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Zimmer Trabecular Metal Technology, Inc. MAY 2005 Trabecular Metal Acetabular Revision Shells

Special 510(k) Premarkei Notification

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

The Trabecular Metal Acetabular Revision Shells !

Submitter Name:

Submitter Address:

Contact Person:

Phone Number:

Fax Number:

Date Prepared:

Device Trade Name:
Device Common Name:

Classification Number:

Zimmer Trabecular Metal Technology, Inc.

80 Commerce Drive
Allendale, New Jersey 07401-1600

Marci Halevi

(201) 818-1800 ext. 507

(973) 879-0825

April 11, 2005

The Trabecular Metal Acetabular Revision Shell
Acetabular revision shells or cages

21 CFR § 888.3358 and 21 CFR § 888.3350

Substantial
Equivalence:

Device Description:

The term “substantial equivalence” as used in this 510(k)
notification is limited to the definition of substantial equivalence
found in the Federal Food, Drug and Cosmetic Act, as amended
and as applied under 21 CFR 807, Subpart E under which a
device can be marketed without premarket approval or
reclassification. A determination of substantial equivalency
under this notification is not intended to have any bearing
whatsoever on the resolution of patent infringement suits or any
other patent matters. No statements related to, or in support of
substantial equivalence herein shall be construed as an
admission against interest under the US Patent Laws or their
application by the courts.

The Trabecular Metal Acetabular Revision Shell is a modular
acetabular reconstructive device (polyethylene liner is
cemented to shell) intended for use in primary or revision
reconstructive procedures of the acetabulum. The subject
Trabecular Metal Acetabular Revision Shell is manufactured
from Trabecular Metal porous tantalum. The TM Revision
Shell has a Ti-6A1-4V instrument interface ring (ASTM F-136)
along its outer perimeter that provides a rigid contact area for
the impaction instrument used to implant the device. The
Revision Shells are intended for either cementless or
cemented fixation to the acetabulum with that allow for
optional ancillary fixation to the acetebulum. The screwholes
mate with commercially available Zimmer 6.5mm titanium
alloy bone screws.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Zimmer Trabecular Metal Technalogy, Inc. Trabecular Metal Acetabulas Revisicn Shells
Special 510(k) Premarket Notification

510(k) Summary (Continued)

Indications for Use:  The Indications for Use of the Trabecular Metal Acetabular

Revision Shells are:

« For cemented or cementless use.

« Painful, disabling joint disease of the hip resulting from:
degenerative arthritis, rheumatoid arthritis or late stage
avascular necrosis.

« Revision of previous unsuccessful femoral head
replacement, cup arthroplasty or other procedure.

«» Clinical management problem where arthrodesis or
alternative reconstruction techniques are less likely to
achieve satisfactory results.

«  Where bone stock is of poor quality or is inadequate for
other reconstructive techniques as indicated by
deficiencies of the acetabulum.

Conclusion: The Trabecular Metal Acetabular Revision Shells are
substantially equivalent to the identified predicate devices.

43
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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*,
g' C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
s

Mo

Food and Drug Administration

MAY 11 2005 9200 Corporate Boulevard
Rockville MD 20850

Ms. Marci Halevi
Manager of Regulatory Affairs
Zimmer Trabecular Metal Technology

80 Commetrce Drive
Allendate, New Jersey 07401-1600

Re: K050937
Trade/Device Name: Trabecular Metal Acetabular Revision Shells
Regulation Number: 21 CFR 888.3358, 888.3350 _
Regulation Name: Hip joint metal/polymer/metal semi-constrained porous-coated uncemented
prosthesis, Hip joint metal/polymer semi-constrained cemented prosthesis
Regulatory Class: 1l
Product Code: LPH, JDI
Dated: April 11,2005
Received: April 14,2005

Dear Ms. Halevi:

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

If your device is classified (see above) into either class 11 (Special Controls) or class I11 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Ms. Marci Halevi

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. 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 may be obtained 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. ,qov/cdrh]industrv/support/index.html

Sincerely yours,

iriad Provost, Ph.D.
Acting Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Trabecular Metal Acetabular Revision Shells
Snecial 510(k) Premarket Naotification

510 (k) Number (if .S 5/
LKool s 7

known) :

Zimmer Trabecular Metal Technology, Inc.

Device Name: Trabecular Metal Acetabular Revision Shells

Indications For Use:

The Indications for Use of the Trabecular Metal Acetabular Revision Shells are:

» For cemented or cementless use.

« Painful, disabling joint disease of the hip resulting from: degenerative arthritis,
rheumatoid arthritis or late stage avascular necrosis.

« Revision of previous unsuccessful femoral head replacement, cup arthroplasty
or other procedure. ~

- Clinical management problem where arthrodesis or alternative reconstruction
techniques are less likely to achieve satisfactory results.
Where bone stock is of poor quality or is inadequate for other
reconstructive techniques as indicated by deficiencies of the acetabulum.

Prescription ’) AND/OR. .. Over-The- M
8]

Use T Counter Use
(Per 21 CFR 801 Sybpart D) '
{21 CFR B01 Subpart C)
(Opticnal Format 09-2004)

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

Concurrence of CDRH; Office of Device Evaluation (ODE)}

(Divisioh Sign<C)
Divisloi of General, Restorative,
and Neurologica: Devices

510(k) Nugiber_K0S093 T

April 11, 2005
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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{@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MAY 1 1 2005 Rockville MD 20850

Ms. Marci Halevi

Manager of Regulatory Affairs
Zimmer Trabecular Metal Technology
80 Commerce Drive

Allendale, New Jersey 07401-1600

Re: K050937
Trade/Device Name: Trabecular Metal Acetabular Revision Shells
Regulation Number: 21 CFR 888.3358, 888.3350  _
Regulation Name: Hip joint metal/polymer/metal semi-constrained porous-coated uncemented
prosthesis, Hip joint metal/polymer semi-constrained cemented prosthesis
Regulatory Class: II
Product Code: LPH, IDI
Dated: April 11, 2005
Received: April 14, 2005

Dear Ms. Halevi:

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\
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Page 2 — Ms, Marci Halevi

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240} 276-0120. 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 may be obtained 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/industry/support/index.html

Sincerely yours,

|

iriani Provost, Ph.D.

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-813—8
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Zimmer Trabecular Metal Technalogy, (nc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

510{k) Number (if A : /7

known) : |‘<O g “ 7 3 ,

Device Name: Trabecular Metal Acetabular Revision Shelis

Indications For Use:

The Indications for Use of the Trabecutar Metal Acetabular Revision Shells are:

« For cemented or cementless use.

» Painful, disabling joint disease of the hip resuiting from: degenerative arthritis,
rheumatoid arthritis or late stage avascular necrosis.

= Revision of previous unsuccessful femoral head replacement, cup arthroplasty
or other procedure.

« (Clinical management problem where arthrodesis or alternative reconstruction
techniques are less likely to achieve satistactory results.
Where bone stock is of poor quality or is inadequate for other
reconstructive techniques as indicated by deficiencies of the acetabulum.

Prescription ) AND/OR. .. Over-The-
Use Q. Counter Use O

{Per 21 CFR 801 Sybpart D}

(21 CFR 801 Subpart C}
{Optional Format 09-2004)

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

Concurrence of CDRH; Office of Device Evaluation (CDE)

(Divisioh Sign«om
Diviston of Getieral, Restorative,
and Neufologits: Devices

510(k) Nuitber.. £0S093 7

April 11, 2005
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8[’38

25
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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.

April 14, 2005 Rockville, Maryland 20850
ZIMMER TRABECULAR 510(k) Number: K050937

METAI TECHNOLOGY, INC. Received: 14-APR-2005

80 COMMERCE DR. Product: TRABECULAR METAL
ALLENDALE, NJ 07401 ' ACETABRULAR REVISION

ATTN: MARCI HALEVI SHELLS

The Food and Drug Administration (FDA), Center for Devices

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

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment". The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/l219.html.

