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Line Extension to the EIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

FEB~ I ~ "0104 Special 510(k) Summary of Safety and Effectiveness:
Line Extension to the EIUS® Unicompartmental Knee System

Proprietary Name: EIUS ® Unicompartmental Knee System
Common Name: Unicompartmental Knee System
Proposed Regulatory Class: Class II

Prosthesis, Knee, Femorotibial, Non-Constrained, Cemented,
Metal Polymer, 21 CFR 888.3520

Device Product Code: 87 HSX
For Information contact: Denise Duchene

Sr. Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, NJ 07430
Telephone: (201) 831-5612
Fax: (201) 831-6038
Email: dduchene@howost.com

Date Summary Prepared: November 12, 2003

Predicate Device Identification
The EIUS® Unicompartmental Knee System consists of various sizes of fernoral components and
tibial components and the Scorpio Total Knee System consists of various femoral, tibial and patellar
components. The ElUS Unicompartmental Knee System additional tibial components are equivalent
to the currently marketed EIUS tibial components with the exception of the thickness, cement recess
and material. The material is equivalent to the currently marketed Scorpio Knee System tibial
inserts; whereas the cement recess without a keel is equivalent to the UNIX Unicompartmental
Knee and the Biomet Repicci Unicompartmental All Polyethylene Tibia component (also available
without a keel). The EIUS Unicompartmental Knee System was determined substantially equivalent
under K992287, the UNIX Unicompartmental Knee was determined substantially equivalent under
K92301 1, the Biomet component was cleared under K980665, and the Scorpio Total Knee Tibial
Insert components were determined substantially equivalent under K962152.

Description of Device Modification
This submission is intended to address a line extension to the EIUS ® Unicompartmental Knee
System. The line extension includes additional tibial components, 8amm, 9mm, 1 0rm, and 12mm
components without a keel and 6mm components with and without a keel. Also, some changes were
made to the cement recess of the tibial component to ensure adequate thickness under the fernoral
condyle. Finally, the material will change from the current polyethylene material to the polyethylene
material used in the Scorpio Knee System. The new components will be used for resurfacing of
either the medial or lateral proximal tibia.
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Line Extension to the EIUS4 Unicompartmental Knee System Special 510(k) Premarket Notification

Intended Use:
The ETUSO Unicompartmental Knee System is intended for use in unicompartmental knee
arthroplasty. It is intended to be used for patients with moderately disabling joint disease of the
knee resulting from painful osteoarthritis or traumatic arthritis; revision of previous unsuccessful
unicompartmental knee replacement or other procedure, or as an alternative to tibial osteotomy in
patients with unicompartmental osteoarthritis.

Statement of Technolo~ical Comparison:
The subject components share the same intended use and basic design concept as that of the
predicate devices. Mechanical testing demonstrated comparable mechanical properties to the
predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

3LnC,. Rockville MD 20850

Ms. Denise Duchene
Senior Regulatory Affairs Specialist
Howmedica Osteonics Corporation
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K033769
Trade/Device Name: EIUS ® Unicompartmental Knee System - Tibial Components
Regulation Number: 21 CFR 888.3520
Regulation Name: Knee joint femorotibial metal/polymer non-constrained cemented

prosthesis
Regulatory Class: II
Product Code: HSX
Dated: January 16, 2004
Received: January 20, 2004

Dear Ms. Duchene:

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

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing 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.
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Page 2 - Ms. Denise Duchene

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 (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

elia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K033769

Device Name: EIUS ® Unicompartmental Knee System - Tibial Components

Indications For Use:

The EIUS ® Knee System components are for use in Unicompartmental knee arthroplasty as a
result of:

* Moderately disabling joint disease of the knee resulting from painful osteo- or post
traumatic arthritis

· Revision of previous unsuccessful unicompartmental knee replacement or other
procedure

· As an alternative to tibial osteotomy in patients with unicompartmental osteoarthritis

These components are single use only and are intended for implantation with bone cement.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

y DWivision Skza-,',~'f
Jivision or General, 1estorative,
0M~ ?:r. a Page 1 of /

510(k) Niimbae
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4"~'% DEPARTMENT OF HEALTH & H -UMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

KB '] ~3 7004 Rockville MD 20850

Ms. Denise Duchene
Senior Regulatory Affairs Specialist
Howmedica Osteonics Corporation
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K033769
Trade/Device Name: EIUS® Unicompartmental Knee System - Tibial Components
Regulation Number: 21 CFR 888.3520
Regulation Name: Knee joint femorotibial metal/polymer non-constrained cemented

prosthesis
Regulatory Class: II
Product Code: 1HSX
Dated: January 16, 2004
Received: January 20, 2004

Dear Ms. Duchene:

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

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing 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 53 1-542 of the Act); 21 CFR 1000-1050.

L
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Page 2 - Ms. Denise Duchene

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbrandinigby reference to premarket notification" (2LCFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrhldsma/dsmamain~htmI

Sincerely yours,

[elia M. Witten, Ph.D., M.D.
VDirector

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

2L
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Indications for Use

510(k) Number (if known): K033769

Device Name: EIUS® Unicompartmental Knee System - Tibial Components

Indications For Use:

The ELUS®" Knee System components are for use in Unicompartmental knee arthroplasty as a
result of:

* Moderately disabling joint disease of the knee resulting from painful osteo- or post
traumatic arthritis

* Revision of previous unsuccessful unicompartmental knee replacement or other
procedure

* As an alternative to tibial osteotomy in patients with unicompartmental osteoarthritis

These components are single use only and are intended for implantation with bone cement.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 GFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

~ " ivision Siguv J)
Jivision of Gener~al, lRestorative,

a2Jr ~~~~~ ~~ ~~ Page 1 of
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Af DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Denise Duchene
Senior Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K033769
Trade Name: ElIUS® Unicompartmental Knee System - Tibial Components
Dated: December 1,2003
Received: December 3, 2003

Dear Ms. Duchene:

We have reviewed your Section 510(k) premarket notification of intent to market tlhe
device referenced above. We cannot determine if the device is substantially equivalent to a
legally marketed predicate device based solely on the information you provided. To
complete the review of your submission, we require that you address the following item:

1

a. -- -------- ----------- ----------- --------------
or your components; or

b A revised --------- --------------- ------------ -------- ---------- ---- ------------ 
------------- 

These risks could be assessed by
performing the following Design Verification Activities and providing
appropriate acceptance criteria in the Design Verification Summary:

i

Please compare the -------- --- -- e subject devices to results for a legally
marketed predicate nicondylar tibial component; and
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Page 2 - Ms. Denise Duchene

If the performance data you supply does not adequately demonstrate the substantial
equivalence of the components in question, you may be required to supply clinical data.
Please be advised that prior to initiating a clinical study in the United States, a!]
investigational device exemption (IDE) must be submitted for review and approval by FDA.

When using a standard to demonstrate equivalence, providing a declaration of conformity or a
statement that the device will comply prior to marketing, may be provided in lieu of data. Please
refer to our document, titled Use of Standards in Substantial Equivalence Determinations located
at http://www.fda.gov/cdrliode/guidance/13 .pdf for additional guidance.

The deficiencies identified above represent the issues that we believe need to be resolved bef-ore
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.
We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that iiiformation is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device fbr
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

lf'the information, or a request lor an extension of time, is not received within 30 days, we will
consider your premarkct notification to be withdrawn and your submission will be deleted fi-om
our system. If you submit the requested information after 30 days it will be considered and

FOI - Page 12 of 160

(b) (4)

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



Page 3 - Ms. Denise Duchene

processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
5 10(k) number and should be submitted in duplicate to:

Food and Drug Administration
Center for Dcvices and

Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Jonathan Peck at
(301) 594-2036. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
hlttp:/www..fda. uov/6drhl/dsia/dsmam ain.html.

Sincerely yours,

Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health
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Ms. Denise Duchene
Senior Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, New Jersey 07430

Re: K033769
Trade Name: EIUS ®

- Unicompartmental Knee System - Tibial Components
Dated: December 1, 2003
Received: December 3. 2003

Dear Ms. Duchene:

We have reviewed your Section 510(k) premarket notification of intent to market the
device referenced above. We cannot determine if the device is substantially equivalent to a
legally marketed predicate device based solely on the information you provided. To
complete the review of your submission, we require that you address the following item:

a. -- -------- ----------- ----------- ---------------
or your components; or

b. A revised Design --------------- ------------ -------- ---------- ---- ------------ - sks
associated with ---

hese risks could be assessed by
performing the following Design Verification Activities and providing
appropriate acceptance criteria in the Design Verification Summary:

marketed predicat nicondylar tibial component; and
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Page 2 - Ms. Denise Duchene

If the performance data you supply does not adequately demonstrate the substantial
equivalence of the components in question, you may be required to supply clinical data.
Please be advised that prior to initiating a clinical study in the United States, an
investigational device exemption (IDE) must be submitted for review and approval by FDA.

When using a standard to demonstrate equivalence, providing a declaration of conformity or a
statement that the device will comply prior to marketing, may be provided in lieu of data. Please
refer to our document, titled Use of Standards in Substantial Equivalence Determinations locatcd
at http://www.fda.gov/cdrh/ode/guidance/1131 .pdf for additional guidance.

The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.
We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, von should
follow the procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Page 3 - Ms. Denise Duchene

processed as a new 5 10(k); therefore, all information previously submitted must be resubmitted
so that your new 51 0(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and 1)rug Administration
Center for Devices and

Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Jonathan Peck at
(301) 594-2036. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gzov/cdrh/dsmaJdsmamnain.html.

Sincerely yours,

Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Y HLL O 7AII I SUtNM I (Ft J[O I >AII IA1 DT
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cc: H-FZ-401 DMC
HFZ-404 510(k) Staff
HFZ-410 Division

D.O.
f/t:.JPeck:eih: 12/22/03

elh: 12/23)/03
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.December 03, 2003 Rockville, Maryland 20850

HOWMEDICA OSTEONICS CORP 510(k) Number: K033769
325 CORPORATE DR. Received: 03-DEC-2003
MAHWAH, NJ 07430 Product: EIUS
ATTN: DENISE DUCHENE UNICOMPARTMENTAL

KNEE SYSTEM

The Food and Drug Administration (FDA), Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted inaccordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission aunique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.
We will notify you when the processing of your premarket notification has beencompleted or if any additional information is required. YOU MAY NOT PLACETHIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002(MDUFMA)(Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma).

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 premarket notification submission. Also, please notethe new 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/ode/aO2-Ol.html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If youhave other procedural or policy questions, or want information on how to checkon the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Office of Device Evaluation
Center for Devices and Radiological Health
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FArmAroved OMB No 0910-511 Expiration Date August 31 2006 See instruttons for OMB Siaement

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION PIAIYMENT IDENTIFICATION NUMBER: 

MEDICAL DEVICE USER FEE COVER SHEET rite the Payment Identification Number 

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 submit the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.
2. Include a 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 956733, St. Louis, MO 63195-6733. (Note: In no

case should 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.Contat 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 followr URL:-
http://wwwfda qgv/edrh/mdufma/faqs html#3a. You are responsible for paying all fees associated with wire transfers. .

