: Dt Clorsst tlart sur vom cinein Arat b, auf dossan Ancrdawng verkauft mevdon

:amw.ds_msh
Prostukletikert for

BTERI L i3

B R L] it pae phvsms e pevensde Tydragéne
Steriliasrat con plasma con perossidu o iltapens
l‘«imb.rw)pwpiwm de jrisiao d hidebyuno.

iz W lasnia

ik o assicu <l etiiene
s par s s etilens,
'akm isiert mit Athylenoxid

TERILE] . ‘>Itr!1|fod by g aadiation,
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CUSTOMER $ERVICE
TFor prodoct ordering & infeinitive)
Grace Medical, fne,
7331 Hwy 0, Suite 107, Barilett, TN 34133, USA
Tl D01-901-386-00960  Fax: 001-905-3R6-0050)
AUTHORIZED REPRESENTIVE
e B sepalatary uttirs}
Ciengsis Mndien! Products Ltd
The coach House. Plornix Shuiness { nire,
Low Mill Read, RIPON, North Y orkslre, Englind HG4 1NS
Teb: +44007 1765 S05531 Fax: ({01 1S 60320]
Form: {005 (41 354

Page 19

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




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

Food and Drug Administration
510¢k} Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

V1. SUMMARY OF EQUIVALENCE

A} Indications for Use

The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes have the same intended
use and general indications for use as the following predicate devices:

510(k) Number

Predicate Device Manufacturer (if known)
Fluoroplastic Ventilation Tubes Gyrus ENT K992222
Tympanostomy Tubes Grace Medical Inc, K943325

B) Design Type

The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes have the same design
type (including materials of construction and geometry) as the predicate devices.

C) Materials of Construction

The Grace Medical Blue PTFE (Fluoroplastic} Ventilation Tubes are made of the same
blue fluoroplastic as the Gyrus ENT Fluoroplastic Ventilation Tubes cleared via 510(k)
No. K992222,

D} STATEMENT OF SIMILARITIES/DISSIMILARITIES

1) Predicate Devices — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
are substantially equivalent to the above-referenced devices marketed by Grace
Medical and Gyrus ENT.

2) Intended Use — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes have
the same primary intended use as the predicate devices.

3) Materials — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are
manufactured from the same materials as the Gyrus ENT Fluoroplastic Ventilation
Tubes cleared via 510(k) No. K992222,

4) Design Features — Various designs of the Grace Medical Blue PTFE (Fluoroplastic)
Ventilation Tubes are available to meet physician preference.
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Food and Drug Administration

J10¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

TABLE OF SIMILARITIES/DISSIMILARITIES

GRACE MEDICAL BLUE PTFE (FLUOROPLASTIC) GRACE MEDICAL GYRUS ENT FLUOROPLASTIC
VENTILATION TUBES VENTILATION TUBES VENTILATION TUBES
{(K943325) (K992222)

Intended Use | o Chronic otitis media with effusion (serous, muceid, or | Same
purulent)

®  Recurrent episodes of acute otitis media despite
conventional medical treatment

® A record of persistent high negative middle ear pressure
associated with one or more of the following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both

s Alelectasis resultant from retraction pocket of the
tympanic membrane or gustachian tube dysfunction.

Same

Primary Blue (PTFE) Fluoroplastic (PTFE) Fluoroplastic Blue (PTFE) Flucroplastic
Material(s) (Same as Gyrus ENT)
How Supplied Sterile Sterile Sterile
Page 2]
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Food and Drug Administration 3
310(k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes -K O 6 j. 8\5
August 14, 2006

51(K) SUMMARY OF SAFETY AND EFFECTIVENESS
Grace Medical Adjustable Length and Fixed Length Partial and Total Ossicular
Replacement Prostheses

Trade Name: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
Common Name: Tympanostomy Tubes

Classification Name: Tympanostomy Tubes (CFR 21 § 874.3880)

Official Contact: Jeff Cobb

Vice President of Regulatory Affairs & Quality
Grace Medical, Inc.

8500 Wolf Lake Drive, Suite 110

Memphis, TN 38133

Telephone: (901) 380-7000
Telefax: (901) 380-7001
Date Prepared: August 14, 2006

Predicate Devices ~ The Grace Medical Blue PTFE (Fluoroplastic} Ventilation Tubes are substantially equivalent to
the predicate devices listed below.

510(k) Number
Predicate Device Manufacturer (if known)
Fluoroplastic Ventilation Tubes Gyrus ENT K992222
Tympanostomy Tubes Grace Medical Inc. K943325

Intended Use — The Grace Medical Blue PTFE (Flugroplastic) Ventilation Tubes have the same primary intended
use as the predicate devices which consist of;

Chronic oftitis media with e¢ffusion (serous, mucoid, or purulent)
Recurrent episodes of acute otitis media despite conventional medical treatment
A record of persistent high negative middle ear pressure associated with one or more of the
following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both
e  Atelectasis resultant from retraction pocket of the tympanic membrane or eustachian tube
dysfunction.

Matetials — The Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are manufactured from the same
materials as the Gyrus ENT Fluoroplastic Ventilation Tubes,

Design Features - Various designs of Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are available to
meet physician preference. The design features of the Grace Medical PTFE Ventilation Tubes should not raise new
safety or effectiveness issues.
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Food and Drug Administration

510¢k) Notification — Blue PTFE (Fluoroplastic) Ventilation Tubes
August 14, 2006

Comparison Charts

GRACE MEDICAL BLUE PTFE (FLUORGPLASTIC)
VENTILATION TUBES

GRACE MEDICAL
VENTILATION TUBES
(K943325)

GYRUS ENT FLUOROPLASTIC
VENTILATION TUBES
(K992222)

Intended Use

Chronic otitis media with effusion (serous, mucoid, or
purulent)

Recurrent episodes of acute otitis media despite
conventional medical treatment

A record of persistent high negative middle car pressure
associated with one or more of the following system:

I.  Conductive hearing loss that is symptomatic

2. Persistent or recurrent otalgia

3. Persistent or recurrent vertigo, tinnitus, or both
Atelectasis resultant from retraction pocket of the
tympanic membrane or eustachian tube dysfunction.

Same

Same

Primary
Material(s)

Blue (PTFE) Fluoroplastic
{Same as Gyrus ENT)

Fluoroplastic

Blue {PTFE) Fluoroplastic

How Supplied

Sterile

Sterile

Sterile

Differences between the Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes and the predicate devices should not raise
new issues regarding safety or effectiveness.
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EXHIBIT 1
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EXHIBIT 2
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|<a92329
Food and Drug Administration
510(k) Notification — Fluoroplastic Ventilation Tubes
June 30, 1999

5100) Number: K< 192222
Device Name: Fluoroplastic Ventilation Tubes

Indications for Use:

« Chronic otitis media with effusion (serous, mucoid, or puruient)
+ Recurrent episodes of acute otitis media despite conventional medical treatment
« A record of persistent high negative middle ear pressure associated with one or more of the
following system:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both
+ Retraction pocket of the tympanic membrane

Prescription Use /

(Por 21 CFR 801.109) 510(k) Number _ J< 99 229 9

Page 3
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Food and Drug Administration
£10(k) Notification - Fluoroplastic Ventilation Tubes
June 30, 199%

AUG 26 BN quiiﬂ_i

510(k) Summary of Safety and Effectiveness

Trade Name: Fluoroplastic Ventilation Tubes
Common Name: Tympanostomy Tubes
Classification Name: Tympanostemy Tubes (CFR 21 § 874.3880)

Official Contact: Alicia E. Farage _
Senior Regulatory Affairs Specialist
Smith & Nephew, Inc.
ENT Division
2925 Appling Road
Bartlett, TN 38133

Telephone: (901) 373-0200
Telefax: (901) 373-0242
Date Prepared: Tuly 2, 1999

The Fluoroplastic Ventilation Tubes are substantially eguivalent to the current fluoroplastic
tubes marketed by Smith & Nephew, Inc., ENT Division, and the fluoroplastic tubes marketed
by Xomed.

These devices have the same indications for use: to ventilate the middle ear subsequent to otitis
media,

Differences between the Fluoroplastic Ventilation Tubes and the predicate devices should not
affect the safety or effectiveness.

Page 12
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a’
i C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service
L]
\\- Food and Drug Administration
9200 Corporate Boulevard
AUG 26 199 Rockville MO 20850

Ms. Alicia E. Farage

Sr. Regulatory Affairs Specialist
Smith & Nephew, Inc.

ENT Division

2925 Appling Road

Barlett, TN 38133

Re: K992222

Trade Name: Fluoroplastic Ventilation Tubes
Regulatory Class: I

Product Code: 77 ETD

Dated: June 30, 1999

Received: July 1, 1999

Dear Ms, Farage:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act
(Act). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration.

If your device is classified {see above) into either class I {Special Controls} or class III
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent derermination assumes compliance with the
current Good Manufacturing Practice requirements, as set forth in the Quality System
Regulation {QS) for Medical Devices: General regulation (21 CFR Part 820) and that, through
periodic (QS) inspections, the Food and Drug Administration (FDA) will verify such
assumptions, Failure to comply with the GMP regulation may result in regulatory action. In
addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect
any obligation you might have under sections 531 through 542 of the Act for devices under
the Electronic Product Radiation Control provisions, or other Federal laws or regulations.
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Page 2 - Ms. Alicia E. Farage

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301} 594-4613. Additionally, for questions on.the. promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification”

(21 CFR 807.97). Other general information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance at its toll-free number

{800} 638-2041 or (301} 443-6597 or at its internet address

“htrp://wwrw fda.gov/edrh/dsmamain heml".

Sincerely yours,

e

A. Ralph Rosenthal, M.D.

Director

Divisior of Ophthalmic Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Page 31
57

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

Gyrus ENT Catalogue Pages

Page 32

HD

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



ni

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

. Ventilation Tubes & Myringotomy Accessories

Berger "V Bobbin Ventilation Tube

Desigried to help reduce the possibility of lumen dogging Holrglass-shaped lumen widens
o bath sides of the fympanic membrane 1o shorten the inferflange: dimension. This helps 1o
reduce the accumlation of residual drainirg, misimizing the potential for lumen dogging
“".shape faciliates nsettion, Features Gyrus ENT's exchusive MICRON™ firish.

. I : Y
45262 i Catalog Material L0 Enits per . Units per !
Nurmber i Package |  Box

i H i

% 145282 Thaniim 1 27mem e

. A

e iy B S, Beger, 8.0 Abesgeen, W U5 Patem No G081

Bevel Bobbin Ventilation Tube
(Catalog Material 19, Units per - Units per i
Number _ TPackege . Box

14-3 Biue Fuoroplasic T R
J018-5357 TO14-3357 . e Huoroplasiic 1. 14mm : J
\ H
Canale Ventilation Tube

Notched medial flange allows smaller myringotory as the tube is sorewed into the inc-
sion. Angled 1ab helps in easy inserion,

- \
| Catdog Material 10. Units per - Units per
[ Number " packege  Box
: !
240080 Hhue SHicone 1.14mm : (I )
Collar Button Ventilation Tubes
A “collar button™ shaped venslation tube for treatment of chronic, serious oftis media
‘ ‘ ™
Catalog Material 1.0, iF Units per * Units per
Number Packege  Bm
14-5214 145214 Froroplastic $Fmm 1amm 1 &
45067 Biue Flucroplastic ©1Z7mm L 15mm i g &
14-5705 Fluoroplastic 127mm 1.5mm 2 26
145257 Fuomiastic om0 18mm - 1 B
. with Wire . i ’
145004 Fhuoroplastic C s7em 15mm 1 30
7 70145060 - BueFuoopestc . 12w iSem 1 | 6O
14.5217 7014-5318 #C. Cosed Fluproplasiic 127mm L i 6
76145316 PCCosied Fureplastic  © 12fmen  15mm U 30
70145317 P Coared Huotoplastic 1 27mm 15mm ;2. &0
200014 Bl Sitkone D2 L Smm f e
7024-1014 Bl Ubraif™ Silicone e . L T s
20241304 - BueUast Shkone  i2nm . i5mm | 1 | 30
T024-1060 Bloe Ubsas™ Sifinone . LEemm thwm 2 &
. ? i /

Gyrus ENT = Domestic Customer Service: 1-800-262-3540 « Eurape & UK. Custorner Sendice: 00-44-1185-219-J00 = vawwgyTis-entcom
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. Ventilation Tubes & Myringotomy Accessories

140242

Armstrong Beveled Grommets # 1

Beveled inner flange comesponds to the angle of the tympanic membrane, resisis prema-

ture extrusion.
' ™
Catalog Matesial LD Units pee  Units per
Numbar - Package Box
14-0242 Fuoraplastic 1.14z0m 1 [

14-5700
7014-5061
0143061
7045761 -
0140267 |
0143067
1014-6067
\.

Fluoraphasic
Hiue Fioaroplastic
Biue Fhioroplastic
Blue Fuoroplastic
PG Coated Puoroplastic
PC Coated Fluoroplastic
PC Coated Huosoplastic

1.:4mm
1.34mm
1 Hmm
1.14rmm
1.14mm
1.14mm

1.iamm -

2
}

[

Ammstrong Beveled Grommets # 2

Uasiged by B Arnsirang, A0, Charctte, KC.

Beveled inner flnge comesponds 1o the angle of the lympanic membrane, sesists prema-
ture extrusion. Tab permits easy remaoval

T024-1050
7028-1350 |

7024-5756 -

Rlue Ultrasi™ Silicone, with Tab

Blue Hrasi™ Sticone, with Tab

Bive Ulsasi™ Siicone, with Tab

~
Catalog Material 1D. Units per . Units per
Number . Package Box
24-0050 Bilue Sicone, with Tab Liamm 3 6

Bom
f.1dmm 1

Lmm 2

Designed by BY Arvshiong, WD, Chadotte, NC

Armstrong Beveled Plain
Beveled inner flange comespands to the angle of the tympanic membrane, resists prerma-

End Ventilation Tubes

ture extrusion.

4 ™~
Catalog Materiat [1+8 Length  © Units per Units pet
Nurber ‘ Package Box
14-0244 Fluaropiastic 1. M T6mm ] 6
14-5706 Flucroplastic 1.14mm 76mem 2 &0
240052 Blue Silicone 1iamm TEoam i &

0261052 Blue Utrasl Siicone { dmm 76mm i 6
074.0345 ©  PC Couted Fuorplastic 1.14mm 7emm 1 &
70130346 PC {osted Huoroplastic 1.14mm R 30
70140347 : P Coated Phioroplaste 1.14mm 76Hmm 2 60

L

A

Designed by 83 Avnstrong, 8.0, Charlirte, 1C.

Gyrus ENT + Domestic Customer Service: 1-800-262-3540 « Europe & UK. Customer Service: 00-44-1189-219-700 + www gyrus-entcom
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. Ventilation Tubes & Myringotomy Accessorie

Armstrong V Beveled Grommets

The Ammstrong V grouping of ventilation tubes provides easy insestion and dear
visualization of the incision. All tubes zre blue, in color, and are PacifiC™ cozted to help
prevent biofilm formation.

Catalog Material LD, Units per " Units per e
Number Package © Box 70140395

N 40595 P Coated Blue Fluaroplastic ERT-T | [
7014-0396 'PC Conted Blue Fiomplastic AT b 10

7014-0%97 PC Coated Blue Pheoroplaste 1 Mmm 2 [S4]

Dusigrad by 8.V Asvsivong, MO, Charotte, NC.