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 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/a02-01 html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have
other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free pumber (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at {301)594-119G.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 14
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80 Commerce Drive
Allendale, NJ 07401-1600
R AN RISt 201 818-1800

[

zimmer .
2005 APR U Al 3qDeIivered via Fed-ex

April 11, 2005

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration -
9200 Corporate Boulevard

Rockville, Maryland 20850

Attention: Division of Orthopedic Devices, Office of Device Evaluation

Re: Special 510(k) Premarket Notification: Trabecular Metal Acetabular
Revision Shells

To Whom It May Concern:

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(the Act), as amended, and in conformance with Title 21 of the Code of Federal
Regulations, Part 807, Subpart E, this 510(k) Premarket Notification is being
submitted to advise the Food and Drug Administration (FDA) of intent to
commercially distribute the following medical devices:  Trabecular Metal
Acetabular Revision Shells.

The subject of this 510(k) Premarket Notification is a line extension and two
minor modifications to the cleared Revision Shells/Cages. There are no
changes to the Indications for Use, Intended Use or Fundamental Technology of
cited predicated devices.

A Premarket Submission Cover Sheet has been included, and was prepared
according to the Center for Devices and Radiological Health's Instructions for the
Cover Sheet.

The Medical Device User Fee Cover Sheet is attached to this letter. The
Payment Identification Number for this submission is .

The descriptions and information contained in this 510(k) Premarket Natification
constitute confidential commercial information. We request that the FDA regard
the contents of this submission as subject to protection from public disclosure to
the extent permitted by the provisions of 21 CFR § 20.61.

We understand that the submission to the United States Government of false
information is prohibited by Title 18 of the United States Code (USC) Part 1001,
and Title 21 of the USC Part 331(q).

P

,_\(/},7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gZV or 301-796-81 18' 2
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80 Commerce Drive
Allendale, NJ 07401-1600
201 818-1800

zZimmer

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, Maryland 20850

April 11, 2005

Continued . . .

Please note that all trademarks, registered trademarks, and product names used
within this 510(k} Premarket Notification are the property of their respective
owners.

We hope that the information provided in this 510(k) Premarket Notification will

support a determination of substantial equivalence to the other cited acetabular
augments that have also received marketing clearance from the FDA.

If you have any questions or require additional information, please contact me at
your convenience.

Sincerely,

/a(ard (43(0./“

Marci Halevi
Manager of Regulatory Affairs
Zimmer Trabecular Metal Technology

Enclosures: 510(k) Premarket Notification (submitted in duplicate)

cc: Robert Cohen

1S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Appeoved: OMB No (6541-301 Expiation Uate. August 31,2005, Scv Instruetions Toe OMEB Stement

pAYMENT 10ENTIFICATION NunBer: [T

Write the Payment Identification number on your check.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken
to properly submit your application and fee payment:
1. Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent,

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

3. Mail Check and Cover Sheel 1o the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louise, MO 63195-6733. (Note: In no
case shouid payment be submitted with the application.)

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

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http//www_fda.govicdrhimdufmaifags.himl#3a. You are responsible for paying all fees associated with wire transter.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

e 2. CONTACT NAME
1. COMPANY NAME AND ADDRESS (include name, street Marci Halevi

i t offi
address, city state, country, and post office code} 21 E-MAIL ADDRESS

i halevi @zimmer.
ZIMMER TRABECULAR METAL TECHNOLOGY NI balewi & Zmimen.comm

80 COMMERCE DRIVE
ALLENDALE NJ 07401

2.2 TELEPHONE NUMBER (include Area code)
201-818-1800 507

us 2.3 FACSIMILE {FAX) NUMBER (include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 201-818-1800 507
223116090

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://www.fda.gov/dc/mdufma

Select an application type:
X] Premarket notification(510{k}); except for third party

3.1 Select one of the types below
[X] Original Application

[

[ ] Biologics License Application {BLA} Supplement Types:

[ 1 Premarket Approval Application (PMA) [ ] Efficacy (BLA)

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

[ ] Premarket Report (PMR} []1180-day {PMA, PMR, PDP)

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

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

4.1 K Yes, please enter your Small Business Decision Number: nult

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

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

government entity for a device that is not to be distributed
commercially

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

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subjact to the fee that applies for an original premarket approval application (PMA).)

[1YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005}
[D)(4) ] 31-Mar-2005

1

hups://fdgsiinanes Ebheey FPAdBRM b8 mal SsEBrestRps IR higoucs Wi Soe-g 13463 1/2005
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metaf Acetabular Revision Shells
Special 510{k) Premarket Notification

SPECIAL 510(k) PREMARKET
NOTIFICATION

TRABECULAR METAL™
ACETABULAR REVISION SHELLS

Submitted by:
Zimmer Trabecular Metal Technology, Inc.
80 Commerce Drive
Allendale, New Jersey 07401-1600

Date Prepared: April 11, 2005

April 11, 2005

-—

4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Zimmer Trabecular Metal Technology, Inc.

Trabecular Metal Acetabular Revision Shells

Special 510(k) Premarket Notification

510(k) Premarket Notification from Zimmer Trabecular Metal Technology, Inc.

Trabecular Metal Acetabular Revision Shells

TABLE OF CONTENTS
Section Contents Page
1 General Information 1-18
1.1 Premarket Submission Cover Sheet 2-6
1.2 Premarket Notification [510(k)}] Checklist for
Acceptance Decision 7-11
1.3 Declaration of Conformity 12-13
1.4 Manufacturer's Certification 14-15
1.5 Verification/Validation Activities 16-17
1.6 Risk Analysis 18
2 Premarket Notification Truthful and Accurate 19-20
Statement
3 Device Identification and Classification 21-23
4 Indications for Use 24-25
5 Rationale for Substantial Equivalence and 26 - 34
Supporting Data
5.1 Overview 27
5.2 Principal Device Description 27-28
5.3 Predicate Device Description 28-30
5.4 Comparisons with Predicate Device & Supporting Data 31
5.5 Substantial Equivalence Decision - Making Process 32-33
5.6 Conclusions 34
6 Labels and Labeling 36-40
6.1 Package Insert 38
6.2 Draft Primary Package Labels 39
e Patient Record Label
o Patient Reorder Label
7 510(k) Summary 41 -43
April 11, 2005 — E

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8418
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Zimmer Trabecular Metal Technology, inc. Trabecular Metal Acetabular Revisior)'Shelzlls

Special §10(k) Premarket Notification

510(k) Premarket Notification from Zimmer Trabecular Metal Technology
Trabecular Metal Acetabular Augment System

TABLE OF CONTENTS (Continued)

Section Contents
Appendices:
Appendix A Impiant Organization Chart
Appendix B Surgical Protocol
Appendix C Engineering Drawings
Appendix D Table of Contents for Master File [l
April 11, 2005 —
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 1

GENERAL INFORMATION

April 11, 2005

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 llg
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 1.1

PREMARKET SUBMISSION COVER SHEET

April 11, 2005 '2_'

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1qﬁl
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Date of Submission: 04/11/2005 FDA Document Number:

Section A = - 77 7 "Type of Submission -
0 510(k) - Special (] IDE ] pPMA ] PMA Supplement - Regular
{1 510(k) Add’l [] IDE Amendment (] PMA Amendment  [_] PMA Supplement - Special
Information
[} IDE Supplement ] PMA Report [] PMA Supplement - 30 day
(] IDE Report (] PMA Supplement - Panel Track
SectionB1 -~ - " Reason for Submission - 510(k)s Only C L R e
[] New device ] Additional or expanded [] Change in technology, design, materials,
Indications or manufacturing process
B4 Other reason (speuty) Lme Extension to cleared Trabecular Metal Revision Shells
Section B2 - e -"Reason for Submission - PMAs Only - '
[ ] New device [] Change in design, component, (] Location change:
] Withdrawal or specification: (] Manufacturer
[] Additicnal or expanded indications ] Software [ 1 Sterilizer
[] Licensing agreement ] Color Additive [] Packager
(] Other (specify below) (J Distributor
(] Labeling change: (] Process change: [] Report submission:
] Indications [ 1 Manufacturer [Tl Annual or periodic
] Instructions [] Sterilizer [] Post-approval study
] Performance Characteristics [] Packager (] Adverse reaction
[] Shelf life (] Device defect
[] Trade name ] Amendment
[] Other (specify below) [] Response to FDA correspondence {specify
below)
[] Request for applicant hold
(] Change in ownership ] Request for removal of applicant hold
(] Change in correspondent [ ] Request for extension
] Request to remove or add manufacturing site
("] Other reason (specify):
Section B3 - Reason for Submission - IDEs Only
[] New device [] Change in: (] Response to FDA letter concerning:
(] Addition of institution [] Correspondent [ ] Conditional approval
(] Expansion / extension of study ] Design [C] Deemed approved
[] IRB certification [ ] Informed consent [] Deficient tinal report
[ ] Request hearing (] Manufacturer [] Deficient progress report
[] Request waiver [] Manufacturing (] Deficient investigator report
[] Termination of study [l Protocol - feasibility ] Disapproval
(] Withdrawal of application [] Protocol - other [] Request extension of
[] Unanticipated adverse effect ] Sponsor time (o respond to FDA
[] Request meeting
[] Emergency use: [] Report submission: [] IOL submissions only:
L] Notification of emergency use [] Current investigator [] Change in IOL style
[] Additional information ] Annual progress [] Request for protocol waiver
[] Site waiver limit reached
[ ] Other reason (specify): [ ] Final