6. Include a copy of the completed Cover Sheet in volume one of the application when submitting to the FDA at'i-ier the'BER or
CDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS (Include name, street 2. CONTACT NAME
address, city, state, country, and post office code) DENISE DUCHENE

HOWMEDICA OSTEONICS CORP 2.1 E-MAIL ADDRESS
325 CORPORATE DR dduchene@howost.com
MAHWAH, NJ 07430 N)

2.2 TELEPHONE NUMBER (Include Area Codep
201-831-5612

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
222183590 2.3 FACSIMILE (FAX) NUMBER (Include Area Code)

201-831-6038

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:/Iww.fda.qov/oc/mdufma

Select an application type: 3.1 Select one of the tNoes below:
F Premarket notification (510(k)); except for third party reviews ~'Original Application

E] Biologics License Application (BLA)

[] Premarket Approval Application (PMA) H Efficacy (BLA)
LI Modular PMA [] Panel Track (PMA, PMR, PDP)
[] Product Development Protocol (POP) H Real-Time (PMA, PMR, PDP)
[] Premarket Report (PMR) H 180-day (PMA, PMR, POP)

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

[] YES, I meet the small business criteria and have submitted the R NO, I am not a small business
required qualifying documents to FDA

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

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

H This application is the first PMA submitted by a qualified small LI The sole purpose of the application is to supportbusiness, including any affiliates, parents, and partner firms conditions of use for a pediatric population

fl This biologics application is submitted under section 351 of the LI The application is submitted by a state or federalPublic Health Service Act for a product licensed for further government entity for a device that is not to be distributed
manufacturing use only commercially

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

EYES 9NO

7. USER FEE PAYMENTAMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

Form FDA 3601 (08/2003)
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Howmedica
____ ~~~~~~~~OSTEONICS

300 Commerce Court
MahWah, NJ 07430

Via Federal Express

December 1, 2003

Office of Device Evaluation
5 1 0(k) Document Mail Center (HFZ-40 1)
Center for Devices and Radiological Health c
Food and Drug Administration 

L~

9200 Corporate Boulevard
Rockville, Maryland 20850

Re: Special5 10(k) Notification: Line Extension to the ElUS® Unicompartmiental i~ee Sjsteni

Ladies and Gentlemen:

Pursuant to the requirements of Section 5 1 0(k) of the Federal Food, Drug and Cosmetic Act,
notification is made of the intention of Howmedica Osteonics Corp. to introduce into interstate
commerce a line extension to the EIUS Unicompartmental Knee System. The FDA Orthopedic
Panel considers these devices as Class 1I, knee joint femorotibial, metal/polymer, cemented
prostheses.

This submission contains methods, data, and analysis of these data that Howmedica Osteonics Corp.
considers "Trade Secret" and commercially privileged and confidential to Howmedica Osteonics Corp.
In accordance with 21 CFR §20.61, this information may not be disclosed to the public in accordance
with the Freedom of Information (FOI) Act.

The Indications for Use Form, Truthful and Accuracy Statement and Medical Device User Fee Cover Sheet
immediately follow this letter.

Your early attention to this submission is appreciated. Please refer any questions regarding this submission
to Denise Duchene at (201) 831-5612.

Sincerely,
Howmiedica Osteoijics Corp.

~Lo aine T. Montembr
Regulatory Affairs Manager
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Indications for Use

510(k) Number (if known): K033769

Device Name: EIUS® Unicompartmental Knee System - Tibial Components

Indications For Use:

The EJUS® Knee System components are for use in Unicompartmental knee arthroplasty as a
result of:

• Moderately disabling joint disease of the knee resulting from painful osteo- or post
traumatic arthritis

* Revision of previous unsuccessful unicompartmental knee replacement or other
procedure

* As an alternative to tibial osteotomy in patients with unicompartmental osteoarthritis

These components are single use only and are intended for implantation with bone cement.

Prescription Use X AND/OR Over-The-Counter Use(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of I

f dC
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strykec
Howmedica
OSTEONICS
300 Commerce Court
Mahwah, NJ 07430

Premarket Notification
Truthful and Accurate Statement
[as required by 21 CFR 807.87(k)]

I certify that, in my capacity as Regulatory Affairs Manager for Howmiedica Osteonics Corp.,
I believe to the best of my knowledge that all information and data submitted in this
premark-et notification [5 1 0(k)] are truthful and that no material facts have been willfully
omitted.

Lorra ne T. Montemurro Date
Regulatory Affairs Manager
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SPECIAL 510(K) PREMARKET NOTIFICATION

LINE EXTENSION To THE E1US® UNICOMPARTMENTAL KNEE SYSTEM

DECEMBER 1, 2003

B-'

OSTEONICS
325 CORPORATE DR.

MAHWAH, NJ 07430

(a
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Line Extension to the Ell ISO tlniconmpartmefltal Knee Systemi Special 510(k) Premnarket Notification
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Line Extension to the EIIJS Llnicompartmental Knee System Special 510(k) Premarket Notification

Special 510(k) Summary of Safety and Effectiveness:
Line Extension to the EIUS® Unicompartmental Knee System

Proprietary Name: EiUS® Unicompartmental Knee System
Common Name: Unicompartmental Knee System
Proposed Regulatory Class: Class II

Prosthesis, Knee, Femorotibial, Non-Constrained, Cemented,
Metal Polymer, 21 CFR 888.3520

Device Product Code: 87 HSX
For Information contact: Denise Duchene

Sr. Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, NJ 07430
Telephone: (201) 831-5612
Fax: (201) 831-6038
Email: dduchene~howost.com

Date Summary Prepared: November 12, 2003

Predicate Device Identification
The ETUS ® Unicompartmental Knee System consists of various sizes of femoral components and
tibial components and the Scorpio Total Knee System consists of various femoral, tibial and patellar
components. The EIUS Unicompartmental Knee System additional tibial components are equivalent
to the currently marketed EIUS tibial components with the exception of the thickness, cement recess
and material. The material is equivalent to the currently marketed Scorpio Knee System tibial
inserts; whereas the cement recess without a keel is equivalent to the UNIX Unicompartmental
Knee and the Biomet Repicci Unicompartmental All Polyethylene Tibia component (also available
without a keel). The EIUS Unicompartmental Knee System was determined substantially equivalent
under K992287, the UNIX Unicompartmental Knee was determined substantially equivalent under
K92301 1, the Biomet component was cleared under K980665, and the Scorpio Total Knee Tibial
Insert components were determined substantially equivalent under K962152.

Description of Device Modification
This submission is intended to address a line extension to the ETUS® Unicompartmental Knee
System. The line extension includes additional tibial components, 8mm, 9mm, 10mm, and 12mm
components without a keel and 6mm components with and without a keel. Also, some changes were
made to the cement recess of the tibial component to ensure adequate thickness under the femoral
condyle. Finally, the material will change from the current polyethylene material to the polyethylene
material used in the Scorpio Knee System. The new components will be used for resurfacing of
either the medial or lateral proximal tibia.

2
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Line Extension to the EIlUS Unicompartmental Knee System Special 510(k) Premarket Notification

Intended Use:
The E1US® Unicompartmental Knee System is intended for use in unicompartmental knee
arthroplasty. It is intended to be used for patients with moderately disabling joint disease of the
knee resulting from painful osteoarthritis or traumatic arthritis; revision of previous unsuccessful
unicompartmental knee replacement or other procedure, or as an alternative to tibial osteotomy in
patients with unicompartmental osteoarthritis.

Statement of Technological Comparison:
The subject components share the same intended use and basic design concept as that of the
predicate devices. Mechanical testing demonstrated comparable mechanical properties to the
predicate devices.

3
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Line Extension to the EIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

I

SECTION I
ADMINISTRATIVE INFORMATION

4
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Line Extension to the EIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

Manufacturer Identification
Name and Address of the Sponsor of the 510(k) Submission:
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, New Jersey 07430
Establishment Registration Number: 2249697

Name and Address of the Manufacturers of the Device:
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, NJ 07430
Establishment Registration Number: 2249697

Name and Address of the Distributor of the Device:
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, NJ 07430
Establishment Registration Number: 2249697

Contact Person:
Denise Duchene
Sr. Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, New Jersey 07430
Telephone: (201) 831-5612
Fax: (201) 831-6038
Email: dduchenehowost.com

5
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Line Extension to the EIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

SECTION II
DEVICE IDENTIFICATION

at
6
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Line Extension to the EIIJS ® tnicompartmental Knee System Special 510(k) Premarket Notification

Device Identification
Proprietary Name: EIUS® Unicompartmental Knee System

Common Name: Unicompartmental Knee System

Classification Name and Reference: Prosthesis, Knee, Femorotibial, Non-Constrained,
Cemented, Metal Polymer
21 CFR 888.3520

Proposed Regulatory Class: Class II
Device Panel/Product Code: 87 HSX - Prosthesis, Knee, Femorotibial, Non-

Constrained, Cemented, Metal Polymer
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Line Extension to the EI US@ Unicompartmental Knee System Special 510(k) Premarket Notification

SECTION III
DEVICE DESCRIPTIVE INFORMATION

8
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Line Extension to the EIUS® Unicompartmental Knee System Special 510(k) Premarket Notification

Introduction
This Special 510(k) submission is intended to address a line extension to the predicate EfUS
Unicompartmental Knee System. The line extension includes additional tibial components, 8mm,
9mm, 10mm and 12mm components without a keel and 6mm components with and without a keel.
Note the 6mm components are actually 6mm under the condyle. There is no change in intended use
or the indications for use for the subject device when compared to the previously cleared device.

Device History and Description
The EMUS Unicompartmental Knee System consists of a distal femoral resurfacing component and
proximal tibial resurfacing component intended to replace either the medial or lateral compartments
of the knee joint during unicompartmental arthroplasty. The femoral and tibial components are
available in various sizes and styles. The system was originally named the "First Step Uni Knee"
and was determ----- substantially equivalent via 510(k) K992287. The EJUS Knee System is
fabricated from obalt chromium (femoral component) and ultra high molecular weight
polyethylene (UHMWPe) (tibial component).

The current tibial component is available in 8mm, 9mm, 10mm and 12mm thicknesses for the left
medial / right latera- -------- ------ -------- - ---- -------- compartments. The components are designed
with an articulating The underside of the tibial components
contains a cement recess and a keel. A minor modification was made to the cement reces

This modified cement recess is included in the engineering drawing in Appendix A.

The additional components will be available in 6mm thickness for the lef- -------- - ------ ------- 
-------- ---- ------ -------- - -- ft lateral. These components are designed with

 he underside of the tibial components contain
to ensure a minimum of 6mm under the condyle and a keel. The remaining additional components
will be available in 6mm, 8mm, 9mm, 10amm, 12mm thicknesses without a keel for the left medial /
right lateral and/or right medial / left lateral compartments. The 6mm component will have the same
cement recess as the other additional 6mm component with a keel; whereas, the thicker components
will have the same cement recess as the current product.