Armstrong V Straight Ventilation Tubes
The Amstieng V grouping of ventilation tubes provides easy insertion and dear

visualization: of the incision. Al tubes are blue and ate PacfiC™ coated to help prevent
biofilm formation.

Catalog Material 1D, © Length  Units per " Units pes
Number ' Package Box

10140308 PCComed Blue Fuoroplastic 1.14mm 4.5 1
70130389 | PCCoxted Blue Fuomplastc ©  1.l4mm ¢ 45mm 1

7018-0400  PCCoated Blue Fooroplasic 114w Smm 70140398

7014-0401 | PCCoated Blue Flusrapiastic C1l4mm I Thmm

7014-0402 | PC Coated Blue Fluoroplastic L4 0 75mm

70140408 | PCCooted Bue Fluoroplestc © Llamm  75mm

A
Deesigned by B Armstong, MIL, Chadone, NC.

Baxter Beveled Bobbin

Designed 1o enhance retention and aeration, The tapered lumen assists the surggon
in deaning if necessary,

— ~
Catalog Material 1D Units per : Units per
Numnber | Package Box

7014027 2 Coated Blue Flucropiastic ogrm L1 6 70140273

‘ 0140273 BC Coated Bhug Fharoplasti ogmm
: iii‘; 7014-0275 £C Coated Blue Fuoopizstic 0.9%mm 2
7040270 PC Coated Plue Fuoroplestic s
70140272 . PC Coated Blue Muoroplastic 127
0140274 FC Coated Biue Fluomopiastic  127m

.
Desigred by Dave Baxter, RN, Boston, MA

Gyrus ENT = Domestic Custome Service: 1-800-262-3540 + Europe & UK. Costomer Service: 00-44-1189-219-700 « wwigyrus-ent.com

i
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~'. Ventilation Tubes & Myringotomy Accessories

Berger “v" Bobbin Ventilation Tube

Designed to help reduce the possibility of lumen clogging. Hourglass-shaped lumen widens
an both sides of the tympanic membrane to shorten the interfiange dimension. This helps to
reduce the accurnulation of sesidual draining, minimizing the potential for humen dogging.
"V*-shape facitates insertion. Features Gynus ENT's exclusive MICRON™ finish.

4 ' :
14-5282 :atal:eg Materiat LD. Uni::aper © Units per
umber Package | Box
14-5282 Thaniym 127mm | é

Lesigned by Bric 5. Berger, M.D., Aberdeen, WA U5 Palart N, 080,17

Bevel Bobbin Ventilation Tube
Catalog | Material LD. Units per  Units per
Number Package Box |

70143257

i 7014-3257 Blue Aunroplastc 1.14mm 1 3 J

Canale Ventilation Tube

Notched medial flange allows smaller myringotomy as the tube is screwed into the inck
sion. Angled fab hefps in easy insertion.

Catalog 5 Material iD. Units per  Units peq
Number Package Box
24-0080 tzcweao Blue Silicong 1.14mm H 6

Collar Button Ventilation Tubes

[ 1 A “collar burton” shaped veritiation wbe: for treatment of chronic, sereus ofifis meda,
4 . _ N kﬁ
l J Catalog Material B} LF. Units per  Units per _
Number : Package - Box :
14-5214 Fluoraplastic C zemm Smmo ! 6
7014-5062 Bie Fuomglustic L lamm  13mm 18
14-5705 Flugroplastic 127mm 1.5mm 2. %0
15217 | Rucroplastic Cozmmo oisme 1 ¢ 6
: with Wire : : o
14-5004 Flugroplastic ©127mm }.5mm L ¢
T014-5060 8lue Fluoroplastic 127mm o ismm 2 60
14-5217 7014-5314 PC Coated Fisaroplastic 1.27mm i.5%mm : I
70145316 | P Coated Foomplastic | ).27mm RN A -
7014-5317 PC Coated Fuoroplastic 1 27mm 1.30mm 2 %}
MO0 - HueSione . L 12Zmm | iSmmo | 6
024-1014 Blie Uitrasil™ Sikcone i 127mm 1.5mm : 1 6
7041314 BueUasiShione | 127mm  55mm v
7024-1060 Blue Uttrasi™ Silicone: 1.2%mm . L5mmem 2 €0
h S

Gyrus ENT = Domestic Custorner Service: 1-800-262-3540 » Europe & UK. Customer Senvice: 00-44- 1189-215-700 + Wavw.gyTus-ent.com
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. Ventilation Tubes & Myringotomy Accessories:

Collar Bobbin® Ventilation Tubes

Linigue thicker coliar permits grasping from different angles while the lapered lummen
resisis clogging with 2 minimal TM indsion.

é . ™ /N
Catalog Material ; D, LF. Units per | Units per @) D

Number Package :  Box

145287 Ttaniuen VB o

5297 Ttanium ? 1som 14-5288

145288 Flugroplaste L5mm
14-5288 | Flugroplastic _ £.5mm

14-5298 Flusapkastic 1.5mm

Donaldson Ventilation Tubes
Flanges resist migsation and extrusion. Large fumen promotes good vertiation.
-

Cataiog Material ' Lb. Unéts per
Number Package

24-0015 Blue Slicone IREL s 1
w02 Blue Sicone S WMem - 7
24-0060 ‘ Biue Soft Sicone 1. bmm

240016 Blue Silicone with Tab 1.8mm

T024-5012 Bluw Slicone with Tah AR

#5707 Hle SHicone with Tab 114mm
T024-1015 Blue UltrasT™ Sificane 1.14mm

14-6043 Froraplastic 1.14mm

.

Designed for Jarnes A, Donaidson, MO, Seate, WA

DuravVent™ Tubes

Designed for long-term ventilation, e DurgVent™ combines a tapered jumen for
increased ventilation with thin tapered flanges providing reduced mass behind the gmr
penic membrane. The thin, collapsible flanges allow easier inserfion and removal with no
spedial instrumentation requirerments,

Catalog Material Description 1D, Untts per Units pe)
Number Package .  Box

24-0675 Biue Sficone 1.57mm LF, 4 5mm Width 1.27mm 1 [
45775 | BueSlene | 137mmLF, 45mmWidh  : 1.27mm 2 &
7024-1075 Mmﬂ*sﬁm‘er 1.3mm L, 1.27mm ! 3

7024-1375 i U™ Skove 1 57mm L 12700
. : 13

45 deveioped in comunction with Brace Biack, MDD, Srisbane, Sustiatia,

24-0075

Gvius ENT + Domestic Customer Senvice; 1-800-262-3540 + Europe & UK. Customer Service: 00-44-1189-219-700 » wwwigyrus-ent.com
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. Ventilation Tubes & Myringotomy Accessories

Dutcher Ventilation Tube with Tab

- - ) Catalog Materiat Description . LD, Dimensions  Units per  Units per
' 1D Number j Package Box |
— 70240054 BleStcone Wb 1Z7mm  MedidFamge- 5
Ubteasit : A3mm, inlerna
10240054 : Fienge - 3mm
Desgned for Paut Dudcher, KO, Racdwstar, MY,

Feuerstein Split Ventilation Tube
Resists both extrusion and migration,

(Catalog Matenal 1D. i Length _ Units per Units per
i Number : ‘ . Package _ Box
; 140248 Fuaroplastc 1.02mm 9mm 1 [ j

Deesignexd tur Siciney 5. Feverstein, 4.0, New York, BY.

Huoroplastic/Titaniumn Ventilation Tubes

Cormbines the advantages of biocompatile itanium and “cog” resistant properties of fluore-
plastic. The tube features a flucroplastic lumen insert and medial fange resists dogging. Only
titanium contads the tympanic membrane. ideal for kng4erm ventlation,

Catalog | Matesial ¢ Description . | 1 Uritsper Unts per
Number : : | Package  Box
14-5220 :
14-5220 ©  Fuorplastic/Tienium  With Fange Holes  Imm © Imm 1 6
145271 | fooplstic/Tnium  WihoutHoes  1.7mem tm 1 &
145272 fluoroplasue/Tianium  © Without Holes — 15mim |+ 1mm 6 J
Jahn HydroxylVent™ Tubes

Highly biocompatible dense hydroxvlapatite tube designed for subarmuler placement,
Intended for 1se only when long-term ventitation Is indicated.

) ( Catalog Material .10, | Overall  Units per  Units per
LENGTH v Nuenber Length _Package | Box
14-0806 Hydrosdapatite : lmim : 9.5mem ! . [
D | om0 Hydromylapatie Gzmmiasmml 1 s
14-0927 E Hydronylapatite, with Fkoiopiastic Liner ‘ Imm : 9.5mrn 1 §
14-0906

Designed by Anthaay F idhin, B0, Newwed, K),

Gynss ENT + Domestic Customer Sevvice: 1-800-262-3540 « Europe & UK. Customer Setvice; 00-44-1189-219-700 + WAWW EYTUS-ent com
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Lindeman-Silverstein Arrow Ventilation Tube

Designed o be rotated after nsertion to ock in place. .
-
Catalog - Materfal 19, Units per | Units per {
Number Package  Box |
1

Em)m_ Fuaroplastic lmm 1 &

Desipred T Roger Lindaman, M0, Seatle, WA and Herben Siherstein M.D, Sarasota, FL

Micron™ Bobbin Ventitation Tubes

Two standard bobbin designed fitanium tubes feeturing Gyrus ENT's exclusive MICRON™
finish that provides the necessary wire-smaothness without the glare or reflection of ordi-
nary polisied finishes. The smocth finish of the lumen surface reduces the patential for

dogging and urwanted tissue ingrowth, Design and biocompatibility of this tube make &
well-cuited for lengterm ventilation.

7 5 ‘
Catalog © Material Description ¢ 1D Units per  Units per
Number ° : Package Box

14-5221 Titgnium "Bini” Version Q.F6mm | [

195279 | Tenum No Fange Holes Cl4mm 6
145280 Titanige o Flange Holes o
14-5281 Titanign No Flange Holes r27mm |

14-5781 Thatdim Twirs Pack 177 |
Ne Flange Holes : :

5273 Teavum With Sponn Flange 127mm
14-5215 Taanium With flange Holes Trram

145218 Taanium | “Unboblin” {Flange Boleson 1
| One Flange Oniy) .

7084-5881  Blue Thanium Ko Flange Holes 1.27mm

70145381 Blug Tranium | o Flangs: Holes RFCE

A
U5 Patent My, 4,744,792

Micron™ + Plus Ventilation Tubes

This hohbin-style ventiation tube features the innovatve Hydremer™ coating on the

fumen and outer surfaces of each flange, proveding a "slicker” susface than Teflon™ (fhuore-
plastic) material. Grly haniumm contacts the tympanic membrane, making the tube wek-
suited for long-tenm ventilation.

; r )
Catalog Material Description H Units per . Linits per
i Number Package Box

14-5276 Tazaum + Hydiomer™ Costed 1Zfmm 1 6

70145756 Tanom < Hydomer* Costed 5 127om 60

Canis ENT + Nomeshc T1stomer Serviee: 1-800-267-3540 + £urone & UK. Customes Service: 00-44-1163-213-700 + wwwi.gyrus-ent.com
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Mini-Reversible Ventilation Tube

This ventifation tube is characterized by its reversible insertion feature. The tube is notched
on both Banges, in a style simiiar to Paparella-type tubes, for atraumatic insertion, The
smalt flange {1.78mm) may be inserted in the tympanic membrane to encourage ety
extrusion. When longer term ventilation is desired, the larger flange (2.16mm) may be
insertad to help delay extrusion. Each *V* notch is positiored 186° from the other to help
the surgeon conceptuaiize the focation of the inserted flange and notch behind the tym-
panic membrane,

Catalog Material D, Description Units per  Linits per
Number Pkg. Box
24-0042 Slicone N8%mm Reversible i §

Ousignad or Burton | Coben, M, Lovisvilke, KY.
Moretz-Type Ventilation Tubes
Fariliar bobbin-style ventilation: tube i enhanced with an angled lateral tab. The angled

tab not only provides an improved grasp with alligator forceps, but also improved visualiza-
tion duting insertion procedure.
(4} 1.37mm 1D,

Catalog Material | Description LD, Lk Linits per Units per
Nugber : Package @ B
14-5265 145265 Twwiem | AngedBh 127w inm 1 g
7014-5498 | Biue Polyethylene - e wm L1 s
7014-3498 | Blue Polyathylene : - 1.270m : mmo ot L 3G §
7014-5798 - Bhie Fuletiylens . 127000 tmm s ‘
7014-2043 - PC Conted Forpisic - V2 120w T B
.

A5 deveioped by Willam bioretr, M.D., Augusts, GA

Paparella 2000 - Type 1 Ventilation Tubes

This tube has been designed for moderate to long-term vertilation using the proven "1 Y
- ey flange. The lateral aspect of ene of the medial wings has been notched to eradle the long :
e /{;f ----- -;, hhhhhh . amaf the mallews, giving the tube added stabifity and retention. The tabbed iateral fange 2

4 \\ 1D

helps in insertion and easy remewval, The choice of siicone or soft sficone Uliesd™ gives
the surgeon mare flexibility in choosing just the right tube for the millennium.

; o R
- R .

. I Catalog Material Description © 1D.  Units per Units pet
Number Patkage  Box
70140257 40257 Biue Soft Slicone Ultrasil Without Tab 1. 14mm e
TOMSST | Bhe SofSicooe el Without b Lamn R
7014-5757 Blue Soft Sticone Ulrasé Withoct Tab 1.14mm 2 &0

Designed for Michael Papeells, M0, Minneapolis, MN.

Gyrus ENT « Domestic Customer Senvice: 1-800-262-3540 + Europe & LK. Customer Service; 00-44-1189-219-700 = WA Eyrus-ent.oom
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Paparella 2000 - Type 2 Ventilation Tubes

Catalog Material Description LD | Units per
Number Package

T 40255 Bl Siacone With Tab 1.14mm 1
70140256 Blue Soft Silicane Ukrasi™ wim=h . ismm 1

0241356 Biu 3oft Sikcone Utrasi™ Withoist Tab 1.14mm

1024-5756; Biue Soft Sheone Ulresi™ | Viithout b [ i.l4mn

\.

Desigree far Michee! Paparelin, M.D, Mirneepalis, MN,

70140256

Paparelta 2000 - Type 3 Ventilation Tubes

Number

(Cataiog Material LD,

7014-0258 Biue Soft Sicone Ultrasi™ L5mm

7014-0358 | Blue Soft Siicone Uirasil™ L5mm

7014-5758 Blue Soft Silcone Liktrest® 1.5mem

Dsigrad T Michagl Papavella, MDD, Minneapos, M8 i(114-0258

Paparella-Type Type # 1 Ventilation Tubes
Notched inner flange for "wistin” insertion, Very stable for long-term implartation.