Page - 3 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-?; K]



Records processed under FOIA Request # 2016-1518; Released by CDRH on 05-23-2016

FDA Document Number:

Section C

Product Classification

LPH & JDI

Device class:

Product codé: CFR Section: 21 CFR §
888.3350/3358
Classification panel: Orthopedic Devices ] Class1 B4 Class I
[] Class I [] Unclassified

Section D

Information on 510(k). Submissions

Summary of, or statement concerning,
safety and effectiveness data:

Product codes of devices to which substantial equivalence is claimed:

1. LPE |[2. JDI 3. 4. 5. €. B 510(k) summary attached

7. 8. 9, 1G. 11. 12, [ 1 510(k) statement

Information on devices to which substantial equivalence is claimed:

510 (k) Trade or proprietary or model name Manufacturer
Number
1. K983837 | 1. The Hedrocel Acetabular Cage System 1. Zimmer TMT - former
Implex Corp.
2. K001759 | 2. TImplex Hedrocel Revision Cup 2. Zimmer TMT - former
Implex Corp.
3. 3. 3.
4. 4. 4,
5. 5. 5.
6. 6. 6.
Section E " Product Information - Applicable to All Applications

Common or usual name or classification name: Acetabular Cages

Trade or proprietary or mcdel name Model number

1 70C00-XX-20
02-210-00XX3

(Zimmer}
{(former Implex)

1 Trabecular Metal Acetabular Revision
Shells

2 2

3 3

FDA document numbers of all prior related submissions (regardless of outcome):

K983837 K001759

Data included in submission: [] Laboratory testing [] Animal trials [] Human trials

Indications {(from labeling): The Indications for Use o©of the Trabecular Metal

Acetabular Revision Shells are:

= For cemented or cementless use.

» painful, disabling ijoint disease of the hip resulting from:

arthritis, rheumatoid arthritis or late stage avascular necrosis.

Revision of previcus unsuccessful femoral head replacement, cup arthroplasty or

other procedure.

» (Clinical wanagement problem where arthrodegis or alternative
techniques are less likely to achieve satisfactory results.

® Where bone stock 1s of poor gquality or is inadequate for other reconstructive
techniques as indicated by deficiencies of the acetabulum.

degenerative

reconstruction

Page - 4 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8’2]4




Records processed under FOIA Request # 2016-1518; Released by CDRH on 05-23-2016

-1 FDA Document Number:

Section F Manufacturing / Packaging / Sterilization Sites i 0oy e e

B Original FDA establishment registration BJ Manufacturer (] Contract sterilizer

] Add [] Delete | number: 2247737 ] Contract manufacturer Il
Repackager / relabeler

Company / Institution name: Zimmer

Division name (if applicable): N/A Phone number (include area code):
(2021) 818-1800
Street address: 80 Commerce Drive FAX number (include area code):
(201) 995-9722
City: Allendale State / Province: New Jersey Country: USA ZIP / Postal Code:07401 -
1600

Contact name: Marci Halevi

Contact title: Manager of Regulatory Affairs

X Original FDA establishment registration Manufacturer Contract sterilizer

Original FI2A establishment registration Manufacturer [] Contract sterilizer
[] Add [] Delete | number: [] Contract manufacturer
[ ] Repackager / relabeler

Company / Institution name:

Division name (it applicable): Phone number (include area code):
Street address: FAX number (include area code):
City: State / Province: Country: ZIP / Postal Code:

Contact name:

Contact title:

Page -5 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79}@-& 18



Records processed under FOIA Request # 2016-1518; Released by CDRH on 05-23-2016

FDA Document Number:

Section G %

Company / Institution name; Zimmer Trabecular Metal FDA establishment registration number:
Technology, Inc. 2247737
Diviston name (if applicable): N/2 Phone number (include area code):
{(201) 818-1800
Street address: 80 Commerce Drive FAX number (include area code):
(201) 895-9722
City: Allendale State / Province: New Jersey | Country: USA ZIP /[ Postal Code: 07401-1600

Signature: , /{Jjw lalem

Name: Marci Halevi

Title: Manager of Regulatory Affairs

Section H Submission correspondent (if different from above) - -

Company / [nstitution name:

Division name (if applicable): Phone number (include area cede}:
Street address: FAX number (include area code):
City: State / Province: Country: ZIP / Postal Code:

Contact name;

Contact title:

Your voluntary completion of this Premarket Submission Cover Sheet will not affect any
FDA decision concerning your submission, but will help FDA’s Center for Devices and
Radiological Health process your submission more efficiently. The information you
provide should apply only to a single accompanying submission. Please do not send cover
sheets for any previous submissions. See the instructions for additional information on
compieting the cover sheet. If you have a question concerning completion of the cover
sheet, please contact the Division of Small Manufacturers Assistance at (800) 638-2041
or (301) 443-6597.

Page - 6 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796&1—\-’%
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Zimmer Trabecular Metal Technoclogy Trabecular Metal Acetabular Augments
Special 510(k) Premarket Notification

SECTION 1.2

PREMARKET NOTIFICATION [510(k)] CHECKLIST
FOR ACCEPTANCE DECISION

April 11, 2005 7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811 91»{



Records processed under FOIA Request # 2016-1518; Released by CDRH on 05-23-2016

Premarket Notification [510(k)] Checklist for Acceptance Decision

” Date DMC Received

Device Trade or Proprietary Name Trabecular Metal

Acetabular Revision

Shells

Reason for 510(k) Line Extension and minor
modifications

Division/Branch Orthopedic Devices

Classitication Panel Crthopedic Devices

Product Code LPH and JDI

Device Common or Usual Acetabular Revision
Name Shells

Device Hip Joint/Polymer/Metal
Semi Constrained Porous

Classification
Coated, Uncemented Prostheses

Name

CFR Section 21 CFR §& 888.3358

Class of Device Class II

Yes No
Present Inadequate Not
Omission Justified Omitted Applicable
I.  Critical Elements:
A Is the product a device? =Y ] U]
B. Isthe device exempt from 510(k)
by regulation or policy? ] ™ ]
C. Isdevice subject to review by CDRH? X OJ ]
D. ({1 Are you aware that this device has been
the subject of a previous NSE decision? ] ¢ ]
(i)  If yes, does this new 510(k) address
the NSE issue(s) (e.g., performance data)? ] O X
E. (1) Are you aware of the submitter being
the subject of an integrity investigation?
If yes, consult the ODE Integrity Officer. O] X OJ
(i)  Has the ODE Integrity Officer given
permission to proceed with the review?
(Blue Book Memo #191-2 and Federal Register
90N- 0332, September 10, 1991 ) ] ] [
F.  Does the submission contain the information
required under Sections 510(k), 513(1), and
513(i) of the Federal Food, Drug, and Cosmetic
Act {Act) and Subpart E of Part 807 in Title 21 of
the Code of Federal Regulations? ™ O] O
. Device trade or proprietary name ™ (] ]
. Device common or usual name or
classification name S ] ]

April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811

875



Records processed under FOIA Request # 2016-1518; Released by CDRH on 05-23-2016

Premarket Notification [510{k)] Checklist for Acceptance Decision, Continued

Yes No
Present Inadequate Not
Omission Justified Omitted Applicable

. Establishment registration number (only

applies if establishment is registered) X ] tl
. Class into which the device is classified

under (21 CFR Parts 862 to 892) X ] U
. Classification Panel X ] ]
. Action taken to comply with Section 514

of the Act B L] O
. Proposed labels, labeling and advertisements

(if available) that describe the device, its

intended use, and directions for use (Blue

Book Memo #G91-1) B4 ] L]
) A 510(k) summary ot safety and effectiveness

or a 510(k) statement that safety and effective-

ness information will be made available to any

person upon request X L] ]
. For class [II devices only, a class 111

certification and a class I[II summary ] O] =
. Photographs of the device ™= ] ]
. Engineering drawings for the device with

dimensions and tolerances X ] ]
. The marketed device to which equivalence

is claimed including labeling and description

of the device = ] |:]
. Statement of similarities and/or differences

with marketed device 24 ] ]
. Data to show consequences and effects of a

modified device ] ] B

April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0'2 Cﬂ
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Premarket Notification [510(k)] Checklist for Acceptance Decision, Continued