A complete listing of all the additional EIUS tibial components is included in Appendix A.

Intended Use
The ETUS Unicompartmental Knee System components are intended for use in unicompartmental
knee arthroplasty. The components of the EIUS Unicompartmental Knee System are single use
devices, which are sold sterile and are for cemented use only.

The specific indications / contraindications for the ETUS Knee System are stated below:

Indications:
* Moderately disabling joint disease of the knee resulting from painful osteo- or post traumatic

arthritis;
* Revision of previous unsuccessful unicompartmental knee replacement or other procedure;
* As an alternative to tibial osteotomy in patients with unicompartmental osteoarthritis. "1 P

9

FOI - Page 33 of 160

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



Line Extension to the EIUJS tUnicompartmental Knee System Special 510(k) Premarket Notification

Contraindications:
* Any active or suspected latent infection in or about the knee joint.
* Any mental neuromuscular disorder, which would create an unacceptable risk of prosthesis

instability, prosthesis fixation failure or complications in post-operative care.
* Bone stock compromised by disease, infection or prior implantation which cannot provide

adequate support and/or fixation to the prosthesis.
* Skeletal immaturity.
* Ligamentous instability such that the postoperative stability afforded by the

unicompartmental knee prosthesis would be compromised.
* Damage to the contralateral compartment of the ipsilateral knee.
* Deterioration or destruction of the patello-femoral joint.
* Inflammatory arthritic conditions, particularly rheumatoid arthritis.
* Severe deformity and/or recurrent subluxation of the knee joint.
* Obesity. An overweight or obese patient can produce loads on the prosthesis, which can lead

to failure of fixation of the device or failure of the device itself.

Description of Device Modification
The ETUS Unicompartmental Knee System is being modified to provide additio---- ------ 
-------------- . The additional components will be available in a "6mm" thickness

ith and without a keel and the currently available thicknesses without a keel. In
addition, a modification was made to the cement recess on the tibial components to ensure that the
"6mm" component was a ------------ --- ------ ------- ---- ----------- ---------- ---- ------ ------------- 

s used in other knee products (i.e.: the
Scorpio® Total Knee System Tibial Insert component).

A component list and engineering drawings for the subject ETUS Unicompartmental Knee System
tibial components can be found in Appendix A.

Materials
Listed below are the materials u---- --- -------- te the subject components: ASTM F648 - Ultra High
Molecular Weight Polyethylene his is the same material used to manufacture the
current tibial inserts determined substantially equivalent under K962152. The material properties are
provided in the table on the following page:

10
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Line Extension to the EnIJS® lnicompartmental Knee System Special 510(k) Premarket Notification

Stage 1 Data fo Polyethylene

Property Non-irradiated (0 Mrad) Irradiated (2.8 Mrad)

Mean (Std. Dev.) Mean (Std. Dev.)

UTS (MPa) 

Yield Strength (MPa) 

Modulus of Elasticity (MPa) 

% Elongation 

Molecular Weight (g/cc) 

Density 

% Crystallinity 

Melting Temp. (Deg. C) 

Labeling
The draft labels and the draft package insert for the subject EiUS Unicompartmental Knee System
components are presented in Appendix B.

Design Control
Analyses were performed to evaluate the potential risks associated with the changes made to the
EJUS Unicompartmental Knee System. Mechanical testing was used to assess whether the subject
device falls within preestablished acceptance criteria. The overall risk analysis method used was
FMEA. A chart with the potential risks and an Engineering Analysis are provided in Appendix C.
The testing is summarized below:
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Line Extension to the E1US ® l/nicompartmental Knee System Special 510(k) Premarket Notification

Declaration of Conformity
A Declaration of Conformity stating each of the following may be found in Appendix D.
I) A statement that, as required by the risk analysis, all verification and validation activities

were performed by the designated individual(s) and the results demonstrated that the
predetermined acceptance criteria were met.

2) A statement that the manufacturing facility is in conformance with the design control
procedure requirements as specified in 21 CFR §820.30 and the records are available for
review.

12
1 2
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Line Extension to the EIUJS Unicompartmental Knee System Special 510(k) Premarket Notification

Sterility Information
The components of ETUS Unicompartmental Knee System are single use devices and are provided
sterile. The implants are sterilized to a Sterility Assurance Level (SAL) of 10-6 using:

* Method: Gamma Irradiation
* Sourc-- -------- 60
* Dose
* Validation:

Packaging Information
The ETUS Tibial components are packaged in a double blister

------- --- the cardboard container,
sealed via the primary package labels, and enveloped in shrink-wrap.

Substantial Equivalence Information
The features of the subject ETUS Unicompartmental Knee System components are substantially
equivalent to corresponding features of the predicate EIUS Unicompartmental Knee System
(K992287), the UNIX Unicompartmental Knee System - keeless design (K92301 1), the Scorpio
Total Knee System (material) (K962152), and the Biomet Repicci Unicondylar Knee System -
keeless and thickness (K980665). The intended use, packaging, and sterilization of the subject and
unmodified system components are identical. Mechanical properties are equivalent to the predicate
EmUS unicompartmental Knee System, the UNIX unicompartmental knee system, the Scorpio Total
Knee System (material properties only), or the Biomet Repicci Unicompartmental Knee System.

The Biomet Repecci unicondylar knee replacement cement fixation consists of affle
pattern along wit or cement fixation (See Fig---- ---- The overall
thickness of the c nder the femoral condyle is identical to the
thinnest EIUS component propose

The Repicci cement pockets are approximately diameter at the bone/prosthesis
interface(surface 2mm deep, a a 600 undercut. The EIUS cement pockets
have a which is approximately wide for the
smalle to the significantly larger sur ea of the E1US
cement pock Also, the smallest
E1US components are ci components are
32mm, resulting in ad n. Furthermore, the larger surface
area of the EJUS component with the into
the component compared to the al tibial
component, 

13

FOI - Page 37 of 160

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



Line Extension to the E1US ® [Unicompartmental Knee System Special 510(k) Premarket Notification

The surface area calculations shown above as the

waffle pat----- -- r Repicci. If these fea or the

for Repic-- -- ---------
 making the for EIUS versus for Repicci.

Appendix C-I shows the which

has the largest ------- t surface area
--------- area o in2, followed by the 6mm cement mantle design also with although

of this is for It is apparent that as the
Also, testing showed that 

cement pockets, This is probably due to deformation and

cantilever bending produced from the point, posterior loading of the test tibial components, and zero

compressive force representing the joint load. Therefore, from the rationale above due to the
the ce------ fixation of the proposed EMUS

designs will perform significantly better than the Repicci in

Note: Surface area cement calculations were obtained from

14
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APPENDICES

APPENDIX A COMPONENT INFORMATION

APPENDIX B PACKAGING INFORMATION

APPENDIX C RISK ANALYSIS

APPENDIX D STATEMENTS

25
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Line Extension to the EIUS tlnicompartmental Knee System Special 510(k) Premarket Notification

APPENDIX A: COMPONENT INFORMATION

A-1 List of Subject Components
A-2 Engineering Drawings for the Subject EIUS Knee System Components
A-3 Engineering Drawings for the Predicate Device Unicompartmental Knee

System Components

16
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Appendix A-1: List of Subject Components

'7i

1 7

FOI - Page 41 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



Line Extension to the ElIUS Unicompartmnental Knee System Special 510(k) Premarket Notification

Catalog Component Name
Number

Tibial Components with Keel
6636-2-306 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 6mm
6636-2-406 Tibial Component Small, LM /RL, 6mm
6636-2-506 Tibial Component Medium, LM /RL, 6mm
6636-2-606 Tibial Component Large, LM /RL, 6mm
6636-2-706 Tibial Component X-Large, LM /RL, 6mm

6636-2-316 Tibial Component X-Small, Right Medial (RM), Left Lateral (LL), 6mm
6636-2-416 Tibial Component Small, RM /LL, 6mm
6636-2-516 Tibial Component Medium, RM /LL, 6mm
6636-2-616 Tibial Component Large, RM /LL, 6mm
6636-2-716 Tibial Component X-Large, RM /LL, 6mm

Tibial Components without Keel
6636-0-306 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 6mm
6636-0-406 Tibial Component Small, LM /RL, 6mm
6636-0-506 Tibial Component Medium, LM /RL, 6mm
6636-0-606 Tibial Component Large, LM /RL, 6mm
6636-0-706 Tibial Component X-Large, LM /RL, 6mm

6636-0-316 Tibial Component X-Small, Right Medial (RM), Left Lateral (LL), 6mm
6636-0-416 Tibial Component Small, RM /LL, 6mm
6636-0-516 Tibial Component Medium, RM /LL, 6mm
6636-0-616 Tibial Component Large, RM /LL, 6mm
6636-0-716 Tibial Component X-Large, RM /LL, 6mm

6636-0-308 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 8mm
6636-0-408 Tibial Component Small, LM /RL, 8mm
6636-0-508 Tmibial Coiponent Medium, LM /RL, 8mm
6636-0-608 Tibial Component Large, LM /RL, 8mm
6636-0-708 Tibial Component X-Large, LM /RL, 8mm

6636-0-318 Tibial Component X-Small, Ri t Medial (RM), Left Lateral (LL), 8mm
6636-0-418 Tibial Component Small, RM /LL, 8mm
6636-0-518 Tibial Component Medium, RM /LL, 8mm
6636-0-618 Tibia] Component Large, RM /LL, 8mm
6636-0-718 Tibial Component X-Large, RM /LL, 8mm

6636-0-309 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 9mm
6636-0-4 0 9 tSiML6636--409 Tibial Cornponent Small, LM /RL, 9mm" C
6636-0-509 Tibial Coinponent Medium, LM /RL, 9mm

18
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Line Extension to the EIUS ® tnieompartmental Knee System Special 510(k) Premarket Notification

6636-0-609 Tibial Component Large, LM /RL, 9mm
6636-0-709 Tibial Component X-Large, LM /RL, 9mm

6636-0-319 Tibial Component X-Small, Right Medial (RM), Left Lateral (LL), 9mm
6636-0-419 Tibial Component Small, RM /LL, 9mm
6636-0-519 Tibial Component Medium, RM /LL, 9mm
6636-0-619 Tibial Component Large, RM /LL, 9mm
6636-0-719 Tibial Component X-Large, RM /LL, 9mm

6636-0-310 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 10mm
6636-0-410 Tibial Component Small, LM /RL, 10mm
6636-0-510 Tibial Component Medium, LM/RL, 10mm
6636-0-6110 Tibial Component Large, LM /RL, 10mm
6636-0-710 Tibial Component X-Large, LM /RL, 10mm