- . :
Cataiog Description Material © 1D, Unitsper | Units per
Number . Package Box

14-0252 Wweith Tab Fuoroplastic Co10znmn 1 6

24043 | Wihow Tab BueSleone | 102w 1 6

240044 with fab Blue Silicone © o 102mm

5700 | Wik Tab : Blue Sihcone © 10mm

24-0058 : With Tab Blue Soft Sione 1.02Zmm
70241084 - With Tab flue Ulpasi® Sticore .02
7024-1344 With Tab e Ulrasil™ Shcone 1 f3zeam
T024-5016 With Tab Blue Sicone L 102
7014-0280 Viih Taly Biue Silicone L nidem
70240280 Wb | BuelweslSikone  34mm
7024-0281 With Tab Blue Ultrasil™ Silicone 1. 14mm
020282 | WehTab Bue Uesi™ Shcore 1.14m
7014-0281 - With Tab Blue Liltasil Soft Slicone © 1.14mm

70241380 | vahTb . Be Lbresl” St Shaone | 3. t4mm

70245780 With Tab Blue Ulkrasd™ Soft Siicone 1. hmm
N :
Uiesigenad for Michael Paparella, 8.0, Minneapolss, N

Gvis ENT + Domestic Customer Service; §-800-262-3540 - Europe & UK, Customer Service: 00-44-1189-219-700 « vawvgyrus-ent.oors’s:
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Paparelia-Type Type # 2 Ventilation Tubes

/ B
— Catalog Material Description Lo. Urits per  Units per
O Number Package Box
\/\/ 14-0254 Flueroptastic | With Tab 12%mm i 6
240046 BueShone | Wik 1 10mm | 1 6
240046 0243046 Blae SHicane L Wik T Lomm 30
70245746 | Blue Siicone VTS 1Tmm 2 60
70241086 | Bre Utsl” Sllcone ~ Wih b 1a7mm 1 8
240048 | BueSlicone ¢ WRRb | 203mm | 1 @
g . 3 S
Cesigried for Michael Paparalia, 1A 0., Minncapolis, Mhl
Per-Lee Ventilation Tubes
ance o, Exra-large flange helps prevent extrusion, angled to slign with ear canal for fong-term: ven-
/ Y, lfation. Large lumen for supenor drainage.
; " e
. Pl e
Vi 1 I (
Vi \_// ' Catalog Material Description 1D, Units per | Units per
240026 Nurmber Package : Box
240026 e SHicone B° 15mm Long {.5%mm H & ‘

Devigned ior Jobn . Porfen, MDD, Bmery University, Afiants, GA,

Pope Beveled Grommet Ventilation Tubes

This ventilation tube offers advantages during insertion and for postoperative inspection. Easily
intraduged with alligator forceps, the grommet will pass through a very smail speclum, The
elongated flanges and length of the tube help to prevent premature extrusion. The 45° bevel
on the flange approximates the angle of the tympanic membrane, allowing the physician to
see straight through the lumen. Such problems as fluid reoccumence and phugging of the
jumen are asily recognized and coredled. The good vishility also makes postoperative evaiu-

aton of middle ear aeration much easier,

/—Catalog Material Description 1D Units per  Units per
Number ; ~ Package Bok
14-5250 Polyethyiene Biue 1,14mm i &
7014:3250 | Polyerhyiens Coewe | tMem ED
7014-5750 Solyetttene Blue Lo 2 60
TEI4T | FuoopksicBhePC Bue | i o 6
.

Uasigred b 1, Pope, indianapaks, IN.

Gyrus ENT « Domestic Customer Senvice: 1-800-262-3540 « Europe & UK. Customer Senvice: 00-44-1185-219-700 ~ www.gyrus-ent.com
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Reuter Bebbin Ventilation Tubes

The Reuter Bobbin Tube features a wide flange to help resist extrusion. Large lumen diam-
eters for long-term ventilation avalable in various sizes, styles, and materials.

Catalog Material

Number

Deseription

1D,

™
Units per : Units per

14-5212 Fuoroplastic

7014-3255 Biue Fluoraplastic
14-5709 Aucroplastic
7004-5320 PC Coated Huoraplastc
0145521 | PC Costed Fluoroplastc
14-5213 Flsoropiassic
14-5224 Fluoroplastic
14-5225 Hnrnplastic
14-5019 Flucraplastic
14-5712 Flucroplastic
10145326 BC Coated Phuanoplestc
T014-5327 © P Coated Fluoroplastic
70145328 PG Coated Fuoroplastic
14-5227 Fuoropiastic
14-5208 Stainless Steed
14-5209 Stainless Steel
14-5310 Stairless Sicel
14-57G1 Stainfess Steel
145211 Stinless Steel
14-5216
14-5218

14-5215

70145339 | PC Costed Fuoroplastic

I1mym AF, Wikhout Holes |

Stess Steel (S Frkh)
- Siless Steel (5t Frih)

£ Tranium (Micon™ Fanish) |

imm LF, Witheut Heles

. 1mm LF, Wahout Holes -
i imm £, Without Hales

i 1F, Without Holes
Urnen 1T, Wshour Holes
Tram 1F, Without Holes

trmm L, With Wire

T LE

. Tmm Lf, Without Holes

Tmm LE
Tmm 1.
imm 15
frmm IF
05mm L
Imm (F.
Tmsn LE.
trem LF.
rmm L
1mm iF, With Wire

T LF, With Wire

|HESE

Tmm iF

fmm
1mm
Tmm
imm
mm

imm

Lldmm
114mm |
1.14mm

134

1 mm

.34mm

1.14mm:

1.1 4mm

Package Box
: H [
i A ]
2

1.27mm ¢

¢ V27%wm

mm

imm

L Vldmm

Dusigned for 5. #amid Reuter, MO, Houston, 11

Rock Pediatric Ventilation Tube
A simple, shor-term fluoroplastic *bobbin™ tube for dhildren. The larger flange 2.41mm
(0.095") diameter is inserted through an incision in the fympanic membrane.

Catalog Material
Number

1b.

LF

Units per | Units per
Package Box

14-0086 Fuoraplastic

102mm

0.8%mm

1 3

Desgnid for T H, Rork, M1, Yonbkars, 4Y.

14-5211

iles

140086

Gyrus ENT + Domestic Custormer Service; 1-800-262-3540 + Ewope & UK. Customer Service: 00-44-1189-219-700 + www.gyrus-ent.com
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Rube Ventilation Tube

Based on the T-be design, the Rube fube has the unigue advantage of a shorter flange
width which aliows easier insertion.

) wETH Catalog Material ID.  length Width  Units per - Units per
semm L Number Package Box
10140260 | Blue Siicene with Tab Lidmm  45mm | 56mm i 6 3

J

Desmnedfr, Willar Rebesters, MD, Houston, TR

Shah Long-Term Ventalat:on Tubes
Designed for fong-term ventiiation. Can be timmed to length,

Catalog ~ Material . Dimensions Overall . Units per  Units
Number . length : Package - per Box

240012 ©  Blue Silicone e 51x50mm Slam |1

70245000 | BuéSlicore - Imm | 6xa2mm | 68mm

Ay dt.*-ek;ped N oon]ura-:hm wiith Mi_ ¥, Shab, FRCS, DLO, tondor, Erg;&-d

Shah Venulatlon Tubes

"Shoehorn” flange enables smaller incision and easy insertion,

Catalog Material Desaription B, Units per | Units per
Nurnber Packege Box
140005 Flugropiasic With Wire i 14 H
14;-50i§ . Fhoroplastic " With Wire : Timn -1
14-0005 14-6044 Thioraplastic Wihoot Wie  1idmm 1
145001 | Thiooplasic. . WikoutWie Liamm |
14-2230 Flucraplastic : Without Wire 0 76mm 1
145020 | Fuooplsic | WibouWee | 07Gmm | 1
.

" Dc»sgned‘or’dv N Shah, FRLCS, D40, Lotsdon, Engﬁarsd

" Shea Parasol Ventilation Tubes

Unigue design of the *folding” or collapsible flap aliows easy insertion, Tube flap apens
like an umbrelta when placed through the incision, A simple pull on the removal tab
inverts “umbrela” for easy removal,

-

Catalog Material Description . L0, Umts per |  Units per

Number : Package ©  Box
24-0035 : Blue Silicone With Tab, Small Alange 1.02mm 1
2003 | BleSkone | Wt | logoom |1
24-5703 Blue Sticone Vil Tab © Lo2mm 2
70241036 | Boe Ui Slicore | W Tab | 102m |
24-0038 Blue Sdicone With Tab ibamm !

- \

%nec foe Jobn ). Shea, MDD, Merophis, TAL
atent No. 3,871,380,

Gyrus ENT + Domestic Customer Service: 1-800-262-3540 « Europe & UK. Customet Service: 00-44-1189-219-700 - wwigynis-ent.com
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Shea Ventilation Tube
Catalog Materia) Description 1D. Uniits per : Units per
Number : Package Box
240034 Blue Silicone ; With Tab 3 Q.76mm H G
Cresiqned for Joha & Shea, MD, Memphis, T, VS Patert No. 0239330 24-0034
Sheehy Type Collar Button
e : ™
Catalog Material W8, Units per | Units per
Numbet Package Bax | e
7014-5671 Flugsoplastic 177mm 1 6 £D.
70185677 | lsoseplastc ' Comem o 0o | [
0145771 Flucroplastic 1 27mem 2 50
70141080 - .. PC Coated Fuoroplastic 127mm R 7014-5471
7014-3075 PC Coated Fuorplastc +27mm I )
0135780 2C Conted Fioioplaste . 1 T 2 66
7024-5781 Blue Sikcone : 12Tmm . &
70245782 - . 8k Slioong” S 2w, 7 s
7024-1000 . Uitrasil™ Blue Silicone i27mm [
102441001 Uttragit™ Bhie Silizone LZ7mm 2 60
N : S

Gytus ENT » Domestic Customer Service: 1-800-262-3540 + Europe & UK Customer Service: 00-44-1189-219-700 + wivwgyrus-nt.com
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Shepard Grommet Ventilation Tubes

Various styles, colors, and sizes available. All are eastly inserted with forceps or wbe insert-
er through incisicn in drum.

._»"i
| — .

In

Catalog Material Description 10 Units per | Units per
Numbrer . Package Box
14-0030 140007 Fuoroplastic Wit Teb 102mm ! 6
14-0008 Flucroplastic CUowiemb o LMmem ol 1 6
N 140027 Fluyoroplastic - 3.4 1 &
70143256 Bioe Fucroplastic - Cidom 1 6
14-0028 : Fluosoplestic _ withWire ©  1.02mm 1 §
WET02 Fluoraplastic - WEWee - a0mm 2 D80
140029 : Fluorplastic - L02mm 3 5
145TIT Funpksic - - oigwm 20 bR
7014-1030 Huoroplastic - W 1 &
70141631 Fluoroplastic ez
7014-1032 Fhuoroplastic kS 10Zmm
oo - Pwupesic . Wihwee | tdmm
14-5704 Huorcplastic with Tab: 1.t4mm 2 50
‘ and Wire :
womo | BueSikens | Weus om0 | 6
14-6028 BoePoelene Wenmb  toawm L 6
and Wie :
146020 | BheSolyetiens 0 WiTE 102w o ol 06
14-6030 Blue Polyetiyiene Witk Tab 114mm 16
. and Wie
16031 | BuePohehyene | VTR cindmm 16
14-5003 Fluoropiastic - 1.14mim 1 . 4
14-5009 " Plotoplastic - L WibWire | t02em | 30
145002 Fluoropiastc - 1.02e0m I 30
145010 Foopste. . | WhTb | lamem D1 %0
. R ST end Wiee R o v
7024-5008 Blue Silcone w0 ) 10
. 70241020 | BuoUkasiSicone © | . - | tommm 0 b
N : : : S

Dresigned for Manvin G. Shepard, #.0., Dallas, TX

Gyrus ENT = Dormestic Customer Senice: 1-800-262-3540 + Europe & UK. Customer Service: 00-44-1189-219-700 *» wam.gyrus-ent.com

Page 46

72

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



i

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

Spoon Bobbin Ventilation Tubes

This 18 the popular bobbin-style vertilation tube with the addition of an insertion flange.
The spoon-shaped flange, inserted through the indision first, eases introduction and posi-
tioring of the tube,

5 ; h
Material Destription £D.  ° Units per : Unils per
. Package :  Box

7015-5224 Fluompiastic L OWithout Wi, t 1 ' 12
©Without Hvles

14-5240 Sutinkess Steel | Wihout Wite
145241 Stpiess el v e
2145225 Stainkss Stee! D ith e

15173 Titansurs With Wre,
Withous Hoies

esnenat ior Baliey K. Dvegar, 010, Maiby, CA

Straight Ventilation Tubes
Sl flange for easy insertion through smalt indision in the drum, May be cut to length,

. ‘ 5 N N
Catalog Material [£:3 . Overall - Units per . Units per
Nuttiber ! length Package :  Box

140032 Fuoroplastic o DA%mem ¢ 12mm
140083 Fienplastic Liamm o Tmm
14.5703 Fluttoplastic Limm . dmm
140034 | Puoroplastic [ abomm Fmm
14-5707 : Fhuomplastic i GR%mm Imm
0141085 | BCCodted Fuomplasie  © DBImm | Jmm
T014-1036 PL Coated Fluoroplastic © o oBdmm
7041057 | PCCoetedFucopkstc  © 089mm
150035 Phinroplastic C L tdem
145708 | Fioropitc 1.14mm
14-6033 Bl Polvetilene . 14mm
145713 ¢ Clear Poiyesiienc: S 0.86mm
140016 Chewr Polyethylena 086mm
14-6035 Biue Potvethvdens 1 i4mm
14-5007 Fuoroplastic 1.14mm
145011 Fuoroplastic 1.14mm
7014-1039 PC Coated Puoroplestic 1 idmm

pakea

7014-1040 - PCConted Foorplestic © Lldmm

7014-1041 BC Coted Fhioroplastc. L14mm

Gyrus ENT + Domestic Customner Service: 1-800-262-3540 + Europe & UK Customer Service: 00-44-1185-219-700 + wwvgyius-entoos
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Sultan Ventilation Tubes
o F:R i *Shoehom" flange perits easy insertion into a smaller incision. Integral t2b for removal,
E.f" . .

E\..M_,/E “‘
|l \\) ) o (Cataiog Material Description ID.  Uits per | Units per
W

T T Number Package |  Baox i
E / ' . H
i ‘a'_// 14-5230 Fluarmplastic : mmTab 1.27mm 1 &
14-5230 145008 . Puomplastic PowihEe o 12mm 3

[resigned for Andre A Sistars, A0, Frarce,

T-Tubes, Butterfly

This madified T-Tube design s for the surgeon who prefers a grommetstyle flange on the later-
al end The grommet is notched in a "butterfly” shape: ko added visbilty during insertion, The

flexible medial flanges are easly insented through a small ingision and permit long-tem ventila-
tion, The: Jumen features an 11% larger 1D. than the sendard Tiube.