Yes No
Present Inadequate Not
Omission Justified Omitted Applicable
[I1.  Additional Information that is necessary
under 21 CFR 807.87(h):
A,  Submitter’s name and address B ] ]
B.  Contact person, telephone number and fax
number ] Ll
C.  Representative/Consultant, if applicable 0 OJ [
D. Table of Contents with pagination [ ] ]
E.  Address of manufacturing facility/facilities
and, if appropriate, sterilization site(s) 4 ] ]
ITI.  Additional Information that may be necessary under
21 CFR 807.87(h):
A.  Comparison table ot the new device to marketed
device X ] l
B.  Action taken to comply with voluntary standards 24| U] ]
C.  Performance data
marketed device
bench testing L] (] =4
animal testing [l ] X
clinical data OJ ] X
new device
hench testing [] O [
animal testing ] ] X
clinical data ] Ol X
April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 182’f|

10
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Premarket Notification [510(k)] Checklist for Acceptance Decision, Continued

Yes No
Present Inadequate Not
Omission Justified Omitted Applicable

D. Sterilization information X L] !
E.  Software information L] J X
F.  Hardware information L) Ol X
(G.  Is this device subject to issues that have

been addressed in specific guidance document(s)? ] ] B

If yes, continue review with checklist from

any appropriate guidance decuments. ] ] ™

A Checklist has been omitted because there is

no change in device materials, technology, performance,

intended use, or manufacturing processes

If no, is 510(k) sutficiently complete to allow

substantive review? ] ] =
H.  Other {specify) Ol ] 2

April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 23}
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Zimmer Trabecular Matal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 1.3

DECLARATION OF CONFORMITY

Aprit 11, 2005 12

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 QC]
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Trabecular Metal Acetabular Revision Shells

Zimmer Trabecular Metal Technology, Inc.
Special 510(k) Premarket Notification

SPECIAL 510(K) PREMARKET NOTIFICATION

DECLARATION OF CONFORMITY

[, Marci Halevi, Manager of Regulatory Affairs, certify that the development of the
Trabecular Metal Acetabular Revision Shells has been conducted in accordance
with 21 CFR 820.30.

Accordingly, all verification and validation activities were determined and
performed by the designated individual(s), and the results demonstrated that the
predetermined acceptance criteria were met. The Device Risk Analysis is
included within this 510(k) application.

Also, the manufacturing facility is in conformance with the design control

procedure requirements as specified in 21 CFR 820.230.

Finally, | certify that such records will be made available to the Food and Drug

Administration for review as required.

Jﬂaru- l&alew Apnt, 1, pooc

Marci Halevi Date

Manager of Regulatory Affairs

April 11, 2005 1

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

5
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Zimmer Trabecular Metal Technology, Inc. Trabecufar Metal Acetabular Revision Shells
Special 510{k) Premarket Notification

SECTION 1.4

MANUFACTURERS’ CERTIFICATION

April 11, 2005 14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ,5\
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Zimmer Trabecular Metal Technology. Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

MANUFACTURERS’ CERTIFICATION

|, Marci Halevi, in my capacity Manager of Regulatory Affairs at Zimmer
Trabecular Metal Technology, Inc. certify the following:

e That Zimmer will evaluate any product modification that may
significantly affect the safety or efficacy of an orthopaedic system
comprised of Zimmer Trabecular Metal Technology components.

o That Zimmer will not implement a modification to a device without
prior review by Zimmer's Research & Development and Regulatory
Affairs Departments.

» That Zimmer will evaluate the effect of such changes on safety and
efficacy in accordance with FDA Office of Device Evaluation
Memorandum 510(k) Memorandum #K97-1, Deciding When to
Submit a 510(k) for a Change to an Existing Device, and will obtain
marketing clearance, if appropriate, prior to marketing the modified
device.

Mo o Aoct] 1, paos™

Marci Halevi Date

Manager of Regulatory Affairs

—_—
April 11, 2005 15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 BZ
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 1.5

DESCRIPTION OF CHANGES AND VALIDATION/VERIFICATION ACTIVITIES

April 11, 2005 1

<P

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ?DB
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Zimmer Trabecular Metal Technalogy, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k} Premarket Notification

SECTION 1.6

RISK ANALYSIS

April 11, 2005 18

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

Trabecular Metal Acetabular Revision Shell

Product Catalog Numbers and Description:

D - S

Catalog Number

Description

02-210-00404

TM Revision Shell, 40mm

02-210-00424

TM Revision Shell, 42mm

02-210-00444

TM Revision Shell, 44mm

02-210-00464

TM Revision Shell, 46mm

02-210-00484

TM Revision Shell, 48mm

02-210-00504

TM Revision Shell, 50mm

02-210-00524 TM Revision Shell, 52mm
02-210-00544 TM Revision Shell, 54mm
02-210-00564 TM Revision Shell, 56mm
02-210-00584 TM Revision Shell, 58mm
02-210-00604 TM Revision Shell, 60mm
02-210-00624 TM Revision Shell, 62mm
02-210-00644 TM Revision Sheil, 64mm
02-210-00664 TM Revision Shell, 66mm
02-210-00684 TM Revision Shell, 68mm
02-210-00704 TM Revision Shell, 70mm
02-210-00724 TM Revision Shell, 72mm
02-210-00744 TM Revision Shell, 74mm
02-210-00764 TM Revision Shell, 76mm
02-210-00784 TM Revision Shell, 78mm
02-210-00804 TM Revision Shell, 80mm
RAFT
Form: (B Rev! -1-

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

Trabecular Metal Acetabular Revision Shell

I -
1.0 Device Intended Use
a) General Description
Reference Design Input DI-200501001 — Trabecular Metal Acetabular Revision Shell
b) Is The Device Intended To Contact The Patient Or Other Persons?
| Implanted In Patient
™ Touching Tissue inside Patient Wound
%} Touching Tissue outside Patient Wound

| Touching Operating Room Staff Gloves
a Other

c}) Is The Device Intended For Single Use Or Re-Use?
4] Single Use O Re-use

d) Where Intended For Single Use What Is The Probability That The Device May Be
Reused?

The chance of Re-use is highly unlikely. The device would likely be damaged during retrieval.

e) Is Intra-Operative Modification To Device Allowed?

No

f) Are Instructions Provided For This Modification?

Not allowed

Form- Rev! -2-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 —a)'q
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

B - R
g) Identify All Other Components That Interface With the Device?

02-210 Acetabular Shell with:

Version Guide 0 Assemble [ Contact
0O Threaded O Taper Lock
DArticulating [ Quick Connect
O Prepares fit [ Trials
Other evaluates position

DEVICE INTERFACE l DESCRIPTION OF INTERFACE
Acetabular Rim O Assemble [ Contact
Impactor O Threaded O Taper Lock

OArticulating OQuick Connect
Material: O Prepares fit {J Trials
[0 Other

DEVICE INTERFACE DESCRIPTION OF INTERFACE
TM Shell Rim O Assemble [0 Contact
Impactor O Threaded [ Taper Lock

OlArticulating M Quick Connect
O Prepares fit [ Trials
O Other

Material:

DEVICE INTERFACE DESCRIPTION OF INTERFACE
Spherical Reamers O Assemble  [J Contact
O Threaded O Taper Lock

Material: OArticulating [Quick Connect
- M Prepares fit [ Trials
O Other
DEVICE INTERFACE DESCRIPTION OF INTERFACE
Acet Trial Shells O Assemble O Contact
O Threaded 0O Taper Lock
Material: OArticulating OQuick Connect
OPrepares fit & Trials
O Other
DEVICE INTERFACE DESCRIPTION OF INTERFACE
Cemented Revision | B Assemble [ Contact
Liner O Threaded O Taper Lock
O Articulating [ Quick Connect
O Prepares fit O Trials
O Other
Material:

Form: PD 809-1 Re\ij

-3-

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

Trabecular Metal Acetabular Revision Shell

DEVICE INTERFACE
Revision Liner O Assemble O Contact
jals O Threaded 0O Taper Lock
OArticulating OQuick Connect
OPrepares fit B Trials

DESCRIPTION OF INTERFACE

[d Other
Material: [N
DEVICE INTERFACE DESCRIPTION OF INTERFACE
Drill Guide O Assemble M Contact

O Threaded O Taper Lock
Material; - OArticulating [ Quick Connect

OPrepares fit O Trials
o O Other
DEVICE INTERFACE DESCRIPTION OF INTERFACE
Depth Gage [ Assemble Contact
O Threaded O Taper Lock
Material: OArticulating O Quick Connect
OPrepares fit [ Trials
O Other
DEVICE INTERFACE DESCRIPTION OF INTERFACE
Bone Screw O Assemble B Contact

O Threaded O Taper Lock
OArticulating O Quick Connect

Material: - OPrepares fit [J Trials
O Other
DEVICE INTERFACE DESCRIPTION OF INTERFACE
TM Acetabular BT Assemble [ Contact
Augments O Threaded O Taper Lock
O Articulating O Quick Connect
Material: O Prepares fit [ Trials
O Other
Form: PD 809-1 Rev! -4-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘“5“\
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

(G - G

Specifications
Material Specifications
Standards Or Specifications Referenced (ASTM Number):

Standard Specification Unalloyed Tantalum for Surgical Implant Applications (ASTM F-560)
Titanium Alloy Ti6Al4V ELI for Surgical Implants per ASTM F-136

Zimmer TMT Internal Specification (IMS Number):

2.2

b)

Material Biocompatibility Published Standards:

ASTM F-136 Section 1.2

If There Are No Standards What Testing Was Done?

Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report
Zimmer TMT Technical Report

Design Specifications:

Identify Design Specification. (i.e. Drawing Numbers)

What Product Design Standards Were Used In Specifying The Design?
(i.e. T-20 Torx 1/4-20 UNC-2B Thread, 12/14 Taper)

None identified

Form: PD 809-1 Rev! -5-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L‘ o
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

I - G

c) What Special Surface Finish Specifications Were Used? (i.e. Roughness Or Polish).

d)  Where Are The Weakest Points On The Device?

The thinnest sections of the Trabecular Metal _ F

f) How Was Implant Sized?

g) How Were Sizes Developed?

The sizes provided are proven industry standards.

h) Identify Device Maintenance Requirements.

No maintenance of device required.

i) Identify Device Calibration Requirements.

No calibration of device required.

Form: PD 809-1 Rev! -6-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L{ ‘
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

2.3 Marking Specifications

a) What Type Of Marking Is Being Used On The Implant?
O Engraving % Laser-mark [ Electro-Chemical
O Other

b) Is Marking In A Readable Location That Does Not Affect The Strength Function Or
Stability Of The Device?

Yes, the shell has marking on the -ing on the face of the shell.

c) What Information Is Marked On The Device?
| Zimmer Logo © Catalog Number %] Trace Code
% Material Type 0 Left/Right ™ Size
O Other

d) Reason For Omission Of Aforementioned?

Left/Right information omitted because the implant is universal (it may be used for either left or right
applications). Aforementioned information is easily read on the device outer label.

2.4 Packaging Specifications

a) How Is Device Packaged (identify sterile or non-sterile)?
[ Sterile O Non-Sterile

b)  Which Packaging Components Are Used (check all that apply)?

c) How Are Related Components Packaged (check all that apply)?
4| Separately O Separate Bag Within Inner Sterile Pkg.
(W Other

d)  General Description Of Package?

Reference Packaging Drawing -

Form: PD 809-1 Rev ! -7-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 :_!2
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

S - B

2.5 Sterilization Specifications

a Which Sterilization Method Is Used?

)  Who Performs Sterilization?
a Zimmer TMT O User M Vendor
|l Other

c) Can The Device Be Re-Sterilized? Identify Limitations On The Number Of
Resterilizations Or Sterilization Methods.

Resterilization is not recommended by the user. The device may be resterilized by TMT up to 3 times.
2.6 Labeling Specifications

a) Specify Regulatory Label Requirements Including Location (i.e. Pkg. Label, Pkg.
Iinsert, Surgical Protocol)?

No device specific labeling requirements identified through 510K FDA review process. Reference made to
labeling regulations within Code of Federal Regulations (21 CFR Part 801)

b)  Identify Warnings, Indications and Contra-Indications Including Location (i.e. Pkg.
Label, Pkg. Insert, Surgical Protocol)?

Reference Package Insert PI-001.

c)  Which Labels Are Provided In Each Package (check all that apply)?
%] Package Insert %] Patient Label M Outer Label
O Surgical Protocol 0 Other

d)  What Information Is Provided On The Device Outer Package Label/Box (check all that

apply)?

™ Catalog Number Trace Code [ Serial Number
4] Description | Material Type M Size

™ Phone Number ] Address %] Zimmer Logo
a Sterility Date O Left/Right O Color Coding
] Shelf Life a Other

d)  What Information Is Provide On The Device Inner Patient Label (check all that apply)?
| Catalog Number %] Trace Code 0O Serial Number
(%] Description | Material Type M Size
v} Phone Number A Address Zimmer Logo
O Sterility Date O Left/Right O Other

Form: PD 809-1 Rev! -8-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L/(S
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IMPLANT RISK ANALYSIS

Trabecular Metal Acetabular Revision Shell

(I -

3.0 Identify Other Device Characteristics Where Applicable Including But Not Limited To
The Following:

a) Energy or Substance Delivered/Extracted.
| None identified O Reference Below

b) Does The Device Control Or Interact With Other (Non-Zimmer TMT) Devices Or
Drugs?
O None identified | Reference Below

Zimmer Warsaw HG II acetabular bone screws, PMMA bone cement,
Zimmer Warsaw reamers, trial shells, drili, drill guide, and trial inserts.

c) Biological Material Processed For Subsequent Re-Use.
™ None identified O Reference Below

d) Modifications To The Patient’s Environment?
%] None identified O Reference Below

e) Does The Device Perform Interpretative Functions?
None identified O Reference Below

f) Does The Device Contain Software?
4} None identified O Reference Below

g) Unwanted Outputs Of Energy?
(%] None identified a Reference Below

h)  Essential Consumables Associated With The Device.
| None identified O Reference Below

i) Does The Device Have A Measuring Function?

| None identified O Reference Below
J) Is Maintenance Or Calibration Required?
None identified O Reference Below
k) Other
None identified O Reference Below
Form: PD 809-1 Rev! -9-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L” L{
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Trabecular Metal Acetabular Revision Shells

i Metal Technology, Inc. e
Zimmer Trabecular Me 9 Special 510(k) Premarket Notification

SECTION 2

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

April 11, 2005 19
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Zimmer Trabecular Metai Technology. Inc. Trabecular Metal Acetabular Revision Shells
Special 510{k) Premarket Notification

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

[As required by 21 CFR § 807.87 (j)]

| certify that, in my capacity as Manager of Regulatory Affairs at Zimmer Trabecular
Metal Technology, | believe to the best of my knowledge that ali data and information
submitted in the premarket notification are truthful and accurate and that no material

fact has been omitted.

. ,a(aru' (‘Qal-hﬂ

(Signature)

Marci Halevi
(Typed Name)

Apct U, poas™
' (Dated)

*(Premarket Notification [510(k)]
Number)

*For a new submission, do not fill in the 510(k) Number blank.

—_—
April 11, 2005 20

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5“{
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Zimmer Trabecular Metal Technalogy, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 3

DEVICE IDENTIFICATION AND CLASSIFICATION

April 11, 2005 29
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Zimmer Trabecular Metal Technology, Inc.

Trabecutlar Metal Acetabular Revision Shells
Special 510(k} Premarket Notification

DEVICE IDENTIFICATION AND CLASSIFICATION

3.1 Device ldentification

Device Trade Name:

Intended Use:

3.2 Device Classification
Classification:

Classification Name:

Reference:

Classification Panel:

Trabecular Metal Acetabular Revision Shells

The Indications for Use of the Trabecular Metal
Acetabular Revision Shelis are:

For cemented or cementless use.

Painful, disabling joint disease of the hip resulting
from: degenerative arthritis, rheumatoid arthritis or
late stage avascular necrosis.