6636-0-320 Tibial Component X-Small, Right Medial (RM), Left Lateral (LL), 10mm
6636-0-420 Tibial Component Small, RM /LL, 10mm
6636-0-520 Tibial Component Medium, RM /LL, 10mm
6636-0-620 Tibial Component Large, RM /LL, 10mm
6636-0-720 Tibial Component X-Large, RMv/LL, 10mm

6636-0-312 Tibial Component X-Small, Left Medial (LM), Right Lateral (RL), 12mm
6636-0-412 Tibial Component Small, LM /RL, 12mm
6636-0-512 Tibial Component Medium, LM /RL, 12mm
6636-0-612 Tibial Component Large, LM /RL, 12mm
6636-0-712 Tibial Component X-Large, LM /RL, 12mm

6636-0-322 Tibial Component X-Small, Right Medial (RM), Left Lateral (LL), 12mm
6636-0-422 Tibial Component Small, RMI/LL, 12mm
6636-0-522 Tibial Component Medium, RM /LL, 12mm
6636-0-622 Tibial Component Large, RM /LL, 12mm
6636-0-722 Tibial Component X-Large, RM /LL, 12mm

19
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Line Extension to the EILJSl Unicompartmental Knee System Special 510(k) Premarket Notification

Appendix A-2
Engineering Drawings for the Subject EfUS Unicompartmental Knee System

-CONFIDENTIAL-
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Line Extension to the E1115 Iinieompartnwntai Knee System Special 510(k) Premnarket Notification

APPENDIX B: PACKAGING INFORMATION

B-i Draft Labels for the Subject Components
B-2 Draft Package Insert for the Subject Components
B-3 Labels for the Predicate Components
B-4 Package Insert for the Predicate Components

43
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Line Extension to the iilSO Unicompartmnental Knee Systern Special 510(k) Prernarket Notification

Appendix B- I
Draft Labels for the Subject Components
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Catalog No 6636-2-306
EIUS® UNI KNEE
Tibial Component

All Polyethylene X-Small

Left Medial/Right Lateral 6mm Thickness a
*-+H825663623060J*

UII II l~llll I lBI11111U III IIm 11II11111111111
*+$$8010908TESTJ6*

HOWMEDICA OSTEONICS CORP
59 Route 17
Allendale NJ 07401

[/W 'Vac . A subsid ary of Stryker Corp

LD*#I 1'111111 l111111H1I 11111 11111I III III III
SAMPLE

WARNING-This Device Is Intended for
Cemented Use Only in the U.S.A.

REF 6636-2-306
EIUS® UNI KNEE
Tibial Component

All Polyethylene X Small

Left Medial/Right Lateral 6ram Thickness

Composant tibial
* Tout -polyethylene- Tris Petit ·Interne gauclhellat6ral droit Epaisseur turm

Tibiako mponente
* Aus Polyethylen Extra Klein ·Links nmediallRechts lateral ·Dicke Dnin

Componente tibiale
-rutto in polietilene' Extra Piccoln Sinistro medialeldestr aterale·
Spessore 6mm
Compotnente tibial
* Polietileno' Extra Pequefio ·Medial izquierdollateral derecho n 6rin Grosor,

Tibiacomponent
-Geheel en al van polyethyleen' Extra Klein · Links niediaallrechts lateraal ·
6ram Dikte
Tibial komponent

100% polyetylen Extra Liten · Vanster niedialhiidger lateral ·Onrn tjocklek

N~\ac'

Authorized representative in Europe
RAIQA Manager

STRYKER France
BP 50040-95946 Roisy CDG Cedex

Tel (33) 1 48 17 5000

®j~jR CC0473 2089
CAUTION Federa I Lw(USA) resiiict s ttis device to sale by or on the order of a Phi$

®

*~'545'
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Catalog No.6636-0-306
EIUS® UNI KNEE
Tibial Component
A!I Polyethylene 6mm Thickness
Left Medial/Right Lateral WITHOUT keel
X-2rnall

1111fJ1ln~l~flllI lUUIIIION ll
*+H825663603060H*

*+$$8010908TESTH4*

HOWMEDICA OSTEONICS CORP
59 Route 17
Allendale NJ 07401

W V ac' A subsidiary of Stryker Corp

SAM PLEI

WARNING-This Device is Intended for
Cemented Use Only in the U.S.A.

KREF 6636-0-306
E:IUS® UNI KNEE
Tibial Component
All Polyethylene 6mm Thickness
Left Medial/Right Lateral WITHOUT keel
X-Smal l

Composant tibial
Tout polyethylene Epaisseur 6ram · Interne gaucheolat6ral droit ·sans quill(

· Tris Petit
Tibiakomponente
-Aus Polyethylen. Dicke 6mnm Links mediallRecllts lateral. ofine Kielstlck ·
Extra Klein
Compoanente tibiale

Tutto in polietiaene Spessore 6mm Sinistro nedialetdestro laterale senza
carena · Extra Piccolo
Componente tibial
· Polgetileno' uran Grosot, · Medial izquierdollateral derecho ·sin quilla ·Extra
Pequefo
Tibiacomponent
' Geheel en at van polyethyleen 6mm D ikte ·Links mediaalirechts lateraxl'
niet gevleugeld ·Extra Klein
Tibial komponent
· 100% polyetylen 6mm tjocklek ·Vdnster niediallhbger lateral · utan k6f'
Extra Liten

Authorized represetative in Europe,
RA/QA Managrr., I

STRYKER Francel\ BP 50040-95946 Roissy CoG Cedex
FRANCE

T.4 5801750.00

®I~~~1RC~o473 2008-09
CAUTION: Federali LowUSA) restricts this device Io saes by or n the order ore Ph,,ician

4,
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Line Extension to the EIJSO L'nicompartniental Knee System Special 510(k) Premarket Notification

Appendix B-2
Draft Package Insert for the Subect Components

47
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strykerf
Howmedica
OSTEONICS

Total Knee Joint Replacement
Prostheses For Cement Applications

Hcwmedica Osteonics Corp. Authorized Representative in Europe
359 Veterans Boulevard RnQA Manager Stryker France
Rutherford, NJ USA 07070 BR 50040-95946 Roisay CDG Cenex
A Subsidiary of Stryker Corp. FRANCE Tel 33) 1.48.1750.00

Howmedica Osteonics Corp.
300 Commerce Court
Mahlwa,, NJ 07430
A SubsLdiary of Stryker Cor,.

Howmedica Cstecnics Corp.
Stryker Ireland
Carngtwohill Industral Estate
County Cor0
Ireland

©2002 Howmedica Osteonics Corp.
Pnnted in U.S.A.

0095-3-201J
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C. Component Matching. There are... corrspoding tibia' widdth designied to
arficLIst and confon with the appropriately-sized fetnora comIponents Fai-

ure. to correctly maitch com~ponents could reslt In premature failure of the tibi.
comIponen.t and conlrbute to join laxity.

t D~~~~. ProducPt Label. See prduct label for inforaio regarding the specific prod-
uct referenced in this package inseft

HOW SUPPLIED

These prducts lre delivered sterIl in cotainers which have. been, exposed to a mini'
mmof 25 kGy of gamma radiat.io from a cbalt 60 source- The packae. of ei sterile

pro~duc tshould be s~temmed prior to use for posible breaks in the smterle batier,

RESTERtLIZATION

Devicesotai, i POLYETHYLENE, POROUS COATING, PI-ASMA SPRAY
HYDROXYAPATI E, CERAMICS or METHYL.METHAC RYILATE CANNOT BE AUTO-
CL-AVED OR RESTERILIZED BY THE USER.

Copnnsthat hae, Mg beer, contaminated with flidsh, in partiula body fluids .can
be resteritIzed using, the foflowing pat~rameters in a gravity displaernens steam auto
dave:

250- F 1121' C) 270' F (1 32' C)
20 PStIt 14 Bars) 30 PSI (2 Bars)

Wrapped individual Component
sigeor multi component) or 40 minuItes 20 hmintes

Stelthilzaio Case
The doubts wrapping meto used ist the AuAMt CSR technique. These cycldes were
developed with only this tern in the chamtber and using the m~iddle shelf- Ay cycle
shoulId be aslidateid for different sterZat,t, chamers, wrapping methods andlor
various load corstigurafins

CAUTION
Federal Law in the USA restricts this device to tale by or on the order ofa
physmicia
REFERENCES-
1 - Oof Hyren, Jose~ph K- McLaughlin at af.Cne Risk After Hip

Replacemen,.t With MetaWmlns A Populat1io ESe..d Cohort Study In
Sweden:' Journal Of The National Cancer Institue. Volm 87, Number 1
Januairy 4, 1g99-

A 53113
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Line Extension to the EIRJS Unlcompartmental Knee System Special 510(k) Premuarket Notification

Appendix B-3
Labels for the Predicate Components

54
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strkep
Howmedica CE OO5
OSTEONICS

Howmedica International S.de R.L.
Rahe.. BuSirS PasPrk, Limerick, intl and.

REF 6636- 2 -518 ----IL Talntalum, and Our." D8212

BU~S Duration®P enkeltsek. lkna EIUS Durationr® Urn. knie
tibiakompcnent, medium. 8mm tibiadeeh middelgroot, 8mmi
hsjre medial /venstre lateral rechis mediaal /Finks eternal
Joelho Uni. EBUS Durationg
Componente tibial, Medio 8mm
Dir. Int. I Esg. Ext. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

LIUS DurationS Uni-polvi
Saariluuosa. keskikoko, 8mm
Oilkea mediael._Vasen lateraal _____ ______________

Caution Federal lw in UISA nedriets this device to stl by or or the order of a physician 0, haspit,

L~2003 -08 t' ~ 200808 55341
MdinIRELAND LAN S5,449,745

* E0256636251 81Eit li
*4-$D821 2SAMPLEEP*

stryler ~~~EIUS Duration® Un;. Knee
H~o~mmedica Tibial Coumponent, Medium , 8m m
OSTEONICS Right MediallIL eft Lat eral

REF 6636 -2 -5183 ElUiS Duration® Genou UnicomparlV ~~~~~Composant Tibia, Moven, 8mm
Droit Int. I Gauche Exierne
ElUS Duration® Liii Knie
Tibiakomponente. Mittel. 8mm
Rechtsw Mdial I Links Lit

LO0T SAMPLE20-8

str'yt e di

OSTIEONICS CE05

REF 6636- 2 -518 STERI E A LO SAMPLE

ElUS Duration® Liii Knee
Tibat Component, MediumSmm Tantaium and Dur.
Right Medial/ Left Lateral Stebilized UHMWPE

*+E025663625181 E*

*+$DSZ1 2SAMPLEEP*

DEVICE IS INTENDED

FOR CEMENT USE/ .4 g 5
ONLY IN THE U.S.A.
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Line Extension to the EIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

Appendix B-4
Package Insert for the Predicate Components
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C~ooso
stpyker'