Catalog Materiol T Dimensions Units per " Units per
Number : Package :  Box
wIDTH ; ‘
240073 Biue Silicone L37mm o R3mmlox Temm W ] 6
j—— UENGTH 702450180 BueSikone . | 12Pmm C SImmlxZemmwe |1 L0 3
7024-1073 Hue Uiirasi™ Silicone © 1.27mm S.3mm L x Tomm W : 6
24-0073
T-Tubes, Tiny
TS Catalog Material 1.0, Dimensions  Units per  Units per
: Number Fackage Box
B = 7024-0076 Bhie Skane 13amm AmelxdmmW: 6
WIDTH 76241076 | Blie Ulrasi® Silicorie 13mm dmnlxdemw, 1 6
“ e \ i :
:‘
]
: LENGTH

7240076

Gyrus ENT - Domestic Customer Sewvice: 1-800-262-3540 = Europe & UK Customer Service: 00-44-1185-219-700 + www.gyrus-ent.com
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TTubes, Madified

This modification of the Gyrus ENT T-Tube features shorter flanges to lessen the possibility
of trauma to the fympanic membrane. Overalt length is also reduced to efminate need for
trimering, The 1. has been increased o facilitate vertilation with less dogging. O.0. is the
same 3% the onginal design,

Cotalog Material LD, Length Units per  Units per\‘ T T e e
Number : Patkage . Bod ) ‘ T
240072 Bk SHicone 1.32mm 4 8mm 1 6 § g
7024-5017 Blue Shicane” 13aam . 48mm . 1 W _l__ ]
245708 Biue Sificune L32mm 4.8mm 2 .6 L.-m LENGTH —
200074 Boe Soft Siicone | L32mm [ 4gmm. i 6 240072
0261072 Blue U™ Sicone | L32mm 48mm ! 6
\. S
T-Tubes, Richards

Richards T-Tubes offer the surgeon a long-term ventilation tube that is casily
inserted through 2 srmaller incision and is designed 1o remain fismly posifioned in the tym-
panic membrane, Because the T-ube is designed with a long shaft and

flexible flanges, it is easily extracted. The T-Tube is made of blue sificone and is 3 =
eastly timmed to adapt to the surgeon's needs,
4 | ‘ ] TN
Catatog Material 1D Dimensions : Uniits per © Units per
Number Package . Box
. ; i : LENGTH
24-0071 Biue Shcone Lldmm @ 12mmix@8mmW 1 &
245018 BueSiéone - | 1M4mm | \2mmlxSBmW | 1 30 240071
240058 e SoftSiione | Lidmm | TmmixSEmmW . 1 6
20-5706 = Blue Slicone 1.14mum E 1o Lxb8mmW | 2 60
702441071 Blue Uhssil™ Silicone 1. i4mm 12mm Ly 9.8mm W i : g
vy
Venturi + Plus Ventilation Tube
.(Catalog  Material Description £D. | Unitsper Units per
| Number Package  Box

0145278~ Tnanum + Hydromer™ Costed 1Zimm 1 s

7014-5278

Cyrus ENT « Domestic Customer Service: 1-B0(-262-3540 + Europe & UK. Customer Service: 00-44-1189-218-700 + wwawgyrus-ent.com
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M UL B PRI

General Information

Product Description

LEXAN® 8040 ilm is an amorphous
enginaering themnoplastic. inherart
physical piopertes inciude high heat
resistance, exceptional optical clarity
and gloss, physical strangth and ease
of thermaforming and processabifty.
LEXAN 8049 fimis in compliance with
FDA regiflations and meets USPMV
ciiteria. Available gauges are D087
to 0307 in rall web, sheets fram 0407
1w 5007 through suthorized oon-
version locations.

Wedical Application

LEXAN fim may be used for medical
packaging in flat pouches or tharme-
formed biisters and trays, Steam auty-
clave andd some dry heat sterilization
processes are possible withy LEXAN film,
LEXAN 8040 film will retein is clanty and
strugtural irtegrity/shape through con-
trolied high temperature cycling.

Listed below are typical product
packaging exampies using LEXAN film
and stearmn/dry heat:

» Ophthaimic solubons (bottle delivery)
» Parereral drugs

o Implants

s Ingtrument tray sels

» Woven products

» Dliagnostics

s Speciaity products

= Hotfill delivery systems”

* Appslies o OTC inarreds

Processing

GE Structured Products has intro-
duced LEXAN 8040 firn to the medical
packaging supplier community, custom

413 448 7743 fah i

L _$PD 1¥KTG TrOSLS

thermofarmers, contract packagers and

packaging mechinary manulaciurers.

A processing ips publication foroon-

inous web themaoforming of LEXAN

fiim can be cbtained from GE Structizred
roducts. Alsc available is 2 compre-

hansive isting of LEXAN il package

suppiiers, Please call (BOC) 451-3147

0 obtain further irdformation.

GE Structured Products will also pro-
vide lechinical assistance to OEM's or
contract supoliens as needed to achiove
optimum efficiencies and finished part
guaiity. Qur technical staff has over 50
yaars of processing and thamolomning
expenisein engineering plastics

Cost

The diversity ¢f products, manu-
facluring processes, sterlfzaion and
distribution i the burgeoning medical
device and pharmaceutical inCustry
preciudes a siandard packaging formuta
for computing Viinished’” cogt. Each
inciividual or company must determine
the suitability of LEXAN 8040 film for
packaging based on spedific orocust
company advantages,

Package Design/Application
Developient

GE Structured Products canofier
package designreview, production
technical assistances and mited pro-
tohype generation to visuzlize package
concepts using LEXAN film. Sterily
sample packages highlightirg LEXAN
capabilities are availabie upon request.

LEXAN 8040 Film

FarMed:caI Packagmg

Lidding

High-haat sterilization processes re-
quire specialized id stoclk/adhasive.
TYVEK? and paper idding have been
developad 1o meet thestringst ro-
quirements of autoclave and setocted
dry-heat procadures Alisting of recorr
mended marifacturers of id stockis
availatie by calling (800} 451-3147.

Banafits

* Steam or dry heat (to 265%F)
serilizable

« Excaptional clavity and gloss

* Finhole resistant

« Dimensionally stable (0% o

265%)
« Will not stress-whiten when folged
* High miodulus allows downgauging
* Desp draw thermoformable upto 2-
depthiidraw)
s Can be procegsed by B0, garnma®,
ar E-beam sterfization,
* Ugo of garnma radiatiom wdll imoan Slighl meterisd
peﬂmmwm CHANGH I O LR o Srysic s orops
Reguiatory Compliance
LEXAN BOAQ film is in compliance
with FDA reguiations and mests USPY
critetia. DMF information may be
ohtained by written inquiry to;
GE Flastics
Highway 69 South, Ridg. 1
Mt Varnon, IN 47620
AT Mr Howard Munno

Lt traceability with written cerifca
tion is available through authoized
GE Structurad Products conversion
locations.

inasmuch gs @enar Esctic Comeany Nas no control v the yee iy which others may pu L
wotared Compary g

WNor gomn Gcwrn) Eiaciric

T e Sarme v % 55 Thooe deentribac Fiereus wil T

1} 0% 1% T

Rchvenass o safety clasgyn ke ary pRokYRCn
drpwings ana mamwmdmm«mmummmnamw»&umwmwumrmﬂcrwmsumzﬁgn 5w 42 1

achrecel
mtaniizy of we materd or Catigr or Bt ke his own

pamicular L
atvonsinuting g icahse Unoer any Geend Electric patent covring

coremmhing

SACIT\SE Of I TECCI B AL Jor (o Of St AL O DEAIGNE it AT RTQEmSIL o 963 Bade,

be Sorgtng

* Figmintormd Frasamph o Gocwral leciic Compuay,
t flagwiwred Tmcornm of ), DuPond delamaurs M Q. e,

SEa0a(el R

Fhstiaid, MA D120t
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Public Health Service

T Food and Drug Administration

1390 Piccard Drive
Rockville MD 20850

00T 11 9o

Anthony D. Prescott Re: K943325/81

Grdce Medical Company, Inc. Tympanostomy Tubes

8624 North Lake Cove Dated: September 6, 1994

Arlington, Tenmessee 38002 Received: September 7, 1994
Regulatory class: 1I

21 CFR 874 .3880/Procode; 77 EID

Dear Mr. Prescott:

We have reviewed your Section 510k} natification of intent to market the device referenced above and
have determined the device is substantially equivalent to devices marketed in interstate commerce
prior to May 28, 1976, the enactment date of the Medical Device Amendments or 1o devices that have
been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, fisting of devices,
good manufacturing practice, labeling, and prohibitions against misbranding and adulferation.

If your device is classified (see abave) into either class 1l (Special Controls} or class lil {(Premarket
Approvalj it may be subject to such addiional controts, Existing major regulations affecting your device
can be‘ !ou.nd in the Code of Federal Regulalions, Tille 21, Parts 800 o 895. A substantially equivalent
determination assumes compliance with the Good Manufacturing Practice for Medical Devices: General
(GMP} rgzgulalion'(zi CFR Part 820) and that, through periodic GMP inspactions, FDA will verify such
:f:t;:mpgons. Failure to.c‘ompty with the GMP regulation may result in reguiatory action. In addition,
e E; and Drgjg_ez Adr;mss:rauon .(FDJ.AJ may publish further announcements conceming your device in
Attt aneml_ﬂy oblieggatjon. lea§ehnole. this respon‘se to your premarket notification submission does not
Eeoront pc you might have under sections 531 through 542 of the Act for devices under the
e Froduet Radiation Control provisions, or other Federal Laws or Requlations

Thi . . . .
p::fn ;ef;:z: ﬁ?}:?fiiczzéely \::il allow you 1o begin marketing your device as described in your 510(k}
et ot ni _ FOA ﬁqdmg of substantial equivalence of your davice o a tegally marketed
fesults in a classification for your device and permits your device o p?ogcegdnio Uf y
: ;]

markel, but it does not mean th
: al FOA approves vou i :
anyway repr.esent your device or itg | eling as b;ngrmédznemmr& { you o f*Of Cpecitc aads

Sincarely yours,

'

/ ”\::67 / ﬁ‘@_,( A [/ N

Liflian Yin, Ph.D,

Director, Division of Reproductve,
Abdominal, Ear, Nose and Throat
and Radiological Devices '

Office of Device Evaluation

Center for Devices and
Radiolegical Heanh
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DEPARTMENT OF HEALTH & HUMAN SERVICESB Public Health Service

Pood and Drug Aministration

OCT - 5 ‘ggd 2200 Corporste Hlvd,

Rockvilile, M) 20830

Re: Temporary Deferral of Activities Relating to Medical Device Submissions

Dear Submitters of Premarket Notification {(510(%)}, Premarket Approval (PMAY, and
Investigational Device Exemption {(IDE) applications:

FDA is moving ODE and certain other CDRH offices from their present Rockvii%e, Haryland
lecation to another Facility in Rockville, Maryland. This move will occur in October
1994. Because the move affects ODE's Document Mail Center and most ODE review staff,
equipment, and files, the office's capacity to conduct reviews of submissions wi}l be )
substantially reduced until the move is completed. Therefore, the statutory review peric
for new and existing submissions affected by tha move will be adiusted nccordingly.
Submitters of IDE applications affected by the move should not consider their appllcatior
deemed approved at the cenclusion of the normal 30-day review period. FDA anticipares
that the move will take 7 calendar days but notes that the maximum adjustment for any
parcicular submission may be 14 days, depending on the circumstances of the move and the
timing of the submission. The statutory review perieds on submissions pending when the
move begins will be suspended during the relocation period. ODE will continue to accept
mail during the move but will not officially log it in until the telocation is completed.
When ODE functions resume, submissions received during and immediately following the move
will then be officially logged in, but on a staggered basis to preserve equity in the
order of receipt and manageability of the accumulated workload. Svatutory review periods
will begin when submissions are officially logged in. ODE will, of course, attempt to
minimize the peried during which regular Procedures zre suspended. Following the move,
3@ w%l} publish a notice identifying the exact period during which action on new and
wXisting submissions was temporarily deferved, 4all premarket approval, premarket

notification, and investigation device exemption applicacion submissions should now he
addressed as follows:

Office of Device Evaluation {BPMA, 510(k)}, or IDE
Document Mail Center (HFZ-401}

Center for Devices and Radiological Health

Food and Drug Adminiscration

9200 Corporate Blvd.

[ TR .
SIS et M X T ::ﬁx}lﬁ;;d i

as appropriate)

e
Please uge the abov
¢ address on all fur ili
£ ure mailing to ens
nay be arfeces 7 > - 4 ure proper delivery. p
ey regardinvdoﬁﬁr§h}s temporary deferral should contact FDA with any quoszion ersﬂns oo
v cnpg;c 9; .:; s m?v? to the new Rockville, Ezryland locavion Tﬁafa';' o e ar Ay
ate Lo 5 Uivision of $qal? Manufarturary Ensigtance ar S0.4TR .50 ”J’ L?fuﬂns enreld
{in ..r.iL_'Yja!NI/\~ A '“v‘“’”d”“’{“' v 36:-3“3‘6-}97

(ﬁ\\\ Sincerely vouxs,

Robert Y. Chissler
Acting Director
Program Operations Staff
Center for Devices and
Radiological Health
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Food and Prug Administration Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

1390 Piccard Drive

Rockville, MD

Dear Madam/Sir,

Enclosed is Grace Medical Company Inc.'s 510(k) notification for tyrapanostomy tubes. If you have any
questions please contact me by phone at (901) 794-8829 | fax at (901) 794-80960, or by mail at the address
listed below.

Smcere!y, ...... :
; "4{ /‘ ‘x a8 ;}/-> /‘]m_ /

Anthony D. Prescott

Grace Medical Company. Inc.
8624 North Lake Cave
Arlington, TN 38002
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July 8, 1994

Food and Drrug Administration

Center for Devices and Radiological Health
BPocument Mait Center (HFZ-401)

139( Piccard Drive

Rockville, MD 20850

RE: 518(k) Notification

Attention: Document Mail Clerk,

This is a pre-production 3 10(k notification of Grace Medical Co., Inc's intent to market the following
device:

Classification Name: Tube, Tympanastomy

Classification Number: T7ETD

Conunon/Usual Name. Tynpanostomy Tube

Proprietary Nanme:

Establishment Repistration Number: 037421

Classification: Class [l

Performance Standard: None established- Materials standards listed in exhibit ©

Promotionat Material: Promotional literature is included as exhibit B.

Substantial Equivalence: These tympanosiony tubes are similar in design, materials (316 stainless steel
(ASTM F-138), titanium (ASTM F-67, ASTM F-136) and fluoroplastic (ASTM F-754), and function to
those marketed by Smith & Nephew Richards. Product information sheets from this company are
included as exhibit A, Sample specifications and labeling for Grace Medical Co., Inc. 's products are
listed as exhibit B. Please refer to Ratienale for Equivalency on page 2 of this document.

in response (o the requirements addressed by the SMDA of 1998, | am enclosing 2 summary of the

safety and effectivencss information upon which the substantial equivalence determination is based
as exhibit D,
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Rationale For Equivalency

Does New Device Have Same Intended Use? - YES

Ventilation Tubes Manufactured By Grace Medical Company, Inc. are to be used only by registered
physicians for the surgical treatment and prevention of recurrent middie ear infection. Identical devices
have been marketed for identical purposes by Smith & Nephew Richards, Xomed-Treate, Microtek
Medical. River Medical, and others.

Does New Device have Technological Characteristics That Raise New Types of Safety or Effectiveness
Cuestions? - NO

Ventilation Tubes Manufactured by Grace Medical Company. Ine. utilize the same materials - 316
stainless steel (ASTM F-138), titanium (ASTM F-67, ASTM F-136) and fluoroplastic (ASTM F-754), as
those marketed by the firms mentioned above. (see exhibit C for ASTM specifications). The physical
characteristics of Grace Medical Company, Inc 's ventilation tubes are identical to those currently being
marketed. Examples of GMCY's products are shown in exhibit B. Examples of similar products currently
being marketed by other companies are shown in exhibit A, Packaging and sterilization are accerding to
accepled standards within the medical industry and are described in more detail on page 3 of thig
document.

Does Descriptive or Performance Information Demonstraie Equivatence? - YES

“Tympanostomy tube placenent has clearly been shown i be an efficacious treatment for recurrent
bouts of acute otitis media or chronic otitis media with effusion.”**

“*Weigel, MT; Parker, MY Goldsmith MM, Postma DS; Pillsbury HC, A prospective randomized study
of four comuonly used tympanostomy tubes., Laryngoscope (UNITED STATES) Mar 1989, 99(3)
p252-256.