Revision of previous unsuccessful femoral head
replacement, cup arthroplasty or other procedure.
Clinical management problem where arthrodesis or
alternative reconstruction techniques are less likely
to achieve satisfactory results.

Where bone stock is of poor quality or is inadequate
for other reconstructive techniques as indicated by
deficiencies of the acetabulum.

Class Il

Prosthesis, Hip, Acetabular Component, Non-
Cemented

21 CFR § 888.3358

Orthopedic Devices

3.3 Predicate Device Information

Manufacturer:
Device Trade Name:

Intended Use:

Zimmer TMT - former Implex Corp.

The Hedrocel Acetabular Cage System

The Indications for Use of the Implex Hedrocel®
Acetabular Cage are:

For cemented or cementless use.

Painful, disabling joint disease of the hip resulting
from: degenerative arthritis, rheumatoid arthritis or
late stage avascular necrosis.

Revision of previous unsuccessful femoral head
replacement, cup arthroplasty or other procedure.
Clinical management problem where arthrodesis or
alternative reconstruction techniques are less likely

Jpril 11, 2005

22

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ./é
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Special 510(k) Premarket Notification

510(k) Reference:

Date Cleared:

Manufacturer:

Device Trade Name:

Intended Use:

510(k) Reference:
Date Cleared:

to achieve satisfactory results.

«  Where bone stock is of poor quality or is
inadequate for other reconstructive techniques as
indicated by deficiencies of the acetabulum.

K983837
July 1, 1999

Zimmer TMT - former Implex Corp.
The Hedrocel Revision Cup

The Indications for Use of the Hedrocel Revision Cup
are as follows:

. Painful, disabling joint disease of the hip
resulting  from: degenerative  arthritis,
rheumatoid arthritis or late stage avascular
necrosis.

. Revision of previous unsuccessful femoral head
replacement, cup arthroplasty or other
procedure.

. Clinical management problem where arthrodesis

or alternative reconstruction technigues are less
likely to achieve satisfactory results.

. Where bone stock is of poor quality or is
inadequate for other reconstructive technigues
as indicated by deficiencies of the acetabulum.

K001752
August 24, 2000

W_——

April 11, 2005
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Zimmer Trabecular Metal Technology, Inc. Trabecular Mefal Acetabular Revision Shells
Special 510(k} Premarket Notification

SECTION 4

INDICATIONS FOR USE

April 11, 2005 5 4=
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k] Premarket Notification

510 (k) Number (if
known) :

Device Name: Trabecular Metal Acetabular Revision Shells

Indications For Use:

The Indications for Use of the Trabecular Metal Acetabular Revision Shells are:

= For cemented or cementless use.

= Painful, disabling joint disease of the hip resulting from: degenerative arthritis,
rheumatoid arthritis or late stage avascular necrosis.

» Revision of previous unsuccessful femoral head replacement, cup arthroplasty
or other procedure.

= Clinical management problem where arthrodesis or alternative reconstruction
techniques are less likely to achieve satisfactory results.
Where bone stock is of poor quality or is inadequate for other
reconstructive techniques as indicated by deficiencies of the acetabulum.

Prescription AND/OR. .. Qver-The-
Use Counter Use
(Per 21 CFR 801 Subpart D)

(21 CFR 801 Subpart C)
{Optional Format 09-2004)

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

Concurrence of CDRH; Office of Device Evaluation {QDE}

— = 25

April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 '561
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 5

RATIONALE FOR SUBSTANTIAL EQUIVALENCE
AND SUPPORTING DATA

— — —— 26

April 11, 2005

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 éO
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Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

5.1

April 11, 2005

RATIONALE FOR SUBSTANTIAL EQUIVALENCE AND
SUPPORTING DATA

QOverview

The subject of this 510(k) Premarket Notification is a line extension and two
minor modifications to the cleared Trabecular Metal (formerly called Hedrocel)
Acetabular Cage System/Revision Cup (K983837 and K001759). K983837
cleared sizes 52mm — 70mm shells and K001759 cleared sizes 40mm — 50mm
shells. The purpose of this 510(k) application is to clear new larger sizes of
shells and to allow for two minor design modifications. The larger sizes range
from 72mm — 80mm (in 2mm increments) and the modifications are: (1) a
modified instrument interface face ring that allows use with a new impaction
instrument for all sizes (from 40mm — 80mm) and (2} a change in screw hole
pattern within the shells for all sizes (40 — 80 mm).

Principal Device Description:

The Trabecular Metal Acetabular Revision Shell is a modular acetabular
reconstructive device (polyethylene liners are cemented into the shell) intended
for use in cases of primary or revision THR. The subject Trabecular Metal
Acetabular Revision Shell (previously called Hedrocel Revision Cage or Revision
Cup) is manufactured from Trabecular Metal porous tantalum.  The subject
device has an integral Ti-6Al-4V ring (ASTM F-136) on the face of the sheil's
perimeter that provides a rigid contact area for the impaction instrument used to
implant the device.  These Revision Shells are intended for either cementless
or cemented fixation to the acetabulum, and in the event that the surgeon
determines additional stability is required, there are screwholes that allow for
optional ancillary fixation to the acetebulum. These screwholes are designed
and cleared for use with commercially available Zimmer 6.5mm titanium alloy
bone screws.

After implantation of the Trabecular Metal Revision Shell, a commercially
available Zimmer TMT (former-Implex) polyethylene cup/liner is cemented to the
inner surface of the Trabecular Metal Shell (cup/liner cleared in K926323). The
insert articulates with legally marketed standard Zimmer and Zimmer TMT
femoral head components.

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

= — — = = 27
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Special 510(k) Premarket Notification

Photographs of the subject device (80 mm size)

Vechanical testing:

The method of manufacture of the subject and predicate devices are the same.
MAF - contains the technical data and manufacturing information for
Trabecular Metal porous tantalum. The complete size range that the subject
device will be offered can be found in Appendix A, with the previously cleared
and current sizes noted.

5.3 Predicate Device Description
The predicate Implex Corp. Hedrocel® Acetabular Cage System is intended for
use in cases of revision of the acetabulum in the presence of poor bone stock
and segmental defects. Almost identical to the subject device, this predicate is
also a modular acetabular reconstructive system that consists of Trabecular
Metal (previously called Hedrocel®) Cages that have been cleared in both
K983837 for sizes 52mm — 70mm and K001759 for sizes 40mm - 50mm. The

28

April 11, 2005
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Special 510(k) Premarket Notification

predicate Hedrocel/Trabecular Metal Cage is cleared for either cementless or
cemented fixation to the adjacent acetabulum. As noted previously, the material
used for the predicate shells, namely Trabecular Metal, has been extensively
characterized in MAF -

Similar to the subject devices, the predicate revision shells have a peripheral
titanium alloy ring that provides a rigid surface for interfacing with the impaction
instrument and for instrument attachment. One of the minor differences
included in this 510k relates to the design of the ring; the predicate ring has
flanges for instrument attachment while the rings of the subject devices (sizes
from 40mm — 80mm) are flat. An updated surgical protocol is located in
Appendix B.

The second minor difference between the predicate and subject device relates to
the location of the screwholes in the shells. The screwholes provide the option
for anciltary fixation and better initial stability upon implantation; this change in
screwhole pattern better matches surgeon preference & use and has no effect
on the strength or integrity of the shells.

The photo on page 28 shows the updated screwhole pattern and flat impaction
ring.

The bone screws intended for use with these predicate systems are Zimmer
6.5mm titanium alloy screws that are commercially available.

The polyethylene cup/liner cleared in K926323 is used as a liner for both the
predicate devices and the subject device. As such, the femoral heads that
articulate with these cleared liners are all Zimmer and Zimmer TMT legally
marketed devices.

Comparison of subject and predicate devices:

1. The subject 510(k) clears a line extension to the Trabecular Metal Revision
Cages/Cups to include sizes 72mm - 80mm, providing the surgeon with
larger size implant options. The predicate Trabecular Metal Revision
Cages/Cups were cleared for sizes 40mm to 70mm (K983837 and K001759).

%
April 11, 2005 29
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2. The pattern of screw holes of the subject device was changed. This change
was determined to have no adverse impact on strength of the device or
intended use.

3. The Ti-6Al-4V instrument face ring does not have the same design as the
predicate device (for all sizes). This change has no effect on the strength or
integrity of the device, and the surgical protocol was modified to describe the
technique with the current impaction ring.