Howmedica
OSTEONICS

TOTAL KNEE JOINT REPLACEMENT PROSTHESIS

(FOR CEMENTED USE ONLY IN USA)
PROTHESES POUR ARTHOPLASTIES TOTALES DU GENOU

KNIEGELENKTOTALENDOPROTHESEN
PROTESI TOTALI RICOSTRUTTIVE DI GINOCCHIO

SUSTITUCI6N TOTAL DE LA ARTICULACI6N DE LA
RODILLA PROTESIS

PROTES FOR TOTAL KNAPLASTIK

TOTALE KNIEPROTHESE

TAYDELLINEN POLVEN TEKONIVELPROTEESI

PROTESER TIL TOTAL KNAEPLASTIK

PROTESE TOTAL DO JOELHO
nPOGEIH OAIKHZ ANTIKATAITAIIHI THI APOPOIHI TOY rONATOY

-~~~~~~~~

a~~~~~v

'
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English 5
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Howmedica
English

TOTAL KNEE JOINT REPLACEMENT PROSTHESIS
(For cemented use only in USA)

PACKAGE INSERT

the advancement of tots! knee replacemrent has provided the surgeon with a Measns ofrestorinrg~ mbilitdy,correlectwlhingdeformity,,anwd reducing gpars nwithtthe use of implanted prostheticdevces Tesedevce, wileprvensucesfut ar mnufctuedfrom meta and ptasticmaterials. No prosthetic device can therefore be expected to withstand actiity wlets andtoads in the samne way as would a normal healthy jont, The prosthetic systemn, therefore wiltnot be as strong, reliable, or durable as a natural human knee joint.
In using total knree joint Implants, the surgeon should be iaware of the following:

A. The correct selection and positioning of the iplan Is extremely important.Success in total joint reploacemnat requires the selection of the proper size, shape,and designed implants. Total joint prostheses require careful setting, rigid ;ixafion,*and adequate bore supped.
S. In Selecting patients for total Joint replacements, the following factors can be*of extreme. importance to the eveontual success of the procedure:

1) The patient's weight. An oveaviight or obese patent rarl produce higher toadson the prosthesis which can lead to failure of the device. The effec of theseloads will beo accentabted when a small sized prosthesis mus be used bea.use-of bone size in such patients.
2) The patient's occupaftio or activty. If the patent is involved in an occupatinor actiity which incldes significant impact loads (walking, running, hifting ortwtstng), the resultant forces can cause failure ot the fixation, the device, orboth. High leveljs of physical activites over the course of years can also

45

etc

FOI - Page 83 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



nk
9 a

lk

.0
a 3

0 3 5-

3 1 a a

5-a

0 c

J s
El �3 3

5; 3

Iz-
a �v &a

�a f 30

7.E 3 a

Id

0

6 0

FOI - Page 84 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



0 3

43R 9

3
0 0

Z65
3 2P 2

3

'7R

5 M3

a FU 3 R
� . =C. 0. �5

a F
R 3 3

39

E 3

3 2 5
2 3

6 1

FOI - Page 85 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



& 3 5
3

3 3 �t

5 3 .3
0�3

a q

ga

5 53 aU3 2 3

35

B 3 0 3

ci

3 3

jR et a

R Z

RLO

3 a 3

62

FOI - Page 86 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



I� � �s g � - cc-i

*< � 2�v. �3n� $�n n.�CCO �
mz3 2

ao01�� -'E-, Z3
m � 0Z� aD 01 (DCOODI n�'3nfl Don

or> � nmc� z�- �Z¼0 D�C� 30CC

-c� m''�a�� 3itr � a-� 3� a �00 OJ0{D
CD -- XCD3 0501 CC aa

�aa 32�3 S ama �'�- 03�r, o��- -

� �9�3c�,Cm on� � �CC na.5 -n o� --

�: .- JOBL 3�Ut4 � �. gCD

nan-0 5�0C� � V:2Ur�-�:�
>a3a- a� 3

O 030 -, I 00.-C
3a 03CCo�O02 V's S.a CDg�

� � ao 25 a�0c co oo

00 3S0m�C0 0 QO= 54 cn�o 5
o�aa -o

CCo oo�¼' 3�m -'m3 to 3war 0 -oo3
C �o0 g.3 w�C-� oCCn� 

0
a

�--= 3 o�.'"DaC �3>� ra ;o 0 ��3s
,35 o5n"3��2 '00� 0� CC)Ca 04 3a

�'O3 o� 10g3no AD� n� 'ran
� �'< 30o� 00

W-'3CA3o 30 2
-n 0050000 0 30 V 39 �' �5 �3o�'

3O& 3 =0 0 � X�4� � s � gg0 � �0�C 0 o a a0
0S� 000030CC9* �l0�CC 3 02 0 0

0102 Z�t 0 a� t � a�a

��'""�2 o4g� 23 0�3 00
CC� �000 00=000 90- �,3 a o

�CC O�90�0� a-00 �
3334 z;3aCD

t
a ra CD� � ±a�

2.-. >o�A�n aoon on 0

'a � a�35 ;� g2 as� 010= �- �

�,23a fl Zo S a-c- on
* <-' o-�w3

5
0
a- 0 -c 5

4a oc
2
o

t �ggfl�2� 0a5� ii -
3 Co -� m ron ooCC5' n-a

- � a 3 CC CC
o z

0
mo S�{D0 ra 34

an �mo � 00 0 -�

� aa2�o� 340 0CC 33 2
an 39=00 Zno 30 OCD - vgo C�o�

-CD -4 50 o� -. n- <0o� go5�

3 no'o,� La CD 3CD� 500 -

33 33 CD

C 0= CA 30Ž 0 _
0 3

CO = -�
o � 01 -.

g � � ± CA
-J o tm-a a n-n < o0J �. CD

3 � - -n
-. � 0 =n- � CD

0 3 � 03004
CC •0.O�. Can-

� 01g� S �
=0 0J5 300

�yCA 2 a
0

aS' 5333-' 01 � CA0
-�o. 4.- 01 00 =oCC�Zz 2��Dj 0�

n45 a
0

S 0� 5�= Ž040. 02
SOOm On ' � zo3 00Ž0 3

3�9X � 3%
00 0 � a 5 �

� aDo
0 CA o 5 0 '0

0 �3n 000 02 � 34
3 0� 35 �-�S3mL� �

3 = CC=
0

3
Co a 0=

,a 3 ,o a-' =��0O0 mo

- � a a � � 00
5

w-=

� r Do 03 Z- � DŽOn
39 � 10 2 � �CD

a CC 0
- Ž303 �s 3 2 � 04

0 03230753
o - CA 2� son

�=�< 
9

o
0 �'CDCA a 00

n� � � CD-c CD - CD- 0
-'�'5 03 92�2 �

0 a � �
050 0CC 3 0 n .n o5 010
amo -' 0 C CD-C OCA a

0

o CD - CD
0 0 -' 0 00

0334 0 0 3 0 3D cOo

01 CD 030

0 a
0-'. 4 2- -0-- 010CC - 33

4 0 - 0- - at
� Con

- 3 o
O 0 0

0 0

* lit 6a

FOI - Page 87 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



? Jo -� 0 Ci � 02 -. 3D
m - - -.

g3*cJzn 2 � nnw 0
o03DI0�203=c-.n0 > 52 C0� 3�0 �r *n 00=

�, 
00 n

0
- C'n 3D03 3D -5

�o, =Q�� 3'50 a o--
' On '� =03 - - '� eS* 2.Z03D n

Sanao-3'= 0 0 m �.0CC<O 03 0.03 C 2
&"� �5 2 �

0 - (2� 33D 30 3D 0 a n0, -o, 3D
0e' 3'-, '�2

3D 0n3D'C03D
3

C0 0 � 3D - n I 3:C00< o
o,0o 

2
3'no -' c .�o, o

�.a0,, CO. �'Q�" � S � �C - o,,z ioa v 2.3' Ca
33'CC 

'C 

e �C 000

��-�g0�C -'30 fl �=•3 0(0 �o0

0 3'a0',3'=-oo"" Z 3500
53�< 

2 �
fla S a-� -n 0 3'

2 oa� 2 �
2

2

- 0 -. 000 C
-C 0 a C �

*�L � 3D 0
2 � " � 0

O ['�0o,�<��W 2 s�o,, z
C � o-�n3' � I £
03 a a 03 Ce -'3'= D0� = �03 C a a0� a
C 3D�I�2;� 2Q.� 2 25
-eC3'<oe-'e _ a 0 =020 a

C 2%
S - o

en.�a2oo3(ooo C � 2 3 F aC,

0
3' 33' - 5 C 50000

5,, 30 � o3 2
CC*O'3'33 � 3D eon

� --.- C - - 0'a s C03�
5'CCe 0

3 '
3Dofl0 0 ra - C*O 30 -

2 2 5a0
e3D2 00'aC�C3' 3D'* 3D� 2 C 3D'fl
..03C,% Cne 3' -'03 0 0� a
sonr flao� 3 ' aow 03' Con On

a� v� < �
- �a �0003 ye 0 co -a' - 3D C

-. --(['03 3D, 0' 03
3D"' 00' 000 e�-�'S a 0 -, CC33.'0. � on

a - - 0on2 Con a 3D * -a
03 03 3'-. O3C - CO
3' 3' aS a� o ;on

['Ti P

C� 
0 '

OCOC fl311030 5a 2003Dc0 aae n-n

0- 903Z 0 000' 3 'i� � Co� 03'* 0
�a C3'0*�003 -a-� a 5�9' - �or

2
e O0'asrO3Ccen

=CO.7-pIU �oaY20'C2i C =0 Co2 =� on 3D�

ga20 � 30=- � -

BS2ar �o3rn ,,� oo-�o� -'�z -
0'Z00a��3'wCfl 5 e0S0'

O.-<oer 3 D CS*5 5 �a2
C 000 3. � <3'00'-'3D=2� --g -.-.. o<= 3 ' aoaas"

0
5�

e"�2'-,o � ? � 5 s0 '-IX Bo$02 C
3e.�2o�'o -'3' 000

Ce -'OC-ro ea�.A-i rS223 8
4

2a3-oor
C3'r - - - -00 -�5 5 55 03Sa 0' aS a� - aS0

0'C3ae a03C-'nC-0
0

-0C3D'<
5-ne o 50-(n� 0 � 22� OC

y0-c3' � C 5 � o - 3' eo-
OCrO3D 550� �v2.< �r023'B.omn(0-3 ,0 C;�1 3'�n aroOfr -- a
2.�3o e2no5z�ar; �eno,2 33.7Co'

_ 3a�-2�0�C

- 2&� 5��-o�oC �2 ,ooN 5 -
2

23D S � s ee0i-<..0.o
20 5�

be 2"'S CWe� 05 �C 0 oa.3-n 3' C C �o-ce
ocom �5�3

3DC� 202 *a�� -, n'�o- C�3D0 .
Ca 223' o�,< � o2n Ma,3 D
00�en � 000003,0-. 53'C � 3'=0'-. C0,0OC�o'C3DC.�
CC C Ea3' 2C"C3DCa 2C-.. 0rC 5 3j,���''

C0 ' 0 ,a 23� 000000'003 033D03-' 0,a 0 e0 a
3 D

3D
__ C n aJ� � 5 n - [C =3'

(n 505 - a 3' 0" 53'a �5O.0;3'
3D0'3'-e3C(n3'�03�23 3O2S 0 3 0nl�C
�5cg COC � CC

0
0 ne n

� 3D�I -� < 3'o00D oCae 3D0' -,-OoCo-3' 0 ' 5 v Ce- 0=-.�C3'5<0�3'

- 3D �25 C� o- a5C C
0<'� 3D 5 a

0' 3' 3D

I2L�

('1 64

FOI - Page 88 of 160

Records processed under FOIA Request 2010-2583; Released 4/9/10

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



HOW SUPPA.1~~~~~~~~~~~~~ Frangah

These products are delivered sterile itt cotinr hich have been exposed o to a

minihmum of 25 k~y of goamma radiation farom a cobalt S0 source., The package of all

sterile products should be examined prior to use for possible breaks in the sterle

barrier.