-
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Packaging:

Products will be packaged in a plastic inner product container approved for medical packaging, This
container will be placed in a peel pouch and sealed, The peel pouch will then be placed into a dispenser
carion 1 quantities of six. The dispenser carton will then be shrink wrapped for distribution.
Sterilization will be according to cither of two methods:

General Information;

Contract medical product sterilizers wilt be used to sterilize product for Grace Medical C ompany, Inc.
The following sterilization techriques will be emiplayed.

Method 1. ETO gas
Standard to be used for validation and compliance: AAMI §T-27; $T-34
Stenlity assurance levef. 10-6

Method 2. Steam sterilization

Standard to be used for vatidation and compliance: AAMI $T-25.113: ST-34
Sterility assurance level: 10-6
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. - exhibit A-1
S M I T B & N TP O W R 1 ¢ 0 A R D

ENT MICROSURGERY CATALOG
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exhibit A-2

IMPLANTS

VENTILATION TUBES
MICKON BOBEN VN HLATION T3
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e surfie seduc puzu)lui Fear choming, sad snwantzed oo mgaaethy, O

Tnewzinpaeiatning of s b e <ot autinad R bong e vonie s

St e vedas I Reodady cuii e MICRON feish i v G S

T e e ¥
Matcriat Cat Ne. W Drseription Vo per
{ma) ' B
. b2 F
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| : 4-5281 P27 H i
345741 1. !
145075 133 b 1
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: [
145748 2 [
senubos el Ta521% ! o
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exninit A-2

IMPLANTS

VENTILATION TUBES

" SIRALGHT VENTIEATION THEIS
1D Suall flatige for sy Tnsermion ducugh sk inciskon in sthe dou, May be Gt o lengih,
-T ¥ h
} ‘ Materlal Cat No. (:?:]) I(‘ﬁ;l s
LENGTH Pig Ba
Huusoplastic 14-0032 (D 12 I §
Huoropbestic 145712 0. 2 ] ol
Flatrophistic 140633 114 12 1 4
Fuoioptasic 145703 L 2 2 o
Hurkophisic 14004 a8y 7 1 €
Flaoplastic 14-5707 1} 7 2 A
Fhubraplasic 14-003% 114 ? t [
Flunroplastic 145708 L 1 1 ¢
Telyetliyhene 146033 114 12 i :
Pobyetiyhine 144713 (46 7, Cheat 2 (
Fulyethykone 14-6016 IS 7, Clew 1
Pulpeiliylae 146035 114 7, e i
SULTAN VENTILATION THBE®
“Shochom” linge permis easy nserion o a saraller incision. Enegrl wh (ur reavoval
Liaits per
Mateclal Cat. No. m Duscription Yig, i
Fluorophastic 14-5234 § o witah 1

*Bngndd har Andic A Swhae, M D s

RICHLARDS T THRES

Focharcds Tk clfons B GAGKgy Sungeon o kg i vomibieu: -5 that 5 caily insentuk (i

stmaller Hcision and i desigoid 10 fon soply posioned in £ sgen ncubiane.
Focwuse die T Tube s desggoed witi o - ol and Bedble ..o it s caslly oacsacd. The T
sk of blae siticune nddnr and & gy inimed o adipt v o' sl
I eseription Units
Material Cat. No. {ov) teapth Widih Piy
(o} (mem) i
Silicone 20071 1.1 1 94 1
Sut Sibicors: 240059 IR 12 938 i
Siticane 24-5706 b4 i? 98 2
Silicure 240072 132 48 16 H
(Moxificd TTubic}
St Sibone 240074 132 48 36 I
{Mudifiod T-Tuhe)
Silone 570 132 i8 16 ¢
{Mudificd T Tulie)
Silkcote: 240073 127 %3 16 H
(Buucrtly Vem. Tube)
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[ s
! exhibit A-4
IMPLANTS
t
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exhibit A-5

[IMPLANTS

YENTILATION TUBES
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uch easicy

Uniw per
Maicrial Cat. No. H Description Phy, Box
Folyethyloe 45258 (BRI Bloe t f
Fuuroplastic 14-5406 L imim Thue 1 b

‘Dot 8 T H e, Cunfadvie

ROCK PEDIATRIC VENTHAFON TUBE?

A sinple short Wi Mwuoplactic “Fablin” wh fue dubdeen. The L Range 2 i1nsn (0857 5 Qs &
imsenuel throwgh i ik in gl syl meanbiite

ity por
Material Cat. o i Description iy, o
Hronglsti 140086 1itam 8% ¢ i 6
“Ehedgnod ko bawin 1 Rk, Taskas, MY
SHAH VENFHATION TLBEY?
- “Slochoms™ Range enables smialler incision and easy insndon
i Vs per
_ Materiat Cas. No. () Buscription Thg, Box
Pl ey shastin 150008 143 wiWire O [
P astin 223 0% 1 [
~F Fuotoplastc 146044 I H Wi Wiee 1 &
140005 agmod for M N Shah FRUS 014 Lo, gland
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exhibit A-6

IMPLANTS

YENTILATION TUBES

<RGN VENTIEALIN VLS
v daateon T hGPOS TR R G B07 Dokt o Gt s st k3
i©
I Units per 2
Maerial £ No. {iam) Deseriuon Pig, [ i -E-
- i 163214 11 ! ) L
Lyt 14-6049 L 1 o
- tplain 5T [ i [{%]
ERT Py 145217 12t H &
R 200014 $27 i & i

AR BORIMN VEND b HENT

~o voibared” e sl jeagiing shltoren dighes 1o o prefecnee Tapensd s
ovrmkan, and e

i |

I

|

Magerld Description Vit pes { !

ihg lax Lh i l

thanien 14-5280 Uil 1 § ! !

Tty #5287 1 L3 H 3 1

i ssiisus 145297 PaTmni } o i_i
Flawonlasiiv 14-5288 OMmam L 1 6
i Iy 149283 1 Uit § 63 1 ]
Fhaaroplistic 145298 [ TR EY) 1 i

B[ PP RN S T TRY

Unigue collar permits graspiag fmm difforeat
angdes. 10 suit surgeon preferences
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c'ex‘h'ibit A-7 :

"MPLANTS

VENTILATION TUBES
ARMSTRONG BEVELED GROMMELS

Beveled Inser Minge cotesponds w the angle of the nempurtic membrune, r{.,!SIS pRM3ture exrusin. T
DO easy rerpval

. . ) oo Units per Lo
oMMz " 1. Materiad Cat No. (mnt) Description Phg, Box
' Fluotoplaste 140242 114 1 &
Flyoropsastic 146040 14 Hiue Fluoro. 1 6
LR Flasteopastic 14-5700 114 2 5
B L Silicons 240050 144 with 1 1

“xalgoord By B, Anewivong, M D, Chariote, HC

ARMSTRONG BEVELED PLAIN END VENTILATION TUBES

b5 Beveledt inner fange corresponds o the angle of the tympanic merbicane, wosivs prenaurt cxiysion,
10, Dc;(:i ?s:m Units per &
Material €. Now (st} P :
Plg. Hox
FRuormplasic 02 1i4 Ti 1 6
Foorophisdy 145706 1L 6 F) o0
Siliouse 24-0052 114 ik 1 6

*Desigred b B. W, Amstrong. MB, Cradade, 8O

5 " BALDWIN BUTTERFLY VENTUATION TUBLS® o
————— The hourgtass shape of the jaend Tange Bcifivees nscrion 2nd slows grever veualbatian of i
tymganic membrae incison. Fluaoplastle matedal resists dogzing,
""" Material Cat o, m
Bloe Funroplestic 145441 12%0am i
) Biue Hisomopizsue 145402 : L D
DIAMETER - .- - ' 48 Sovciaped by o L Bakhwn, M1, Wi gann, AL

BERGER "V BOBBIN YENTILATION TUBE*

Deslgned w hedp reduce the possibility of lumen dogping. Hosrghss shaped forun mdhus 5h bo:‘ s
of the tempanic membrane 1o shonen the iisfange dinension. This belps &
resiceal draining, misfinizing e poienial for lumen dogring "V sage [au it
Rihards® cxclusive MICRON Fintsh.

i Unispes |
Matcriat Car. No. [} Desciipiion
{mum) P Phy. Tox |
Tt 145282 127 : 6|
mmdhyms Bges, M Sk, Abxdcnn, Th
Faneras Pertd: HRE
S
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exhibit 8

Hrace Nidiad Gompany, oo

Material Inner Diameter {m.m.) Catalog Number Styles
Available
3 XX-XAXK AR
Stainiess Steel Lo* XX-XXXX
115 XX-XXRK
£.27" AX-XAKX
§" KX-AXXX AB
TFitanium 14" AX-XXXK
{15 XX -XXXX
1277 XX-XXXX
3" KK-KXXX ABCD
Fluoroplastic 10" XX-XXXX
115" XX-XXXX
127 HN-KXKK
b
Style A: ﬂ ﬂ Lo (r )
SN
Nia.
Style B: ”j b és
Dia.
Style C: ”*“W”"] (;?)
Bm
Style D:

—

IS i“@

{iin,
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exhibit C~1

q{m‘) Designation: F 138 - 86

Standard Specification for

Stainless Steel Bar and Wire for Surgical implants

(Special Quality)*

Thas standard is issued under the fixed deignation F 138, the number imnsediately following the designation sndicates the year of
capinal adopion of, b the case of Tevision, she year of oot rovisions, A fuosiber in paremtheses indicuses the year of Rast reapprival, A
supwrscript opsiton o) ndicatey an ediorsd change since the lasz revisios or seapproval.

Fhis spevifivaruns has boen appoved for use by agedcies of the Dopartment of Dofinse and fir fisting in the Dal) Indey of Spevifioarions

und Starmdrds.

1. Scope

£.1 This specification covers the reguirements for two
compositions of special quality stainless steel bar and wire,
except suture wire, used for the manufacture of surgical
implants,

Notg l—Exposure o Rimperstaies above $0UF {425°C) duning fab-
Fication My Ampadr corrosion reststunce ualess such eaposure s
followed by a solution-annealing reataien,

£.2 The values stated in inch-pound units are to be re-
garded as the standard,

2. Referenced Docoments

2.1 ASTM Standurds:

A 262 Practices for Detecting Susceptibility to Intergran-
ular Attack in Austenitic Stainless Steels?

A 484/A 484M Specification fur General Requiremenis for
Stainless and Heat-Resisting Bars, Billets and Forgings’

A 555/A 555M Specification for General Requirements for
Stainless and Heat-Resisting Sieel Wire and Wire Rods?

A 751 Test Methods, Praclices, and Terminology for
Chernical Analysis of Steel Products?

E 45 Practice for Determining the Tachusion Content of
Steat*

E 112 Test Methods for Determining Average Grain Size*

F 361 Practice for Assessment of Compatibility of Metallic
Materials for Surgical Implants with Respect 10 Effect of
Materials on Tissue®

2.2 American Society for Quality Control { ASOC) Siand-
ard-

C1-1968 Specificalion of General Requirements for a
Quality Program®

3. General Requirements for Delivery

3.1 In addition to the requirements of this specification,
all requirements of the current editions of Specifications

1 This specification is ender the jurisdiction of ASTM Comamitice F4 on
Modical amd Svrgical Maserials and Pevices and is the direet responubility of
Subesmmitice F4 02 on Resources,

Current edition approved Sept. 26, 1956, Published November Y86, Originally
publisticd us ¥ 138 - 7). Last previous edition F 138 - 82,

2 dnnual Bock uf ASFM Siandards, Yol 01 03,

1 dnnvat Book of ASTM Starmdards, Vol 01 05,

4 Ariviwt? Bock of ASTAS Stinddards, Yol 83,01,

 Duwondinned-— 3o 1956 Aanngl Hook of AS M Stamfands, ¥ol 1301

& Available fiorm Amercan Sucicty fur Quality Cuntral, 161 W. Wiscomin
Ave., Mitwaukee, W S1H0,

A 4B4ASA 484M and A 535/A 555M shall apply.

3.2 In the case where a conflict exists between tlsis
standard and those listed in 2.} and 2.2, this standard shalt
tuke precedence.

4. Ordering Information

4.1 Inquiries and orders for malerial under this specifica-
tion shalf include the following information:

4.1.1 Quantity (weight or number of pieces),

4.1.2 Grade {1'0r 2),

4.1.3 ASTM designation,

4.1.4 Farm (bar, wire, fing wire),

4.1.5 Condition (see 5.1),

4.1.6 Mechanical properties Gff applicable, for special
conditions), .

4.L.7 Finish (see 5.2,

4.1.8 Applicable dimensions including size, thickness,
width, and length (exact, random or multiples) or prisit
numter, and

4.1.9 Special requirements.

5. Materials and Manufacture

5.1 Condition:

5.1.1 Bar and wire shall be furnmshed 1w the bnplang
manufaciurer, as specified, in the hot-worked, anncaled, or
cold-worked condition {see Table 1),

5.1.2 Fine wire shall be furnished 1o the implant manufac-
turer, us specified, in the annealed, or cold-drawn condition
{sce Table 2).

5.2 Finish:

5.2.1 Types of Anish available in bar and wire products
are cold-deawn, pickled, ground, ground and polished, or as
specified in the implant manufaciurer’s purchase order,

5.2.2 Types of finish avalable for fine wire products are
cold-drawn, bright-annealed, pickied, ground, ground and
polished, or as specified in the implamt manufacture’s
purchase order.

6. Chemical Composition

6.1 The heat analysis shall conform to the requirements as
1o chemical composition specified in Table 3.

6.2 Methods and practices reluting to chemical analysis
required by this specification shalt be in accordance with
Test Methods A 751,

7. Mutallurgical Requircinents
7.8 The material shall contsin no free fersite phase when
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th Designation: F 136 - 84

Standard Specification for

exhilbit C-2

Wrought Titanium 6A1-4V ELI Alloy for Surgical Implant

Applications’

This standasd 15 issucd under the Bagd designation F 136, the number immediately felowing the designation indicakes the year of
original aduption o7, 1 the case of revision, e year of last revision, A number in parentheses indicutes the year of last reapprovai, A
supetseript epsiton (v} indicates an cditerinl change sinee the 1ast sevision of feapyroval,

l. Scupe

1.1 This specification covers the chemical, mechanical,
and metallurgical requirements for wrought annealed Ti-
6A1-4V EL 1 (extra low interstitial) titanium alloy to be
used 10 the manufacture of surgical implants,

1.2 The material in this specification has been subjected
10 testing in labortory animals.?’ The results of these
studies and the clinical history indicate a well characterized
level of lacal biotogical response.®*

1.3 The values stated in inch-pound units are to be
regarded as the standard. The metric equivalents in paren-
theses are provided for information only.

2. Referenced Documents

2.4 ASTM Standards.

B 265 Specification for Titanium and Tuanium Alloy
Strip, Sheet, and Plate*

B 348 Specification for Titanium and Titanium Alioy Bars
and Billets”

B 381 Specification for Titanium and Tianium Afloy
Forgiags®

E# Test Methods of Tension Testing of Metallic
Materials®

E 120 Test Methods for Chemical Analysis of Titanium
and Tianium Alloys®

E 290 Test Method for Semi-Guided Bend Test for
Ductility of Metallic Maserials?

F 620 Specification for Titanium 6A1-4V ELI Alloy
Forgings Tor Surgical Implants®

2.2 C1-1968 Specilications of General Requirements for a

Quality Control Program®

3. Product Classificstion

3.1 Srrip—Any product under 0.1875 in. (4.75 mm) in
thickness and under 24 in. (610 mm) wide.

* This speedication is wnder the junisdiclion of ASTM Comimittee T4 on
Medival and Surgical Materigls and Frevices and s the diseat wsponubility of
Subcommiitee F04.02 un Resources.