Manufacturing, Packaging and Sterilization
Reference the original 510(k) Premarket Notifications and MAF - for details
regarding the manufacturing processes for Trabecular Metal. Zimmer will be
clearly noted as the manufacturer on the outer label and/or box. Prior to
sterilization, the Trabecular Metal Acetabular Revision Shell is packaged in a

double - pouch.

The packaged and labeled Trabecular Metal Acetabular Revision Shell is
subjected to sterilization by means of

- —_— e s a—— ————— 3
April 11, 2005 30
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Trabecular Metal Acetabular Revision Shells
Special 510{k) Premarket Nofification

Zimmer Trabecular Metal Technology, Inc.

THE TRABECULAR METAL TECHNOLOGY (TMT) REVISION SHELL
ORGANIZATION CHART

Zimmer TMT Catalog
Numbers

Zimmer Catalog
Numbers

Description

Moadifications to cleared
devices

02-210-00404

00-7000-040-70

TM Revision Shell, 40mm

02-210-00424

00-7000-042-70

TM Revision Shell, 42mm

02-210-00444

00-7000-044-70

TM Revision Shell, 44mm

02-210-00464

00-7000-046-70

TM Revision Shell, 46mm

02-210-00484

00-7000-048-70

TM Revision Shell, 48mm

02-210-00504

00-7000-050-70

TM Revision Sheil, 50mm

Sizes cleared in
KO01759;

current submission
covers minor
modification to screw
hole pattern and to
impaction ring.

02-210-00524

00-7000-052-70

TM Revision Shell, 52mm

02-210-00544

00-7000-054-70

TM Revision Shell, 54mm

02-210-00564

00-7000-056-70

TM Revision Shell, 56mm

02-210-00584

00-7000-058-70

TM Revision Shell, 58mm

02-210-00604

00-7000-060-70

TM Revision Shell, 60mm

02-210-00624

00-7000-062-70

TM Revision Shell, 62mm

02-210-00644

00-7000-064-70

TM Revision Shell, 64mm

02-210-00664

00-7000-066-70

TM Revision Shell, 66mm

02-210-00684

00-7000-068-70

TM Revision Shell, 68mm

02-210-00704

00-7000-070-70

TM Revision Shell, 70mm

Sizes cleared in
K383837;

current submission
covers minor
modification to screw
hole pattern and to
impaction ring..

02-210-00724

00-7000-072-70

TM Revision Shell, 72mm

02-210-00744

00-7000-074-70

TM Revision Shell, 74mm

02-210-00764

00-7000-076-70

TM Revision Shell, 76mm

02-210-00784

00-7000-078-70

TM Revision Shell, 78mm

02-210-00804

00-7000-080-70

TM Revision Shell, 80mm

Current submission;
line extension to smaller
sizes listed above and
includes minor change
to screw hole pattern
and impaction ring.

April 11, 2005
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Zimmer Trabecular Metal Technology, Inc.

Trabecular Metal Acetabular Revision Shelis
Special 510(k) Premarket Notification

5.5

Deseriplive
About New

SUBSTANTIAL EQUIVALENCE DECISION-MAKING PROCESS

The conclusion that The Trabecular Metat Acetabular Revision Shells are
substantially equivalent to the identified predicate devices is reached
through the requirements of the substantial equivalence decision-making

process.

These requirements are set forth in the CDRH document

entitled, Guidance on the Center for Devices and Radiological Health’s
Premarket Notification Review Program. The document includes a flow
chart entitled, 570(k) Substantial Equivalence Decision-Making Process
(Detailed) which illustrates the requirements. A reproduction of the flow
chart follows.

information
or Marketed

Ieviee Reyuested
Ag Needed

510(k) Substantial Equivalence Decision-Making Process

NO

New Device is Compared to
Markoted Devige*

Does New Device Have Same
[ndications Statement ?

Do the Differences Alter the
[ntended Therapeutic/Iiagnosticiore,
Ffleet (in Deciding, May
Consider [mpact on Safety and
Effoctveness) 7+

YLS

New Device [Tas Same [ntended
Use and May Be "Substantially

Equivaleat”
i YES

Does New Device Have Same
‘Technological Characteristics,
e.g, Design, Materials, ste.?

+ YES

Are the Descriptive
Characteristics Precise Enough
to Ensure Equivalence?

—

N(

| Are Periormance Data Available
To Assess Equivalenoe 7%

Performance
Pata
Required?

YES

Poriormance Dara Demwonstrate
Lyuivalenoe?

lo

NO

YIis

NO

L

¥

" Not Substantially
Equivalent™
Determination

New Device Has New
Intended Use

YES

* S10(k) Subnussivns Compare New Davices 1o Marketed Devices, TTHA Rogquasts Additional Infornsation if the Relationship Between
Marketed and “Predicate” (Pre- Amendments or Reclassified Post-Amendments) Device s Unclear.

** This Decision is Normally Based on Desenptive [ntormation Alone, But Limited Testing Information is Sometimes Reyuared.

FEE Duta May Beon tiwe S100kY, (ther S10k)s. the Center's Classiticanon File, ot the Literature.

April 11, 2005

NG Could the New | YIS Do the New Charactenstics YES
[ Characreristics Raise Now Types of Safety or
Alfect Safery liffuctiveness Questions ™
Lftectiveness?
or eCUveness ‘ NQ)
NG - -
170 Aceepted Scientific Methous NO
. Exast fur Assessing Tiffects of
the New Characteristics?

* YLS

Are Performance Data Available NO
o Assess Filtects of New
Characterisiics 75+ %
YES Pertormance Data
Required
YIS Pertormance Data Demenstrate
—O< Eyguivalence? <
NG
"Substantially Equivalent'
Determination To
—
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Does New Device Have Same Indications Statement?

Yes. The indications for use are identical to the cleared indications for
use.

New Device Has Same Intended Use and May Be “Substantially
Equivalent”?

Yes. The modified Trabecular Metal Acetabular Revision Shelis have the
same intended use as the claimed predicate devices.

Does New Device Have Same Technological Characteristics, e.g.,
Design, Materials, etc.?

Yes. The Trabecular Metal Acetabular Revision Shells are manufactured
from the same materials and have the same technological characteristics
as the predicate device.

Are the Descriptive Characteristics Precise Enough to Ensure
Equivalence?

Yes. A comparison of device characteristics, Table 1, demonstrates that
the Trabecular Metal Acetabular Revision Shells are substantially
equivalent to the cleared Hedrocel Acetabular Cage/Revision Cup System
(K983837 and K001759).
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Special 510(k) Premarket Notification

5.6 CONCLUSIONS

The subject devices of this premarket notification are the Trabecular Metal
Acetabular Revision Shells. The purpose of this 510(k) is to notify the
FDA of a line extension and two minor modifications to these implants.
The cleared line of Revision Shells (previously called Cages and Revision
Cups) encompassed sizes 40mm — 70mm Shells; this 510k adds sizes
72mm -~ 80mm. The changes to the predicate devices are all minor and
do not adversely affect or change the intended use, technology,
performance, strength or function of the device. In conclusion, the
modifications to the predicate device are minor and thus the current
augments are substantially equivalent to the predicate devices.

—— e
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SECTION 6

LABELS AND LABELING

B ...
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LABELS AND LABELING
Overview

Labeling includes the primary package labels, package insert, patient
record/reorder labels, and outer package labels. The labeling may include the
quantity per package, catalog number, product description, Zimmer company
name, address, symbols and pictorials, and notification of the contents of the
package.

Labeling Scheme

Two (2) primary package labels are affixed to the outer carton of the package.
Patient reorder labels are affixed to the exterior of the outer package. A package
insert is included inside the outer carton. The prescription legend stating
“CAUTION: Federal law restricts this device to sale by or on the order of a
physician.” is found on the outside of the outer container (i.e. printed directly on
outer carton). Details regarding the labeling follow below.

Outer Package Labels: Patient Record Labels and Reorder Labels

Patient record and reorder labels are attached to the outside of the sterile outer
package, but inside the primary package (box). The intent of the patient record
and reorder [abels is to provide the identity of the product for use on hospital
records and to provide the operating room staff with the means to identify the
implanted product so that replenishment of inventory may reliably occur. The
information on the patient record and reorder label includes the component
catalog number, the product size, and the product's unique identifier code
number. The record of the product, therefore, can be traced back from the
patient follow-up records to the dates of implantation and manufacture. The
information found on the record and reorder label may also be used to reorder
the replacement product from the manufacturer. Draft samples of the patient
record and reorder labels are provided in section 6.3.