RESTSa ~L IZAT 0

Devices containing POLYETHYLENE. POROUS COATING, PLASMA SPRAY, Grace sun~

HYOROXYAPAIITE, CERAMICS or METHYLMETHACRYL-ATE CANNOT BE AUJTOCLAVED PawI main
OR RESTEHILIZED BY THE USER. recour a

Comnponents that haetmbeen contaminated with fluids, in particular body fluids, can be pas dmem

restenriizd using the following parame~ters insa graviy displacement steam, auocisas: Aqu Ivlet

250" F (121' C) 270' F (132' C) durable qL
20 PSI (1.4 Bars) 30 PSI (2 Bars) L. othirur

Wrapped individual Componentleod.
(single or multi component) or 40 mhinutes 20 rminues A. II
Steriliation Case

The double wrapping method used is the AAMI CSR technique.. These Cycles Were
ddeveloped with only this item in the cham~ber and using the middle shell. Any cycle should

be valdated for different steilization chamber, wrapping medthods and/or various load S. I

configurations.

QAU TION

Federal Law in the USA restricts this device to sate by or on the order of a phlysictart

REFERENCE

1 Olot Hyre.h Joseph K. Mc~agl- n et ci.,"Cancer Risk Alter Htp Replacement
With Metal Implants: A Population Based Cohort Studfy In Sweden," Journa 01 O

The National Cancer Institute, Volume 87, Num~ber 4, January 4, 1 995,

14
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Line Extension to the ERIS ® Unicompartmental Knee System Special 510(k) Premarket Notification

APPENDIX D: STATEMENTS

D-I Declaration of Conformity

D-2 Statement of Scientific Technology and Indications

89
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Line Extension to the EIIS® UJnicompartmental Knee System Special 510(k) Premarket Notification

APPENDIX D-1
Declaration of Conformity

90
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Line Extension to the ElIUS ® Unicompartmental Knee System Special 510(k) Premarket Notification

stHryk®
Howmedica
OSTEONICS

300 Commerce Court
Mahwah, NJ 07430

DECLARATION OF CONFORMITY

All verification and validation activities were performed by the appropriately designated
individual(s), and the results demonstrated that the predetermined acceptance criteria were met.

Howmedica Osteonics' manufacturing facility is in conformance with the design control procedure
requirements as specified in 21 CFR §820.30 and the records are available for review.

J. D'Ale sio Date
Project Manager - Early Intervention

91
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Line Extension to the EIIJS Unicompartmental Knee System Special 510(k) Premarket Notification

APPENDIX D-2
Statement of Scientific Technology and Indications

I92-

92
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Line Extension to the EIUS® Unicompartmental Knee System Special 510(k) Premarket Notification

stry®o
Howmedica
OSTEONICS
300 Commerce Court
Mahwah, NJ 07430

Statement of Scientific Technology and Indications

The indications for use of the ETUS Unicompartmental Knee System as described in the labeling have
not changed from the indications for use of the currently available EIUS Unicompartmental Knee
System

In addition, the fundamental scientific technology of the EJUS Unicompartmental Knee System as

described in the labeling has not changed from that of the available EiUS Unicompartmental Knee
System.

Lo aine T. Montemurro Date
Regulatory Affairs Manager

93
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DEPARTMENT OF HTEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

Fromt: Reviewer(s) - Nanie(s) KdAi ,A b
Subject: 5 10(k) NumnberjE 1 7 7
To: The Record - It is my recomnmendation that the subject 5 10(k) Notification:

U Refused to accept.

El Requires additional information (other than refuse to accept).

Xis substantially equivalent to marketed devices.

ENOT substantially equivalent to marketed devices.

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

Is this device subject to Section 522 Postmarket Surve illance? EIYES NO

Is this device subject to the Tracking Regulation? EYES J~NO
Was clinical data necessary to support the review of this 5 10(k)? El YES N~ NO

Is this a prescription device? ZIIYES El NO

Was this 5 10(k) reviewed by a Third Party? EIYES aNO

Special 5 10(k)? FJYES UNO
Abbreviated 5 10(k)? Please fill out form on HDrive 510k/boilers ElYES NO

Truthful and Accurate Statement El Requested a0 Enclosed

MA 510(k) summary OR IA 5 10(k) statement

El The required certification and summary for class III devices

JqThe indication for use form

Combination Product Category (Please see algorithm on H drive 5 10k/Boilers)

Animal Tissue Source El YES t/PNO Material of Biological Origin El YES NNO
The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

ElNo Confidentiality LI Confidentiality for 90 days U Continued Confidentiality exceeding 90 days

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

(Bralc Reiw ,(Brat I ode) (Dafe)I

(Division Director) (Dt)2//
Revised:4/2/0 3 4
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510(k) "SUBISTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

I....t .i spirtd tA

Icecrilslise IIist .... iiiois Mcs Nesi Dev ice I [aveSss NO [), (ich luiferences Alter the Intended No Susatally
abouti New or Ma rketed End ic atiols Statement. Ihierapet kiicDiagisosti clew.c Eflecl YE S Equ uvale nt Determination
lcevice Reqticsted ats Neede (in Deciding. May Consider Impact Onl

1,YES Saletv and Effectiveness)?

Ne lev ice I la, Same Intended N
sead May be Substantially Equivalent NwDvciB 0

New Intended Use

lDoes New Dvic Ilave Same
tcchtlo eil Cha ra ct er is tics N Could the New
* 2I )esiun. Materials. etc. I Characteristics lDo the Ness Characteristics

NIB-S Affect Safety or 0 Raise Nesv Iypes of Safety YES 0

7 4Effectiv eness? or Eflectiveness Questions'

NO Are the Descriptive NO
hlsracteristics Precise Enough NO

NO to~~~~1 Ensure Equivalence?

Are Performance Dab Do Accepted Scientific

Available to Asses Equivalence YSMethods Exist for
YES ~ ~~~~~~~Assessing Effects of NO

YES t~~~~~~~~~~~~~~~~he New Characleristicst
YES~~~~~~~~~~~~~~~~YE

Per tourmanceI Are Performance Data Available NO
Data Required To Assess Effects of New

Clharacteristics? *...I YES

Performance Data lDenonstrat Performance Data Demonstrate
Equivalence? Equivalence?

YES I NO

to Q 'usatalEqialent" To O0

* I t)(k ) ti hisniss ions comtspare sew devices to marketed devices. FDA req tests additional infonrmati on ift tie reIalfionsIsi p be twreens
snourk eted and Inped ieale' (pie- Anisendisdeists or rzc lassiP cd post-Ansiend men ts) devices is u isclear.

I I [Isis dec isin iLa s Ioniorafl % based] ons descri Iptivc informa it(Ionl; aonte, hut ImI itLed test Iing- in firormat ion is somet Iimes reqLi red.

*** ata osaybe its I lie SI 0 (k) -other 5 1 0k )s. (lhe Cens ter 's cl ass i f calt i0 nfi I es, or I bie iterature.
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SPECIAL 510(k) MEMORANDUM

To: K033769/S1
From: Jonathan H. Peck, Biomechanical Engineer

ODE/DGRND/Orthopedic Devices Branch
Date: December 9, 2003
Subject: EIUS Unicompartmental Knee System

Product Code: 87HSX; 21 CFR 888.3520 - Prosthesis, Knee, Femorotibial,
Non-Constrained, Cemented, Metal Polymer

Firm: Howmedica Osteonics Corp
325 Corporate Drive
Mahwah, NJ 07430

Contact: Denise Duchene
Phone: (201) 831-5612
Fax: (201) 831-6038

Decision: SE
Supplement 1 (Information from previous submission is indented):
The sponsor submitted a supplement on January 16, 2004 in an attempt to address the deficiency
below. The concern is that

This was
ct tibial

components and

Minimum Pol Thickness (mm 
Overall Area (ramm)
Area of Cement Reservoirs 

2mm
Area of Cement 
Reservoirs/Overall Area %
Area with Minimum Thickness
of at least 6.0mm under condyle 
(mm2)

Area with Minimum Thickness
of at least 6.0mm under 
condyle/Overall Area %)

FOI - Page 119 of 160
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(b) (4)

(b) (4)
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Recommendation:
Due to the comparison above between the subject device and the predicate 

I recommend that the subject devices sho be found
--------------- equivalent (SE) to legally marketed predicate devices.

Contact Record:

In a teleconference on January 9"h, 2004 between Denise Duchene, and others from Howmedica,
and Barbara Zimmerman and myself, we discussed

devices.

Review of Initial Submission:

This 510(k) submission contains information/data on modifications made to the SUBMITTER'S
own Class II, Class Ill or Class I devices requiring 510(k). The following itens are present and
acceptable:

I. The name and 510(k) number of the SUBMITTER'S previously cleared device:

The sponsor wishes to make a line extension to the EIUS Unicompartmental Knee System(K992287). The line extension includes additional tibial components.

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device
as described in its labeling HAS NOT CHANGED along with the proposed labeling
which includes instructions for use, package labeling, and, if available, advertisements or
promotional materials.

'1
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The sponsor states that the subiect device shares the same intended use as the predicates.

The EIUS Knee System componenrs are Jbr use in Unicompartmenral knee arthroplasty as a
result of.

* Moderately disablingpjint disease of/the knee resulting from painful osteo- or post
traumatic arthritis

* Revision of previous unsuccessful Unicompartmental knee replacement or other
procedure

* As an alternative to tibial osteotomy in patients with Unicompartmental
osteoarthritis

3. A description of the device MODIFICATION(S), including clearly labeled diagrams,
engineering drawings, photographs, user's and/or service manuals iii sufficient detail to
demonstrate that the FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the
modified device has not changed. This Submission proposes the following
mnodifications to the predicate device(s):

The line extension includes additional tibial components, 8mm, 9mmn 10mm and 12mm
components without a keel and 6mmn components with and without a keel. Also, some
changes were made to the cement recess of the tibial component to ensure adequate thickness
under the femoral condyle. Finally, the material will change from the current polyethylene
material to the polyethylene material used in the Scorpio Knee System (K(962 152).