Current edstion approved June 29, 1984, Published Sepiember 1984,

? Laing. P. (i, Ferguson, dr, A B, und Hodge, E. 5. “Tissue Reaction in
Rabbit Muscle Exposed 10 Metallic hnplants,” §. Biomed Musenials Researgly, Vol
1, 1967 np 435-149,

*laing. P. G, “Compatibility of Biomaterials,” Orthopegic lines of North
America, Yal. 4, No. 7, Apnl, §973, pp. 249273,

* At Bouk of 45T Standhirds, Yol 02 04,

¥ Al Mook of ARTAL Sigtackards, Vol {13.05.

S Aemiad Fook of ASTM Standurds, Vul G105,

T Avnsd Book af ANTM Standards. Vol 0301,

Y innuad Book of ASTM Standurds, Vel 13,01,

? Avaitable from Aaverican Society for Quality Control, 167 W, Wiwensin
Ave, Mifwaukee, W1 33120).

55

3.2 Sheet—Any product under 0.1875 in, (475 mm) in
thickness and 24 in, (610 mm) or mare in width,

1.3 Plare—-Any product §.1875 in. (4.75 mm) thick and
over and 10 in. (254 nvm) wide and over, with widths greater
than five limes (hickness. Plate up 10 £.75 in. {44.45 mm),
thick inclusive is covered hy this specification.

3.4 fBar—Rounds from Y in. (7.9 mm)to L.75 in. (44.45
nim) in diameter. {Other sizes by speciaf order.)

3.5 Forging har—Bar as described in 3.4, used for produc.
tion of forgings, may be Furnished in the hot rolled condis
lion,

3.6 Wire—Rounds fess than Yie in. (4.8 mm) in dizmeter.

4, Ordering nformatian

4.1 Inquirics and orders for material under this specifica-
tion shall include the folivwing information;

411 Quantity {weight or number of pieces),

4.1.2 Applicable ASTM designation,
4.1.3 Form (sheet, strip, plate, wire, bar, or forging),
4.1.4 Condition {See 5.1,
4.1.5 Mechanical properties {if applicable, for special
conditions),
4.1.6 Finish (see 5.2,
4.1.7 Applicable dimensions including size, thickness,
width, or print number,

4.1.8 Special ests, and
4.1.9 Special requirements.

5. Materials and Mansufacture

3.1 The various titanivm mill products covered in this
speciication are normally formed with the conventional
forging and rofling equipment found in primary ferrous and
nonferrous plants. The ingot metal for such mill operations
is usually melted in arc furnaces of a type conventionally
used for reactive metals,

521 Finish—Anncaled matenal may be furnished to the
implant manufacturer as descaled or pickled, sandblasted,
ground, or combinations of these operations.

6. Chemtcal Requirements

6.1 The heal analysis shall conform 1o the chemical
compasition of Table I. Tagof analysis may be used for
reporting lE chemical requirements, except hydrogen. Sam-
ples for hydrogen shall be taken from the finished mill
product.

6.2 The praduct analysis tolerances shall conform 1o the
check tolerances of Table 2,

6.3 For referee purpases, Methods E 120 shafl be used.

6.4 Samples for chemical analysis shall be representative
of the material being tested. The utmaost care must be used in
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exhibit C-3

—————

qm}, Designation: F 67 - 89

Standard Specification for
Unalioyed Titanium for Surgical Implant Applications’

,urc of

This standard is issued under the fixed designation F 67 the number immediately following the designation indicates the year of
aciginal adoption ar., in e case of revision, the vear of las revision. A number in parentheses indicates the year of last reapproval. A
superscripl ¢psilon {¢) indicates an editorial change since the Lt revision o reapproval.

=

m was

1. Scope

1.1 This specification covers the chemical, mechanical,
and metalturgical requirements for four grades of unalloyed
titanium used for the manufacture of surgical implants.

10 the reguirements of the latest issues of Specifications
B 265, B 348, and B 381.

3.2 In the case where a conflict exists between this
specification and those listed in 3.1, this specification shall

#

1
;l

[.2 The wvalues stated in inch-pound units are to be
regarded as the standard.

2. Referenced Documents .

2.1 ASTAM Standards:
B 265 Specification for Titanium and Titanium Alloy
Strip, Sheet, and Plate?
B 348 Specification tor Titanium and Titunium Alloy Bars
and Billets?
B 181 Specification for Titanium and Titanium Alloy
Forgings? )
E8 Test Methods of Tension Testing of Metallic
Malerials?
E 16 Methods of Free Bend Test for Ductility of Welds®
£ 120 Test Methods for Chemical Analysis of Tilanium
and Titaniom Alloys®
E 190 Test Method for Guided Bend Test for Duclility of
Welds?
E 290 Test Method for Semi-Guided Bend Test for
Ductility of Metallic Materials®
F 981 Practice for Assessment of Compatibility of
Biomaterials (Nonporous) for Surgical Implants with
Respect to Effect of Materials on Muscle and Bone®
. 2.2 Aerospace Material Specification:
' AMS 2249C Chemical Check Analysis Limits, Titanium
: and Titanium Alloys?
2.3 American Society for Quality Control (ASQC) Stan-
dard:
CL-1968 Specifications of General Requirements for a
. Quality Program®

j 3. General Requirements for Delivery
3.1 Material furnished to this specification shail conform

! This specification is undes the jutisdiclion of ASTM Commilice F-4 on
 Medical and Surgical Malcsials and Devices and is the direct responsibitity ef
wibcommitter FO4.02 on Resources.

Current cdition approved Nov. 24, 1989, Published January 1990, Originally
published as T 67 ~ 66. Last previous cdition T 67 - §8.

¥ Anmnast Bovk of ASTM Standards. Yok 02.04.

* Anmal Buok of ASTM Swandards, Vol 0301,
| ! Discontinueds-See 1977 Anntad Book of ASTAf Standurds, Pant 10,
' 3 dnmual Book: of ASTAF Standurdh, Voi 0305,
o Sannual Book of ASTM Standurds, Vol 13,61,

¥ Available from Society of Awtamotnve nginees, 400 Commonwealth Drive,
Warrendak, PA 15096,

T Avuitabic from American Society Tor Quatity Coalrd, 161 W, Wisconsin
Ave., Milwauker, WI 33200,

take precedence.

4. Ordering Information

4.1 Inquirics and orders for material under (his specifica-
tion shall include the following information:

4.1.1 Quantity (weight or number of pieces),

4.1.2 Grade (1, 2, 3, or 4),

4.1.3 ASTM designation,

4.1.4 Form (sheet, strip, plate, bar, billet of forging),

4.1.5 Condition (5.1},

4.1.6 Mechanical properties (if applicable, for special
conditions),

4.1.7 Finish (5.2}, .

4.1.8 Applicable dimensions including size, thickness,
width, and length {(exacl, random, multiples) or print
number,

4.1.9 Special tests, and

4.1.10 Special requirements.

5. Manufaciure

5.8 Cendition—Material shail be furnished to the implant
manufacturer in the hot-rolied, cold-worked, forged, or
annecaied, condition,

5.2 Finish—Unalloyed titanium material shall be free of
injurious external and internal imperfections of a nature that
will interfere with the purpose for which it is intended.
Anncaled malterial may be furnished as descaled, as sand-
blasted, or a3 ground, or hoth sandblasted and ground. If
shipped a5 hot rolled, descaled, sandblasted, or ground, the
manufactarer shall be permitted {o remove minor surface
imperfections by spot grinding if such grinding does not
reduce the thickness of the material below the minimum
permitted by the tolerance for the thickness ordered.

6. Chemical Composition

6.1 The heat analysis shall conform to the requirements as
to chemical compuosition prescrived in Table 1. Ingot anal-
ysis may be used for reporting all chemical requirements
except hydrogen, sampics of which shall be taken from the
finished product,

6.2 Product Anafysis—Product analysis tolerances do not
broaden the specified heat analysis requirements, but cover
variations between laboratories in the measurement of chem-
ical content, The manuracturc'r shall not ship material that is
outside the limits specified in Table [ for applicable grade.
Product unalysis Hasits shall be as specified in Table 2.

6.2.1 The product analysis is either for the purpose of

¥

L e

Page 68

a4

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

Exhibit D (page I of 5)

In Response To the Safe Medical Devices Act of 1990, The Following is a Summary
of Safety and Effectiveness Information.

ARTICLE SUMMARIES

control, specifically to successfully treat glue ear (serous otitis media with effusion). This method of
surgical treatment is generally recommended if repeated rounds of the appropriate antibiotics fail to clear
up the infection or if the infection recurs on a frequent basis. Ventilation tubes made from Polgg;ﬂ%viene,
Fluoroplastic, Silicone, Staintess Steel, Titanium, and Nylon are discussed in these articles. 1,3,5.61.8

Problem Repotts
An incidence of postoperative infection of up to 15 percent as been reponted following, middle ear

ventilation tube surgery according to one article. This is reported to be an unacceptably high rate of
infection for a typical surgery. Another author felt that there was no demonstrable advantage of a
titanium ventilation fube over tubes made of less expensive materials. 2.4

Bibliography

1. Anmstrong BW, Role of ventilating tubes in tympanoptasty,  Arch Otolaryngol (UNITED
STATES) Jan 1973, 97 (1) pl3-4

2. Balkany TJ; Barkin RM; Suzuki BH, Watson W], A _ prospective study_of infection following
tympanostomy and tube insertion. , Am J Otol (UNITED STATES) Apr 1983, 4 (4) p288-91

3. Goode RL, T-tube for middle ear ventilation. , Arch Otolaryngol {UNITED STATES) May
1973, 97 (5) p402-3

4. Graham JK, Serous otiuis media: complication of polyethylene tube insertion. . Eye Ear Nose Throat
Mon (UNITED STATES) Sep 1971, 50(%) p327-8

5. Pappas JJ, Middle ear ventilation tubes., Laryngoscope (UNITED STATES) R 1974, 84 (7)
pl098-147

6. Shone GR; Griffith [P, Titanium grommets: a trial to assess function and ex
Laryngol Otol (ENGLAND) Mar 1990, 104 (3) plo7-0

7. Weigel, MT; Parker, MY, Goldsmith MM, Postma DS, Pilisbury HC, A prospective randomized study
of four conunonly used tympanostomy fubes., Laryngoscope (UNTTED STATES) Mar 1989, 95(1)
p252-256.

8. Wilson HL, Polyethylene tube with nylon whisker for serous otitis media. , Arch  Otolaryngot
(UNITED STATES) Aug 1969, 90 (2) p226-7
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Exhibit I2 (page 2 of 5)
APPLICABLE SAFETY AND PERFORMANCE STANDARDS

ASTM STANDARDS FOR MATERIALS DEEMED SUIT ABELE FOR IMPLANTABLE DEVICES
The following standards have been developoed based upon years of experience and successful use of
these materials in implantable devices. Materials used in the manufacture of ventilation tubes for Grace

Medical Company, Inc. does comply with these standards,
F 67 - 39 Standard Specification for Unalloyed Titanium for Surgical Implant Applications.

F 136 - 84 Standard Specification for Wrought Titanium 6 A4V ELT Alloy for Surgical mplant
Applications.

F138-86 Standard Specification for Stainless Steel Bar and Wire for Surgical Implants

F 754 - 88 Standard Specification for Implantable Polytetrafluoroethylene (PTFE) Polymer Fabricated in
Sheet, Tube, and Rod Shapes.

AAMI STANDARDS FOR STERILIZATION

Grace Medical Company’s sterile products will be sierilized using the following industry standard
gindelines to assure sterility.

AAME §T-27-113 Gnideline for Tndustrial Ethylene Oxide Sterilization of Medical Devices,

AAM) 5T-25-113 Guideline for Industrial Moist Heat Sterilization of Medical Products.
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Exhibit D (page 3 of 5)

FDA DATABASE FOR REPORTS OF SERIOUS INJURY

Seven reports have been Jogged in the MDR for patient injury from ventilation tubes. Six of the seven
incidents deal with silicone ventilation tubes. The problems can be broken down as follows:

2 Reports - Residual perforation after ventilation tube removal. One physician reported a 20% occurrence
of this problem.

I Report - Jahn Hydroxylapatite Ventilation tube was occluded by soft tissue overgrowth and had to be
explanted.

1 Report - Failure of siticone Parasol ventilation fube to extrude.

3 Reports - silicone ventilation tube broke during removal.

MDR REPORTS (as of 6/21/94)
BIALOG(R Wik 158:Diogmes(R)
7) 1994 DIOGENIS, All s, resery.

03720977 1280865

MDR REPORT - PRELIMINARY : SMITH AND NEMHEW RICHARDS. INC.. JAHN
HYDROXYLVENT TUBE MODIL NA CATALOG TTNK SERIOUS INJURY

ITIA NO.- M399540

DEVICE CLASSIFICATION: (EFD) Tobe, Tyvimpunostomy. CEASS: 2. 874-3%80,

B74.3880.

COMPANY NAMIL: SMITH AND NEFITITW RICIARDS, INC' (SMIT] NEPHRICH}

ADVISURY COMMITTEE: EAR, NOSE AND THROAT DEVICE PANEL (I3VEAR).

SOURCE: FDA MDR LIST (MDR), LIST EDEFION: APRIL 1994,

DOCUMENT TYPE: DEVICE (DLV),

PUBLICATION DATE: 930727

NOTE:

THE DEVICE WAS IMPLANTED IN A 29-YR-OLD MALE PT ON 9/1692 TO TREAT LONG
STANDING LEFT-SIDED CHRONIC BUSTACHIAN TUBE DYSFUNCTION, THE FT HEATRD
UNEVLNTFULLY. THE PT DEVELOPED SO£1 TISSUE OVERGROWTH OF THE MEDIAL SURFACE
AND 13IMEN OF THE TUBE THE DEVICE WAS SUBSEQUENTLY EXPLANTED. S1E
DISCLAIMER STATEMENT.

03665027 1228915

MDR REPORT ~ FINAL - SMITH AND NEPHEW RICHARDS. INC.. VENTH.ATION TURE
MODEL NA CATALOG 24-0036 SERIOUS INJUR Y

FDANO.: M361753

DEVICE CLASSIFICATION: (II1)) Tube. Tynpanceiomy. CLASS: 2. §74-3880,

8743880,

COMPANY NAME: SMITH AND NEPHEW RICHARDS, INC (SMITNEPHRICH)

ADVISORY COMMITTEE: AR, NOSE AND THROAT DEVICE PANEL (DVEAR).

SOURCE: FOA MDR LIST (MDR), LIST ERTTION: APRIL 1904,

DOCUMENT TYPE: DEVICE (DEV).

PURLICATTON DATI: 930113

NOTE:

P HAD A MYRINGOTOMY WITH INSERTION OF VENT TURE IN 1989, RECENTLY FT HAS
DEVELOPED FREQUENT EAR INFECTIONS IN RIGHT AR SHCAUSE THE PARASOL VENT
TURE DID NOT EXTRUDE. ADMITTED FOR REMOVAL OF VENT TUBE THE PF WAS A
7-YR-OLD MALL. THE DEVICE WAS IMPLANTED ON 8/7/92. SBE DISCLAIMER
STATEMENT.

Page 71

O

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

Exhibit D (page 4 of 5)

03132423 1097069

MDR REPORT - FINAL - SMITH & NEPHIEW RICHARDS, INC.. ARMSTRONG BEVELID
PLAIN END VENTILATION TUBE MODEL NA CATALOG 240052 SERJIOUS INJURY

FDANO: M202906

DEVICE CLASSIFICATION: (LBL) Tube. Tvmpanodonay, Porous Polyethyiane.

CLASS: 2. R74-3880. 874,3RR0.

COMPANY NAME: SMITH & NEPHEW RICHARDS, INC (SMITNEPHRICH)

ADVISORY COMMITTEE: EAR, NOSE AND THROAT DEVICE PANEL (DVEAR).

SOURCE: FDA MDR LIST (MDR), LIST EDTFION: JUNE 1963,

DROCUMENT TYPE: DEVICE (DEV)

PUBLICATION DATE: 906713

NUTE:

THE DEVICE BROKE DURING A ROUTINE SURGICAL PROCEDURE T REMOVE THE
DEVICE. REVISION SURGERY WAS NECHSSARY TO REMOVE MULTIPLE PIECES OF DEVICE
FROM PT'S MIDDLE EAR, TIIE PL TS A 2-YR-OLD FEMAIL NO ADD'L INFO IS
ANTICIPATED. THIS REPORT WAS REVIEWED FOR SIGNIFICANT PROBLEMS RUT WAS NOT
CLOSED. FT IS BEING CLOSED AT THIS TIME AS PAR'T OF A BATCH CLOSEOUT PROCESS
IN ORDER TO PREPARE THE DATABASE 10 SERVE AS HISTORICAL SUPPORT TO A
REDESIGNED DATABASE. SEE INSCLAIMER STATEMENT.

03020389 1053035

MUR REPORT - FINAJLL - RICHARDE MICROSIRGER Y BIV. RICHARDS T-TUsE {FOR
HAR} CATALOG 240071 SERIOUS INJURY

FRA NG M150788

NBVICE CEASSIFICATION: (IZ1D) Tube, Tytpanostomy. CELASS: 2. 8743880,

£74.3880.

COMPANY NAME. RICHARDS MICROSURGERY DIV (RICHMEDT)

ADVISORY COMMITTEIE: EAR, NOSE AND THROAT DEVICE PANEL (DVEAR),

SOURCE: FIxA MDR 1451 (MOR). LIST EIITION: JINE 1993,

DOCUMENT TYPE: DEVICE (DEV).

PUBLICATION DATE: §80226

NOTE:

ONE OF TWO HORIZONTIAL FLANGES BROKE OFF DURING REMOVAL OF DEVICE. T3k
CAUSE OF THIS PROBLEM HAS NOT BEEN DETERMINED, TIIS IS A RECOGNIZED ADVERSE
AFTFECT ASSOCIATED WITH THI DEVICE OR IT$ USE AS STATED IN LARBILING ANIVOR
REPORTED INTHE MEDICAL LITERATURE. BOTH THE FREQUENCY AND THE SEVERITY OF
THIS EVENT WHLI. BE PERIODICALLY MONFTORED TO DIETERMING I ANY FOLLOW-OP
ANDAOR OTHER ACTION IS TNDICATED. SEE DISCLAIMER STATEMENT,

03070653 1035299

MDR REPORT -FINAL : RICHARDS MEDICAL CO. RICHARDS T-TUBE CATALOG 24-007
SERIQUS INTURY

DA NO.- M134233

DEVICE CLASSIFICATION: (HEL} Fube, Tyvimpanostomy, CLASS: 2, $74-3%80,

874 3880,

COMPANY NAME: RICHARDS MEDICAL CO (RECHMEDI)

ADVISURY COMMITTEE: EAR, NOSE AND THREOAT DEVICE PANEL (BVEAR).

SOURCE: FDAMDR LIST (MDE). TIST EDFFION: JUNE 1993,

DOCUMENT TYPE: DEVICE {DEV),

FUBLICATION DATE: 861211

NOTE:

THE DOCTOR REPORTED SEVERAL PIRSISTANT PERFORATIONS INTITE TYMPANIC
MEMBRANE AFTER REMOVAL OF THE DEVICE. THE CAUSE OF THIS EVENT HAS NOT BEEN
DETERMINED. HOWEVER, THE CAUSE ASSOCIATED WITH THIS TYPE OF EVENT IS
USUALLY ATTRIBUTHD TO PRYSIOLOGICAL OR PROCEDURAL FACTORS, BOTH THE
FREQUENCY AND SEVERITY OF THIS EVENT WILL 135 PERIODICAELY MONITORED TO
DETERMINE I ANY FOTLOW-UP ARDAOR OTRER ACTIGN IS INDICATED. SEE DISCHAIMER
STATIEMENT.
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03069166 1033812

MDR REPORT - FINAL : RICHARDS MEDICAL CO. MODIFIED T-TUBE CATALOG 24-0072
SERIOUS INTURY

FDA NGO MI27%050

DEVICE CLASSIFICATION: (LBL) Tube, Tympanostomy. Porous Bolysthyiene.

CLASS: 2. 874-3880. 874 38K0.

COMPANY NAME: RICHARDS MEDICAL CO (RICHMEDI)

ADVISORY COMMITTEE: RAR, MOSE AND THROAT DEVICE PANEL {IDVEAR).

SOURCE: FDA MDR LIST (MDR). LIST EDITION: UNE 1993

DOCUMENT TYPE: DEVICE (DEV).

PUHLICATION DATE: 861114

NOTE:

TRE SURGEON REPORTS THAT AFTER USING THE MODIFIED T-TUBE OVER A PERIOL OF
1-1/7 YEARS, IE [1AS REPORTEDLY EXTERIENCED AN APPROXIMATH 209 RATE OF
TERFORATION OF TIE TYMPANIC MEMBRANE, THE CAUSE OF TI18 EVENT HAS NOT BEEN
DETERMINED. HOWEVER, THE CAUSE ASSOCIATED WITH THIS TYPE OF EVENT IS
USUALLY ATTRIBUTED TO PHYSIOLOGICAL OR PROCEDURAL FACTORS. I THE
FREQUENCY ARD SUVERITY OF THIS EVENT WILL IE PERIODICALLY MONITORED TO
DEETERMINE IF ANY FOLLOW-UP AND/OR OTHER ACTION IS INDICATED. $135 DISCTLATMER
STATEMENT.

U3650927 1015573

MDR REPORT - FINAL - RICHARDS MEDICAT, CO.. ARMSTRONG PLAIN END
VENTILATION TUBE CATALOG 24-03152 SERYOUS INJURY

DA NO.- M116832

DEVICH CLASSIFICATION: (I7TD) Tube, Tyvimpmodomy. CLASS: 2. 874-3380,

§74.3880.

COMPANY NAMI: RICHARDS MEDICATL CO (RICHMEDI)

ADVISORY COMMITTEL: HAR, NOSE AND THROAT DEVICE PANE] (DVEAR).

SOURCE: FIoA MDR LIST (MDR). LIST EDTTION. JUNE 1993,

DOCUMENT TYPE: DEVICE (DEV).

TUBLICATION DATE: 851220

NOTE:

THE IMPLANT WAS REPORTED TO RAVE BROKEN INTO SEVERAL PHCES DURING THE
ROUTINE REMOVAL OF THE DEVICE IN DECEMEER 1985, THE DR REPORTEDLY OPENED
THE FAR DRUM FOR REMOVAL FROM MIDDLE EAR. THE PT 18 A THREG-YEAR-DLD MALE.
THE VENTH.ATION TURE IN TiE OPPOSITE EAR DRUM WAS RMOVEL INTACT AND WITHOUT
DIFFICLETY. THIS DEVICE 18 COMPOSED OF A RELATIVELY SOFT AN PLIABLE
SICONE RUBBER TN A CONFIGURATION WHICH IRCORPORATLS THIN WALL SECTIONS.
SEECIFIC DETAILS RIZGARDING THE ROUTINE REMOVAL OF THIS SPECIFIC DEVICE ARE
WOT KNOWN, BUT THE PROCEDURE I8 NORMALLY PERFORMED USING FORCEPS CAPABLE OF
GRASPING WITIT CONSIDERABLI FORCE. THIS REPORT WAS REVIEWED FOR SEGNIFICANT
PROBLEMS BUT WAS NOT CLOSED. IT 18 BEING CLOSED AT THIS TTIME AS PART OT A
BATCH CLOSEOUI PROCESS IN ORDER 10O PREPARE THE DATABASE TO SERVE AS
fISTORICAL. SUITORT 10 A REDESIGNED DATABASE. SFF. DISCTLAIMER STATEMENT,
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Antheony D. Prescott
Crace Medical Company, Inc.
8624 Noxrth Lake Cove
Arlington, Tennessee 38002

Re: K943325
Tympanostomy Tube
Dated: July 8, 1994
Received: July 11, 1994

Dear Mr. Prescott:

Food and Drug Administration
1390 Piccard Drive
Rockyville MD 20860
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Page - 2 - Mr. Prescott

. Saubernan, P.E.
Chief, Ear, Nese and Throat Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Sincerely yours,
Rarry
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September 6, 1994

Miriam Provost, Ph.D.

Food and Drug, Administration Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

1390 Piccard Drive

Rackville, MD

Subj.. K943325

Dear Dr. Provost,
Per the letter I received from the FDA dated August 8th, 1994 T have enclosed the following information:

If you have any questions please contact me by phone at (901) 794-8829 , fax at (501) 794-8960, or by
mail at the address listed below.

Arlingion, TN 38002
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DEPARTMENT OF HEALTH & HUMAN SERVICES ~  Public Health Service.
Food and Drug Administration
Mémorandum

e T

theant G Malshe}

From: Reviewer(s) - Name(s)

Subject:  510(k) Number

To: The Record - It is my feddnimcﬁdation that the subject 510(k) Netifrcation:

[CIRefused to accept.

[Requires additional information (other than refuse to accept).
(L5 3ubstantially cquivalent to marketed devices.

[NOT substantially equivalent to marketed devices.

[other (e.g., exempt by regulation, nota device, duplicate, etc.)

_Is this device subject o Section 522 Postmarket Surveillance? DYE_S I ge
Is this device subject to the Tracking Regulation? : (yes - [@1No
Was clinical data necessary 10 support the review of this 510(k)? [AvYES @ro
Is this a prescription device? RAYES O No
Was this 510(k) reviewed by a Third Party? (YES B0
Special 510(k)? : YES ENo
Abbreviated 5 10(k)? Please fill out form on H Drive 510k/boilers LIYES [ NO

Truthful and Accurate Statement [1Requested 1 Enclosed

A 510(k) summary OR (A 510(Kk) statement

U1 The required certification and summary for class 11l devices i \ff/A
M—{”he indication for use form \//

/

Combination Product Category (Plcase see algorithm on H dove 5 IOkIBoileré)

Animal Tissue Source RGN N0 Material of Biological Origin {1 vEsS [2 NO

The submitter requests under 91 CFR 807.95 (doesn’tapply for SEs):
[ No Confidentiality [ Confidentiality for 90 days L] Coatinucd Confidentiality exceeding 90 day

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

ETD/?7/ [ 21 PR 5743880 o
Review: _ /;K e G fer M_Lw_itﬁé‘l@_%uji))_é’\jﬁ_?_/? the

(Branch Chic[i B (Branch Codce)

Final Review: f % é DD y{ ZM{_,
{Datc) .

(Division Dicector)

Revised:472/Q5

Questions? Lf
s? 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?

2. Did we grant exgedited review?

3. Have you verified that the Document is labeled Class it for GMP
purposes?
4. If, not, has POS been notified?

5. |s the product a device?
6. s the device exempt from 510(k) by regulation ot policy?

U X

7. s the device subject to review by CORH?

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

9. if yes, does this new 510(k) address the NGE issue(s), (e.9.,

erformance data)?

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

11.1f, yes, consuit 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.

SENK

Q ions?
uestions? 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: kDéi 3 8 S

The cover letter cleady identifies the type of 510(k) submission as (Check the
appropriate box):

e e

g Special 510(k} - Do Sections 1 and 2

Ul Abbreviated 510() - Do Sections 1,3 and 4
4 Traditional 510(k) ot no identification provided - Do Sections 1 and 4

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

Present or | Missing oc

Adequate | Inadequate

Cover letter, containing the clements listed on page 3-2 of the
Premarket Notification {510) Manual

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classificadon Name and
Establishment Registration Numbet. '
Device Classification Regulation Number and Regulatory Status
Class [, Class I, Class [11 or Unclassified).

Proposed Labeling including the mategal listed on page 3-4 of the

Pretnarket Notification 510)] Manual '
Sratement of Indications fot Use that is on a separate page in the
premarket submission. '

Substantial Equivalence Comparisoq, including comparisons of
the new device with the redicate.

510(k) Summary or 510 Statement.

Description of the device (ot modification of the device) including

NAVANAIEY

(\HK

diaprams, enginecring drawings, Ehotographs or service mapuals.
Identificaton of legally marketed Ef(:dicatc device. * ) [
Comphance with performance standards. * [See Secuon 514 of -

the Actand 21 CFR 807.87 d). L
Class 111 Certificauon and Sumnmary. ** '

Financial Certificauon ot Disclosure Statement for 510(k) -
notificarions with a clinical stichtj_[&:c 21 CFR80787®Y v

510(k) Kit Ceutification ***

* - May not be applicable for Special 51.0(1{)5‘
ok - Required for Class 111 devices, only.
*okok - See pages 112 and 3-13 in the Premarket Notificauon (510} Manual and the

Conventence Kits Intenm Regulatory Guidance.
Section 20 Required Elements for a SPECIAL 510(k) submisston:



R
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©

Present

Name and 510(k) number of the submitter’s own, unmodified '

or Missin

JInadequate

redicate device.
A description of the modified device and 2 comparison to the

| spoasor’s predicate device e
A statement that the intended use(s) and indications of the

modified device, as described in its labeling are the same as the
intended uses and indications for the submitter’s unmodified

=

A ]

Ercdicatc device.
Reviewer’s confirmation that the modification has not altered the

fundamental scientific technology of the submitter's predicate
device. '

A Design Control Actvides
elements (a-C): .
2. Identification of Risk Analysis method(s) used to assess the
impact of the modification on the device and its components, and

Summary that includes the followlng

the results of the analysts.

b. Based on the Risk Analysts, an identfication of the required
vegfication and validation actvities, including the methods ot

<. A Declaration of Conformity with design controls that includes

A statement that, as requited by the risk analysis, all
verification and validation activities wete pe[formcd by the
designated individual(s) and the results of the activiges

the prcdetetmincd acceptance criteria were
the individual responsible

demonstrated that
met. This stateient is signed by

A statement that the manufacturing facility is 10 conformance
with the design control procedure requirements s specified
i 21 CFR 820.30 and the records are available for review.

s statement is signed by the individual respousible for

tests used and the acceptance criteria to be aEEﬁcd.

the following statements:
/g_///”' I DR IV

for those Eanicular aclvities.

Thr
those pardcular activities.

Requited Elements for an ABBREVIATED 510(k)* submission:

Section 3:

— e

T

Present

For a submission, which relies on a guidance
spectal control(s), a suminary repott that describes how the
special control(s) was used to address the risks

document and/ot

guidance and/ot
associated with the particular device type. {Ifa manuf{actucer

clects to use an alternate ﬁpptoach to address a partjcular risk,
sufficient detail should be srovided to justfy thata -
For a subinission, which celics on a recognized standard, a
a listing of the required elements
of a declaration of conformity, SEE Required Elements fora

Declaration of Conformity to 2 Recognized Standard, which
__is,,l)oﬂc‘d with the 510(k) lioﬂc_[siqﬂ”tkc_[{ dreive.]

roach.),

declaration of conformity {Fot

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

Inadequate —\

or Missing
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—./_///’—/1

For a submission, which relics ona recognized standard without 2

declaration of conformity, 2 statement that the manufacturer

intends to conform to 2 rccognizcd standard and that supporting
keting the device-

data will be available before mat g
For a submisston, which relies on 2 non-recognized standard that

has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recogﬂized standard and

that suEEordng data will be available before marketing the device.