4. Comparison Information (similarities and differences) to applicant's legally marketed
predicate device including, labeling, intended use, physical characteristics, and

The new, 8-12mm components are identical to the old components except that they lack a
central keel and are man ufacture from the polyethylene used for the Scorpio Total Knee
System.

The proposed 6mm components hav~e aminimum thickness below ,6mn. See decficiencies
below.

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess the impact of the

modification on the device and its components, and the results of the analysis
b) Based on the Risk Analysis, an identification of the verification and/or validation

activities required, including methods or tests used and acceptance criteria to be
applied.
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design and 8-12mm EJUS components without a keel. The sponsor claims tha- ---- ---- e the
component can withstand is adequate as it surpasses the maximum force see

c) A declaration of conformity with design controls. The declaration of conformity
should include:
i) A statement signed by the individual responsible, that, as required by the risk

analysis, all verification and validation activities were performed by the
designated individual(s) and the results demonstrated that the predetermined
acceptance criteria were met, and

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

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the
Indications for Use Enclosure (and Class III Summary for Class III devices).

The labeling for this modified subject device has been reviewed to verify that the
indication/intended use for the device is unaffected by the modification. In addition, the
submitter's description of the particular modification(s) and the comparative information between
the modified and unmodified devices demonstrate that the fundamental scientific technology hasnot changed. The submitter has provided the design control information as specified in The New
510(k) Paradigm and on this basis, I recommend the device be determined substantially equivalent
to the previously cleared (or their preamendment) device.

It /
(Reviewer's Sigature) (Dite)

Correspondence:
I spoke with Denise Duchene on 12/16/03 and asked ---- --- --------- -

I spoke with Denise Duchene on 12/18/03 to discuss options for the file such as an Al hold or
She told me on 12/19/03 that she would prefer the

a. A legally marketed predicate unicondylar all-polyethylene ------ ------ onent with

9
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b. A revised Design Verification Summary which ------------- ----- ------------ ---- s
associated

---- ------------  by
 Activities and providing

appropriate acceptance criteria in the Design Verification Summary:

If the performance data you Supply does not adequately demonstrate the substantial
equivalence of the components in question, You may be required to Supply clinical data.
Please be advised that prior to initiating a clinical study in the United States, anl
investigational device exemption (IDE) must be submitted for review and approval by
FDA.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s) LA, Ct

Subject: 510(k) Number 0 3
To: The Record - It is my recommendation that the subject 510(k) Notification:

[] Refused to accept.

Requires additional information (other than refuse to accept).

Ol Is substantially equivalent to marketed devices.

El]NOT substantially equivalent to marketed devices.

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

Is this device subject to Section 522 Postmarket Surveillance? Bl YES l' NO

Is this device subject to the Tracking Regulation? DYES - NO

Was clinical data necessary to support the review of this 5 10(k)? B-YES [ NO

Is this a prescription device? 
J4YES NO

Was this 510(k) reviewed by a Third Party? B] YES [NO

Special 510(k)? 
4YES El NO

Abbreviated 510(k)? Please fill out fonn on H Drive 510k/boilers B]YES OZNO

Truthful and Accurate Statement El Requested.V Enclosed

'[WA 510(k) summary OR EIA 510(k) statement

El] The required certification and summary for class III devices

MThe indication for use form

Combination Product Category (Please see algorithm on H drive 510k/Boilers)

Animal Tissue Source [] YES 0-NO Material of Biological Origin Li YES [ &NI

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

Bl No Confidentiality El Confidentiality for 90 days Bl Continued Confidentiality exceeding 90

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

,7 U .s x Q t,, 1 _ _ _ _ _ _ _ _ _ _ _

(Branch~l'l~ af)' B I (1rnh Code) -- Dae

Final Review:

(Division Director) 
(Date)
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

I k)cCr Iipti'e IntormatI ol II Des, NCe Device ave Saine NO Do thre lDifferences Alter thre Intended NtStsatal
about New or Marketed Indication Statement Thierapeutic/Diagnostic/ete. Etlket YES EquivalentDetermimnaton
lDeice RequeCsted as Nedd(in Deciding. May Consider Itmpact on

1, YES ~~~~Safety and EfTectivenessy?-

Ne 1vicc flits Same Intended NONe

Use and May hc "Substantially Equivalent" t'-
NwDevice Has 0

-- ~~~New Intended Use

Diocs New\1ev ice IHave Same
lecittiotoriicat C haracteristics. NO (coutd the NM~ 0 )
c e lDcston. Materials. ec.c I Chtaracteristtcs Do tihe New C haracterristics'

YFS ~~~~Alfeet Saftey or - * Raise New, Types of Sakety YS
7 ~~~~~~~~~Eflectiv enessl or EffectiveiresS Questions?

NO) Are ltie Descriptive NO
Characteristics precise Enoug-h N

NO ~to Etisure Equivalence'?Q

_ _ Are perfortmance lData Do Aeccepted Sctentitfic

Available to Asses Equivalence? Y ES Methods Exist for
Assessing, Effects of NO

the New Characteristics?

YES~~~~~~~~~~~~E

'lerlor...atice Are Perform~ance Data Available NO
Data Required To Assess Effects of New

[ler lb h mtattee Data fDetmons trate performnatce Data Demonstrate
E-quivalerce'? 04Euvlae

,INO ~~~YES YSN

Substantially Equivaletit"

to ADetermination F

510I(Nk) St int iitssiois compilareiiew ,devices tonmarketed devices - Ft)A requests add itiortali'lborttiatiotrittifhe rel at i otubisp btetsveett
marketed anid predicate (1,re-Amie tidien its or redlass ilied post-Amncidttierits) devices is utectear.

* It his dcci sl. ihs ( ... rmall based Ott deseiriplte in huratiatott atone. butt lirnted testintg in tbrttati on is stctietmet requtiired.

Di*tna maybe its the 5 10(k), othmer 5 10(k)s, the Center's classification files, or thre literature.
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SPECIAL 510(k) MEMORANDUM

To: K033769
From: Jonathan H. Peck, Biomechanical Engineer

ODE/DGRND/Orthopedic Devices Branch
Date: December 9, 2003
Subject: EIUS Unicompartmental Knee System

Product Code: 87HSX; 21 CFR 888.3520 - Prosthesis, Knee, Femorotibial,
Non-Constrained, Cemented, Metal Polymer

Firm: Howmedica Osteonics Corp
325 Corporate Drive
Mahwah, NJ 07430

Contact: Denise Duchene
Phone: (201) 831-5612
Fax: (201) 831-6038

Decision: Hold (Al)

This 5 10(k) submission contains information/data on modifications made to the SUBMITTER'S own
Class 11, Class IIl or Class I devices requiring 510(k). The following items are present and acceptable:

1. The name and 510(k) number of the SUBMITTER'S previously cleared device:

The sponsor wishes to make a line extension to the EIUS Unicompartmental Knee System
(K992287). The line extension includes additional tibial components.

2. Submitter's statement that the INDICATION/INTENDED USE of the modified device as
described in its labeling HAS NOT CHANGED along with the proposed labeling which
includes instructions for use, package labeling, and, if available, advertisements or
promotional materials.

The sponsor states that the subject device shares the same intended use as the predicates.

The EIUS Knee System components are for use in Unicomparamental knee arthroplasty as a
result of

* Moderately disabling joint disease of the knee resultingfrom painful osleo- or post
traumatic arthritis

* Revision ofprevious unsuccessful Unicompartmental knee replacement or other
procedure

· As an alternative to tibial osteotomy in paalients with Unicompartmental osteoarthritis

3. A description of the device MODIFICATION(S), including clearly labeled diagrams,engineering drawings, photographs, user's and/or service manuals in sufficient detail to
demonstrate that the FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified
device has not changed. This submission proposes the following modifications to the
predicate device(s):

The line extension includes additional tibial components, 8mm, 9mm IOmm and 12mm
components without a keel and 6mm components with and without a keel. Also, some changes
were made to the cement recess of the tibial component to ensure adequate thickness under the
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femoral condyle. Finally, the material will change from the current polyethylene material to the
polyethylene material used in the Scorpio Knee System (K962152).

4. Comparison Information (similarities and differences) to applicant's legally marketed
predicate device including, labeling, intended use, physical characteristics, and

The new 8-12mm components are identical to the old components except that they lack a central
keel and are manufacture from the polyethylene used/or the Scorpio Total Knee System.

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess the impact of the modification

on the device and its components, and the results of the analysis
b) Based on the Risk Analysis, an identification of the verification and/or validation

activities required, including methods or tests used and acceptance criteria to be applied.

The sponsor has preforme

--------- -----
equivalent to the

c) A declaration of conformity with design controls. The declaration of conformity should
include:
i) A statement signed by the individual responsible, that, as required by the risk

analysis, all verification and validation activities were performed by the designated
individual(s) and the results demonstrated that the predetermined acceptance criteria
were met, and

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

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications
for Use Enclosure (and Class IIl Summary for Class III devices).

The labeling for this modified subject device has been reviewed to verify that the indication/intended
use for the device is unaffected by the modification. In addition, the submitter's description of the
particular modification(s) and the comparative information between the modified and unmodified
devices demonstrate that the fundamental scientific technology has not changed. The submitter has
provided the design control information as specified in The New 510(k) Paradigm and on this basis, I

%47
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recommend the device be determined substantially equivalent to the previously cleared (or their
preamendment) device.

(Reviewer's Signature) (Date)

Correspondence:
I spoke with Denise Duchene on 12/16/03 and -------- ----- --- ---------- 

Denise Duchene on 12/1 8/03 to discuss options for the file such as an Al hold or
She told me on 12/19/03 that she would prefer thle

--------------- ---- placed on hold.

a. A legally marketed predicate unicondylar tibia] component with a

b. A revised Design Verification Summary which assesses the following --- ks
associated

d by
 Activities and providing appropriate

acceptance criteria in the Design Verification Summary:

If the performance data you supply does not adequately demonstrate the substantial
equivalence of the components in question, YOU may be required to supply clinical data.
Please be advised that prior to initiating a clinical study in the United States, an
investigational device exemption (IDE) must be submitted for review and approval by FDA.

1411
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SCREENING CI4 ECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Numben g6- (

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

appropriatebox):

Special 510(k) - Do Sections i and 2

[21 Abbreviated 510(k) - Do Sections 1; 3 and 4

El Traditional 510(k) or no identification provided Do Sections 1 and 4

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

Present or Missing or
Adequate Inadeuate

Cover- letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual.

Truthful and Accurate Statement.