For a submission, which relies on a gpn—rccogﬂized standard that |

has pot been historically accepted by FDA, a statement that the

manufacturer intends to conform to 2 recognized standard and
that supporting data will be available before marketng the device

and any additonal information requested by the reviewer in order
o determine substantial e uivalence. '

to determine substantial eQUIVAIEREE __— —— o Ty LT

Any additional information, which is not coveted by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial

cguivalence:

* _\When completing the ceview of an abbreviated 510(K), please fill outan

[

Abbreviated Standards Data Form (located on the H drive) and list all the guidance

documents, spccial controls, recognized standards and/oz non-rccognizcd

standards, which were noted by the sponsot.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present

a) Biocompatibility data for all paticntrcontacting aterials, OR
certificagon of ‘dentical material/ formulation:
b) Stedlizadon and expiratiod dating, informagon:

M

or Missing

e

Inadequate

Jtems with checks in the “Present of Adequate " cofumn do not require € additional

information from the sponsor. [tens with checks i the “ Missing or In;;dcqu:uc”

cofumn must be submiftted before subseantive review of the docurnernt.

Passed Screeging
Reviewer:_
Concurrenccy Review

-

Date: j_ji_.é’![_;m -

Questions?
Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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i i hat we believe neced to be resolved
- o identified above represent the 1ssues € | ]
Th? dcgcmr]z:?z\:f :f your 510(K) submission can be successtully complc_tcd. In_ dc\;l;)pu;gf
r . - ?
ble (:imﬂocl;cncies we carefully considered the statutory criteria as deﬁr_\c‘d n “Sccltxon f (13) °
ttllc chcral Foc;d Drug, and Cosmetic Act for determining substantial cquivatence ol y
e e 3 + e 3

£t 3

rbe i 1 ttempt to respond to

ce. We also considered the burden that may be incurred in your 2 o 7
e soncies. We believe that we have considered the least burden_some approach to
the ?e'ﬁqi[l:?:: .issucé {f. however, you believe that information is being requested tllmt is
;cjf :::gant to the regulatory decision of thi;ktlhzn';i ;;(‘:fz l;ﬁrgit:;::{;n; [:x[;a[)(() :z hre;;)o v

e
ilisucg{, yogusﬁfsiigfﬁél:;:;;i FIZ:EZS ?Eici‘;enﬁ It is available on our Center web page at:
esolvin

htep:// www.fda.gov/ cdrh/modact/ leastburdensome.hitml

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

\@
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K043375 "SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING
DOCUMENTATION

Date . September 20, 2006
Reviewer : Vasant G. Malshet Division/Branch: DOED/ENTB
Trade Name . Blue PTFE (Fluoroplastic) Ventilation Tubes

Common Name : Tympanostomy Tubes
Classification  : ETD/77/11/ 21 CFR 874.3880
510(K) Number : K060518

Applicant . Grace Medical
Contact . Jeff Cobb
Phone 1 (866) 472-2363
Ms. Baker and 1 reviewed this submission.
YES NO

I. IS PRODUCT A DEVICE? x _  IFNOSTOP
2. DEVICE SUBJECT TO 510(k)? x  _ IFNOSTOP
3. SAME INDICATION STATEMENT? x _ IFYESGOTO)5
4, DO DIFFERENCES ALTER THE EFFECT

OR RAISE NEW ISSUES OF SAFETY

OR EFFECTIVENESS? NA  IFYESSTOP ->
5. SAME TECHNOLOGICAL CHARACTERISTICS?x. _ IFYESGOTO7
6. COULD THE NEW CHARACTERISTICS

AFFECT SAFETY OR EFFECTIVENESS? _ _  IFYESGOTOS
7.  DESCRIPTIVE CHARACTERISTICS

PRECISE ENOUGH? ' X IF YES STOP -> SE

IFNO GO TO 10
8. NEW TYPES OF SAFETY OR

EFFECTIVENESS QUESTIONS? __ IFYESSTOP->NE
9.  ACCEPTED SCIENTIFIC METHODS EXIST? _ _  IFNOSTOP->NE
10. PERFORMANCE DATA AVAILABLE? _ _ IFNOREQUEST DATA

11. DATA DEMONSTRATE EQUIVALENCE YES SE; NO NE

"ves" responses to 4, 6, 8, 11, and every "no" response requires an explanation

NARRATIVE DEVICE DESCRIPTION
1. Intended Use:

e Chronic Otitis media with effusion (serous, mucoid, or purulent)
Recurrent episodes of acute Otitis media despite conventional medical treatment
A record of persistent high negative ear pressure associated with one or more of the
following system:
1. Conductive hearing loss that is symptomic
2. Persistent or recurrent otalgia

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3. Persistant or recurrent vertigo, tinnitus or both
e Atelectasis resultant from retraction pocket of tympanic membrane or eustachian tube
dysfunction

Product to Which Compared to: The submissions states that the Blue PTFE (Fluoroplastic)
Ventilation Tubes are substantially equivalent to Flouroplastic Ventilation Tubes, K990000 and
Tympanostomy Tubes, K943325. These tympanostomy tubes also are commonly used by ENT
surgeons world wide. The design and indications for use for the subject devices are substantiaily
equivalent to previously cleared tympanostomy tubes.

Device Description: The submission states that the Grace Medical Blue PTFE (Fluoroplastic)
Ventilation Tubes are intended to ventilate the middle ear subsequent to otitis media. The
placement of the tube in the tympanic membrane provides the means for eliminating any fluid
buildup in the middle ear while creating an avenue of the passage of air to equalize pressure on
either side of the drum. These ventilation tubes will be machined from blue PTFE
(fluoroplastic) Rod. PTFE has been used as a material for ventilation tubes and other middle
ear applications for many years.

«  Grace Medical PTFE Ventilation Tubes were cleared via 510(k) No. K943325. «Gyrus

ENT (blue) Fluoroplastic (PTFE) Ventilation Tubes manufactured from the same material

were cleared via 510(k) No, K992222.

The submission states that this material will be purchased from the vendor as blue colored
PTFE (fluoroplastic) rod stock. PTFE (fluoroplastic) from this vendor meets USP Class VI for
plastics, ASTM D 1710, and ASTM F-754. The colorant meets 21 CFR Part 73.2725. Analysis
of this colorant used by the vendor is supplied as Exhibit 1. This blue colored PTFE rod stock
is the same material cleared via 510(k) No. K992222.

The procedure for placement is the same as current ventilation tubes. The company intends to
market the following tympanostomy tubes:

{a) Armstrong Beveled Grommet - 1.14mm ID

(b) Armstrong Beveled Grommet with Tab - 1.14mm ID

(c) Armstrong Beveled Plain End Tube - 1.14mm ID, Length 7.6mm
(d) Armstrong V Beveled Grommets - 1.14mm ID

(e) Armstrong V Straight Ventilation Tube - 1.14mm ID, Length 4.5mm to 7.5mm
(H) Baxter Beveled Bobbin - 0.97mm to 1.27mm ID

(g) Berger V Bobbin Ventilation Tube - 1.27mm 1D

(h) Bevel Bobbin Ventilation Tube - 1.14mm ID

(1) Canale Ventilation Tube - 1.14mm [D

() Collar Button Ventilation Tube - 1.27mm ID

(k) Collar Bobbin Ventilation Tube - 0.75mm - 1.27mm ID

(1) Donaldson Ventilation Tube - [.14mm ID

(m)  Dutcher Ventilation Tube - 1.27mm ID

(n) Feuerstein Split Ventilation Tube -1.02mm 1D

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(0)  Fluoroplastic/Titanium Ventilation Tube - 1.00mm to 1.8Smm ID

(p) Lindeman-Silverstein Arrow Ventilation Tube - 1.14mm ID

(qQ) Moretz-Type Ventilation Tube - 1.27mm ID

() Paparella-Type Ventilation Tube -1.02mm to 1.50mm ID

(s) Per-Lee Ventilation Tube - 1.57mm ID

(1 Pope Beveled Grommet Ventilation Tube - 1.14mm ID

(u) Reuter Bobbin Ventilation Tube - 1.00mm to 1.27mm ID

(v) Rock Pediatric Ventilation Tube - 1.02mm ID

(w)  Rube Ventilation Tube - 1.14mm ID

(x) Shah Long-Term Ventilation Tube - 1.00mm 1D

) Shah Ventilation Tube - 0.76mm to 1.14mm ID 1DIH

(2) Shea Parasol Ventilation Tube - 1.02mm to 1.52mm ID

(aa)  Shea Ventilation Tube - 0.76mm I

(bb)  Sheehy Type Collar Button Ventilation Tube - 1.27mm ID

(c¢)  Shepard Grommet Ventilation Tube —1.02mm to 1.14mm 1D

(dd)  Spoon Bobbin Ventilation Tube — 1.00mm tol.27mm ID

(ee)  Straight Ventilation Tube — 0.86mm to 1.14mm ID, Length 7mm to 12mm

(ff)  Sultan Ventilation Tube — 1.27mm ID

(gg) T-TubeVentilation tube-1.14mm to 1.32mm ID, Length 4mm to 12 mm,
Width 4mm to 9.8mm

Biocompatibility: The sponsor states that Grace Medical Blue PTIE (Fluoroplastic)
Ventilation Tubes are made of the same material used in the Gyrus ENT (blue) Fluoroplastic
Ventilation Tubes cleared via K992222. Therefore, I conclude that further biocompatibility
testing is unnecessary.

Clinical: These tympanostomy tubes are commonly used by ENT surgeons world wide. The
design and indications for use for the subject devices are substantially equivalent to previously
cleared tympanostomy tubes.

Labeling: The sponsor has provided adequate labeling information. The labeling contains the
"CAUTION" statement as outlined in 21 CFR 801.109 (b)(1).

Sterilization method: The devices are sterilized by exposure to HyO, plasma. The sterility
assurance level (SAL) is 10, Validation of the sterilization cycle is performed in accordance
with ANSIVAAMI/ISO 14937 — Sterilization of health care products- General requirements for
characterization of a sterilizing agent and the development validation, and routine control of'a
sterilization process for medical devices.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8 Packaging: The submission (revised via fax, see attached) states that the devices are
packaged inside a molded polypropylene case designed for otology implants with the
exception of some of the adjustable length devices which may be packaged in an adjustor
body. The polypropylene case or adjustor body is heat sealed inside a Tyvek and ionomer
pouch which is placed inside a paperboard carton and shrink-wrapped.

The submission contains 510(k) summery of safety and effectiveness (which includes a table
of comparison) and indication for use statement via fax (see attached).

YES NO

Is the device life-supporting or life sustaining? _ X
Is the device implanted (short-term or long-term)? X _
Does the device design use software? o X
Is the device sterile? X _
Is the device home use? . X
[s the device for prescription? X
Does the device contain a drug or biological

product as a component? _ X
Is this device a kit? X

RECOMMENDATION: Substantially Equivalent to the other Class II devices found in 21 CFR
874.3880 for Tympanostomy Tubes

Vasant G. Malshet, Ph.D., DABT

14
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Date: August 23, 20006
To: Vasant Malshet, PhD
From: Karen Baker

Subject: K062385 Sterilization Review
Device: Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes
Indication for use:

e Chronic otitis media with effusion (serous, mucoid, or purulent)
e Recurrent episodes of acute otitis media despite conventional medical treatment
e A record of persistent high negative middle ear pressure associated with one or
more of the following:
1. Conductive hearing loss that is symptomatic
2. Persistent or recurrent otalgia
3. Persistent or recurrent vertigo, tinnitus, or both
o Atalectasis resultant from retraction pocket of the tympanic membrane or
eustachian tube dysfunction

Device description: Grace Medic al PTFE Ventilation Tubes are placed in the tympanic
membrane to provide a means for eliminating any fluid buildup in the middle ear while
creating an avenue for the passage of air to equalize pressure on either side of the ear
drum. The devices are of various configurations and designs.

Sterilization method: The devices are sterilized by exposure to H;O, plasma. The
sterility assurance level (SAL)1s 10, Validation of the sterilization cycle is performed
in accordance with ANSI/AAMI/ISO 14937 — Sterilization of health care products-
General requirements for characterization of a sterilizing agent and the development
validation, and routine control of a sterilization process for medical devices.

Packaging: The submission states that the devices are packaged inside a molded
polypropylene case designed for otology implants. The polypropylene case is heat sealed
inside a Tyvek and ionomer pouch which is placed inside a paperboard carton and shrink-
wrapped.

In the original submission the sponsor used the packaging notation from an earlier
submission and erroneously kept the sentence about adjustable length devices. Following

a telephone call from Dr. Malshet an e-mail with a correction was sent.

Labeling: The sample labeling provides the required information: sterile condition, lot
number, expiration dating, etc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Summary: The sponsor sent in the correct information regarding the device packaging.
I have no questions regarding the sterilization of these devices.

Thank you for the opportunity to review this submission.

Karen Baker, MSN, RN
Nurse Consultant/ENTB

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

Sincerely,

JIC

Jeff Cobb

Vice President of RAJCA/OA

Eagle Vision, Inc. and Grace Medical, inc
8500 Weif Lake Dave. Suite 110

KMemphis, TN 38133

jef@eaglevis. com
T 601.380-702Y
= 5013807001

This elestionic ransinission is strictly confidential fo Eagle Vision, e, and Grace Medical. inc.. and intended sclely for the addressee. It
may conlain information, which is covered by legal, professional. or other priviege. if vour are nol the intended adaressae, or :
autharized by the intended addressee to receive transmissions on behalf of the addressee. you must not retain, disclose . in any form, ¢
or take any actcn in reliance on this ransmission. If you have recgived this transmission in @ror, pioase noEfy Us @s soon as nossibi
destroy this message

8/24/2006

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
510(k) Notification — Blue PTFE (Fluoroplastic) Ventitation Tubes
August 14, 2006

T i T O —— I — \

LEMG T emeeed T ¥ 1. 31, S

2) Materials: Grace Medical Blue PTFE (F luoroplastic) Ventilation Tubes are made of
the same material used in the Gyrus ENT (blue) Fluoroplastic Ventilation Tubes
cleared via K992222.

C) STERILITY INFORMATION

Grace Medical Blue PTFE (Fluoroplastic) Ventilation Tubes are provided sterile. This
method of sterilization was referenced in and used on product cleared via Grace Medical
510(k) Nos. K060518, K981575, and K972815.

1) Sterilization Method: The devices are sterilized by exposure to H,O; plasma.

2) Sterility Assurance Level: The sterility assurance level (S8AL) is 10°.

3) Sterilization Validation Method: Validation of the sterilization cycle is performed in
accordance with ANSI/AAMI/ISO 14937 - Sterilization of health care products —
General requirements for characterization of a sterilizing agent and the development,
validation, and routine control of a sterilization process for medical devices. .

4) Packaging: The devices are packaged inside a molded polypropylene case specifically
designed for otology implants. The polypropylene case is heat sealed inside a
Tyvek® and ionomer pouch, which is in turn placed inside a papetboard carton and

shrink-wrapped.

These products ARE NOT labeled ‘non-pyrogenic’.

Page 16
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS
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YES
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()
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