Device's Trade Name, Device's Classification Nme and

Establishment Re istration Number.
Device Classification Regulation Number and Regulatory Status

Class 1, Class II, Class III or Unclassified.
Proposed Labeling including the material listed on page 3-4 of the

Premarket Notification [510 ] Manual.

Statement of Indications for Use that is on a separate page in the

remarket submission.
Substantial Equivalence Comparison, incuding comparisons of

the new device with the predicate in areas that are listed on page v/
3-4 of the Premarket Notification [510)] Manual.

510(k) Summary or 510(k) Statement.

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

diagras, enginering drawings, photographs or service manuals. L. ~

Identification of legally marketed predicate device.

Compliance with performance standards. * [See Section 514 of

the Act and 21 CFR 807.87 (d).] L-''' '_

Class III Certification and Summay **____ ______

Financial Certification or Disclosure Statement for 510(k)

notifications with a clinical study. * [See 21 CFR 807.87 (i)]

510 Kit Certification

- May not be applicable for Special 510(k)s.

·* - Required for Class III devices, only.

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

Convenience Kits Interim Regulatory Guidance.
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Scctio( 2: Rcquircd liljcucnts for a SPECIAL 510(k) suillnission:

Present Inadequate

6r Missing

Name and 5100c) numbcr of the submitter's own, umnodified

redicaite device.
A des io o m vice and a comparison to the

onsor's predicate device.

A statement that the intended use(s) and indications of the

mbdifled device, as described in its labeling are the same as the

intended uses and indications for the submitter's unmodified

predicate device. -

Reviewe' confimtion tatemdfcto a o lee h

fundamental scientific technology of the subrmitter's predicate

device.

A Design Control Activities Summary that includes the following

elements a-c~
a. Identification of Risk Analysis methqd(s) used to assess the

impact of the modification on the device and its components, and

the results of the analysis

b. Based on the Risk Analysis, an identification of the required

verification and validation activities, including the methods or

tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity with design controls that includes

the following statements:

A statement that, as required by the risk analysis, all

verification and validation activities were performed by the

designated individual(s) and the results of the activities

demonstrated that the predetermined acceptance criteria were

met. This statement is signed by the individual responsible

for those particular activities.

A statement that the manufacturing facility is in conformance

with the design control procedure requirements as specified

in 21 CFR 820.30 and the records are available for review.

This statement is signed by the individual responsible for

those particular activities.

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

Present Inadequate
or Missing

For a' submission, which relies on a guidance document and/or

special control(s), a summary report that describes how the

guidance and/or special control(s) was used to address the risks

associated with the particular device type. (If a manufacturer

elects to use an alternate approach to address a particular risk,

sufficient detail should be provided to ustifv that approach-)

For a submission, which relics on a recognized standard, a

declaration of conformity [For a listing of the required elements

of a declaration of conformity, SEE Required Elements for a

Declaration of Conformi to a Reconized Standard, which
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as posted whit~ th~e 510(k) boilers on the II drivc.]- [ 1

For a submission, which relies on a recognized standard without'a

declaration of conformity, a statement that the manufacturer .

intends to conform to a recognized standard and that supporting

data will be available before marketing the device. . .

For a submission, which relies on a non-recognized standard that

has been historically accepted by FDA, a statement that the

manufacturer intends to conform-to a recognized. standard and

that suppruin, data will be available before marketing the device.

For subissin, wichrelles a a non-iecogiestndadht-

has not bIMn historically accepted by FDA, 'statent that the

manre acturer intends to onfor to darecognized standard and

thiit supporting data Will'be a~vaiiable before marketing the device ..

and any addikional information requested by the reviewer in order.

eto detdrmine substantial uivalence.
An~y additional information, whc is otcoyere by th guidance

document, special control, recognized standard and/or non-

recogriQe standard, in order to determaine substantial

Lequivalence.

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

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

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present Inadequate
or Missing

a) Biocompatibility data for all patient-contacting materials, OR

certification of identical material/formulatiorr

b Sterilization and ex iration dating information:

c Sd are Documntation:

Items wtith checks in the "Present or Adequate" column do not require e additional

information from the sponsor. !temns with checks in the " Missing or Inadequate"

column must be submitted before substantive review of the document.

Passed Screenin& tr Yes _ No

Reviewer: n (jthoc et /(e
Concurrence by Review Branch:____________
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)Ititc:

Tedfcencies idniidabove represent the issues that we believe need to be rsle

before our review of your 510(k submiission can be successfully completed. In developing

the deficiencies, we carefully considered the statutory criteria as defined in Section.5 13Q1of

the Feder-A Food, Drug; and CosmeticAct for determining substatil equivalen&e of your

device. We also considered the burden that may be incurred in your attempt to-respond to

the deficiencies& We believe that we have considered the least burdensome approach to

resolving these issues. If, however, you believe that inforniation ~is being requested that is

not relevant to the regulatory decision or that there is a less burdensome way to resolve the..

is-sieA, you shoul d follow the procedures 6utlined in the "A Suggested Approach to~

Resolving Least Burdensome Issues" document. It is available on our Center web page at:

littp://www.fda.gov/cdrh/modaca/leastburdensome.htrnI
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REVISED;3/14/9S

TB-E IO (K) DOCUMENTATION rORMS ARE AVALA~BLE 
ON THE LAN UNDER, 5 10(K)

BOILERPWLATES TITLED -DOCUHENTATIONlC 
AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, kISE, NOT A DEVICE, ETC.).

-SUBSTANTIAL EQUIVALENCE (SE) DECISION KAKING DOCUMENTAIO

Reviewer: ____________________________________

DivisiOn/Branch: b kN /o 0
Device Name:SCc

Product To Which Compared (510(K) 
Number If Known)

YES NO

1- Is Product A Device 
XIf NO = Stop

2. Is Device Subject To 510(k)? 
2 If NO = Stop

3. Same Indication Statement? 
If YES = Go To 5

4. Do Differences Alter The Effect Or 
If YES = Stop NE

Raise New Issues of Safety Or

Effectiveness?

S. Same Technological Characteristics? 
if YES = Co To 7

6. Could The New Characteristlics Affect 
2KIf YES = GoT

Safety or Effectiveness?

7. Descriptive Characteristics Precise 
If NO = Co To 10

Enough? ~~~~~~~~If YES =Stop SE

8. New Types Of Safety Or Effectiveness 
ItYES = Stop NE

9. Accepted scientific Methods Exist? 
2 If NO = Stop NE

IO.-Performance Data Available? 
If NO = RequestA ~~~Data

11. Data Demonstrate Equivalence? 
Final Decision:

Note: in addition to completing the form on the LAN, -yes- responses to

questions 4, 6, 8, and 11, and every "no- response i-equires an

explanat ion -
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1. Intended Use:

2. Device Description: Provide a statement of how 
the device is either

2.simnilar to. arid/or different 
from other marketed devices, 

pl-us data (if

inecessary) to suipport the 
statement. Is the device l1ife-supporting 

or.

lif sutaiing Isthedevce.implanted 
(shott-termf or long-ternm)? Does

thfe devticedeingn uste sofwaeicIs the device st e~rile? is the device for

single use? is the device over-~the-counter 
or, prerption uIe? Dteis thvie

device contain drug or biological 
product as a copnt? 

Ithsdvc

a kit? Provide a summary 
about the devices design, 

materials, physical

properties and toxicology 
profile if important.

EX~PLANATIONS To 'YES" AND -No- ANSWERS To QUESTIONS 
ON PAGE I. AS NEEDED

i. Explain why not a device:

2. Explain why not subject to 510(k):

3. How, does the new indication 
differ from the predicate 

device's

indication:

4. Explain why there is or is not a new effect or safety 
or effectiveness

issue:

5. D

6. Ex how newj charactdtttis colIrcudntafc 

ef

7. Epl~h•D decrptive characterioticb 

B3. Explain new types Of safety 
or effectiveness questions 

raised or why ti-

questions are not new:

9. Explain why existing scientific 
methods can not be used:

io. 
data is needed:

11.- Explain how the jPerformaflce 
emonstrates that the device 

is Or is

nt substanltially equivalent:

ATTACH ADDITIONAL SUPPORTING 
INFORMATION
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Internal Administrative Form

YES NO

1. Did the firm request expedited review?
2. Did we grant expedited review?
3. Have you verified that the Document is labeled Class III for GMP

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 510(k) by regulation or policy?
7. Is the device subject to review by CDRH?
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 NSE issue(s), (e.g.,

performance data)?
1 0.Are you aware of the submitter being the subject of an integrity

investigation?
11. If, yes, consult the ODE Integrity Officer.
12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 21, 2004 Rockville, Maryland 20850

HOWMEDICA OSTEONICS CORP 510(k) Number: K033769
325 CORPORATE DR. Product: EIUS
MAHWAH, NJ 07430 UNICOMPARTMENTAL
ATTN: DENISE DUCHENE KNEE SYSTEM

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Also, please note the new
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/ode/a02-Ol.html.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Cenerally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 594-1190.

Sincerely yours,

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

Radiological Health

tL
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How medica
OSTEONICS
325 Corporate Drive
Mahwah, NJ 07430

January 16, 2004

510(k) Document Mail Center
Office of Device Evaluation (HFZ-401) S.
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Dr
Rockville, MD 20850 qL-

RE: ETUS Tibia 510(k) Submission - K033769

Document Mail Center Staff,

Attached please find the response to the questions received regarding the EJUS Tibial
Component 510(k) Submission K033769. Included in the response is a technical report

This submission contains methods, data, and analysis of these data that Howmedica
Osteonics Corp. considers "Trade Secret" and commercially privileged and confidential
to Howmedica Osteonics Corp. In accordance with 21 CFR §20.6 1, this information may
not be disclosed to the public in accordance with the Freedom of Information (FOI) Act.

I hope this information address your needs, please feel to contact me if you have
additional questions. I look forward to hearing from you.

Best R ards, //

Denise Duchene
Sr. Regulatory Affairs Specialist
Howmedica Osteonics Corp.
325 Corporate Dr.
Mahwah, NJ 07430
(201) 831-5612
denise. djuehchnestryker. co

l'%
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5 10(k) Response ELIUS Tibial Component K033 769

Question:

a.) A legally marketed predicate tibial component

b.) Design Verification Summary, which assesses the following risks,

Resp------ 
I

2

(35
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5 10(k) Response EIUS Tibia! Component K033769

3 . Finally, please change the contact for this submission to:
Ms. Karen Ariemman
Stryker Orthopaedics
325 Corporate Drive
Mahwah, NJ 07430
(201) 831-5718
(201) 831-6038 (Fax)
Karen. aricmm(styercr
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5 10(k) Response EJU S Tibial Component K033769

APPENDIX A

PRODUCT DRAWINGS

I{6~
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(b)(4) Drawings
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5 1 0(k) Response PIUS Tibial Component K033769

APPENDIX B

ANALYTICAL AND PHYSICAL MEASUREMENT ---
IN THE EJUS TIBIAL INSERT:
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