%—-—.—
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Package Insert

The Package Insert content is provided in Section 6.1.

Primary Package Labeling

The primary package label is found on two sides of the primary package, and
includes various information that is standard to the product such as
manufacturer name, address, and corporate logo. Draft primary package labels
and contents are provided in Section 6.2.

eSS e T T —
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SECTION 6.1

PACKAGE INSERT
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Imples

80 Commerce Drive
Allendale, NJ 07401
www.Implex.com (201) 818-1800

DESCRIPTION

Implex Hip System components consist of:
= Modvlor Femoral Hip Stems, Cementless: Hydroxylapatite (HA) end Porous
The Ha coated Ster is munulactured from titanivm alloy and is coated in its proximat section with hydroxylpatite of high
purity, density and crystallinity. The parous conted stem is made fram cohalt chromium alloy with cobalt chromium alloy
beads forming the porous surface.
Cemented Femoral Hip Stems, Modular, and Fixed Bearing Head with Cement Spacers

The cemented femoral stams ere manufuctured from either ast cabalt chramium alloy or wrought cobalt chromium allay:
Cemented stems incorporate o roughened surface proximally or o sefin finish.

Palymethylmethucrylote (PMMA) bone cement spacers are available for oll stems.

Modulor Bearing Heads, 22mm, 26mm, 23mm, and 32Zmm

Modulor bearing heads are manufactured from wrought cohalt chramium allay with Nitrogen jon bombarded ar non ion
homhorted surface apfions, alumina ceramic and zirconic caromic. The modulor bearing heads hove a taper for assambly
to the modulor femoral stems, ond are avoilable in vacious neck offset lengths. The mefal hends are available in fwo
tapers. A heod with a specific taper should correspond 1o the tager on femaral hip siem. The: ceromic heads are only
available in 12/14 taper and should only be used on o femaral stem with a 12/14 taper.

Monoblock Trabecular Metul Acetabulor Cups With and Without Screwhales

The Monoblock Trobecular Metal Acetbulor Cups are manufechured from Trabeculor Metel {tontelom deposited upon o
vitreous eorbon skeleton) and o fitanium dllay face ring with UHMWPE directly compression molded into the Trabecular
Metal. The Trabecular Metal Acetahular Cup has an ellipiical geometry. The Trabecular Metol Acelobular Cups are nvailable
in various foce angles ond inner diamefers. The Monoblack Acetabular Cups are available in cwp sizes from 40mm 1o
70mm. The Monoblock Trabecular Metal Acetabular Cups are availoble in cross linked enbanced options in GD sizes 52mm
to 70mm.

Monoblack Perous Coated and HA-Conted Acetubular Cups

The Parous Conted Acetabular Cup hos a (7 fitanium parous beaded comting and o factory ossembled all polyethylens liner
The HA-Conted Acetahufars Cup has a hydroxyapatite coeting and a foclory assembled liner. The acetabular cups are
availoble in verious face angles ond ench fuce angie is available in vorious inner diometers. The cups are available in cup
sized from 40mm 1o 70mm,

Modvlar Acetabular Cup /Shells

The modular elliptical acetabular cwp/shells are manulactured from either trabeculnr metal with a fitanium ollay inner
surface or with ¢ <P titanivm beaded ovter surface. The locking ring and the dome hole plugs are made from fitanium
alloy. The madular cup is ovoilable in cup sizes from 40mm to 7O0mm.

Modular UHMWPE Liners 0°, 10°, and 20°
The Modular IHMWPE Liners are available in three face angles, and each fuce angle is uvoilable in various inner diameters.
The madular liners have scoflops on the outer rim that cllow the surgeons 1o dial in the face angle intra-operatively.
Cemented All Polyethylene Acetabulor Cups

The Al Polyethylene Acstabulor Cups ore manufactured from Uira-High Molecular Weight Polyethylene and have o
radiogrophic marker ring manufectured from cabekt chromium alloy. The All Palyethylene Acetabular Cups ere available
in OD sizes 40-70mm in 2mm increments. The All-Polyethylene Acstabular Cups are avoilable in twa face angles (0° and
10°} ond each face angle is availoble in various inner diometers.

Trabeculor Metal Revision Acetabulor Shells, Avgments ond Restrictors
The Trabeculor Metal Acetabular Augments and Restrictors are monufactured wholly from trobecular metal (Tontalym
deposited upan a vireous carbon skeleton. The Trabeculor Metol Acetobular Augment is affixed to the porous acefabular
wp using bane cement. The porous Acetohular Augment/Cup construct is intended for cemented and cementless use. The
Trobeculo Metal Acefbulor Restrictars nre inended for the restriction of effusion of bune cement, allagraft bane, and/or
autograft bane into the pelvis if defects in the ocetabulum are encountered.
The Trohecular Mefal Revision Acetabular Shell has un elliptical geametry and s manufactured from trobacular metal with
o fitanim alloy face ring. The Trobecular Metol Revision Acetobulor Shell is cvailable with or without dome screwholes.
The Trobecular Metal Revision Acetobulor Shell s intended for use with cemented Replacement UHMWPE liner  The
Trobscular Metol Revision Acetabular Shell s evoilable in cup sizes from 40mm to 80mm.

Confinuum Bone Screws (8.5mm ond 5.0mm} or Zimmer Trifogy"® Acetabular System or HGP 1l Bone Screws {6.5mm), all
manufecturad from fitanium olloy, are used when ndjunct fixation is required.

Replacement UHMWPE Liners

The Replocement Liner is monufactured from UHMWPE and 55 compatible with alf acetobular cups and shells manufoctured
From trabecular metal. The HA and Porous Cup Replacement Liner is comprised of UHMWPE with a fitanium locking ring.
All Replacement Liners ure marked to coincide with the Implex cup sizes.

Bone Screws

:mplix Bone Screws ore manufactured fram titenium olloy and are voilable in 5.0mm and &.5mm diameters with various
engths.

Cement Fly
The Cement PTug is monufactured from low-density polyethylene.

Note: Trabecular metol (tantalum depasited wpon a vitreous carben skeletan) is manufactured by Implex Corg. Under the
Implex: iahel, the trabecular metal biomaterial is also merketed under the frade nome Hedrocel®.
Al tmglex femorcl stems and bearing head companents are infended to function as total hip compenents when orliculoted with
Implex acetobular components. Variations in pafient size and shape may be accommadated by chaice of implant size. The
system is to be used with spedfically designed instrumentation. Implex Acetobulor comgonents ore infended for use with
Implex femaral heads or femoral heads manufuctured or distributed by Zimmer, In.

INDICATIONS

The use of the Implex Hip System is indicoted for:

u) Severely disabled joints ns a result of degenerative arthrifis or avoseulor necrosis.

b) Secondary revision of ¢ previously unsurcessful femoral compenent or total hip replacement.

¢} Other hip problems where cinical experience hus shown that alternative modes of treatment are less lkely to achiave
satisfactory results.

d) Fracture dislocation of the hip or irredudible fractures in which adequate fixation cannot be obtained.
e} Won-union or femoral neck or head fractures.
f} Salvoge of o failed primery or secondary otol or hemi hip,

CONTRA-INDICATIONS

a) Active or lateat infection in or about the hi joini are obsoiute rontrg-indications which shauld be ruled out in
patients wha exhibi:

1. fever andyor local infiammation
2. copid joint destrucfion or hone sbsorption 5 seen on X-ray
3. elevation of sedimentosion rate otherwise unexpluined, elevation of white bloed cell count or a significant shif in

-

b) Mental o newromuscolor disarders «rente un vnoceeptable risk of joint instability, component fixation,
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e} Hos byperckiive efler funge patienter er muligheden for struktursvigl of kompanenterne foreget. Der skl gares en stor
indsats for at begrasnse okfivitetsniveauer og reducere patienternes vaegl efter implantation.

f} Implex hofresystemkomponenter {omfatter ikke trobekulzre ocetabulum metolkompanenter) i ildke bruges sammen
med en kemponent fra en unden producent pgo. variationer i sterrelse, Jolerancer eller andre behandlingspraksiser
Implex trabekulzre acetabul lkomp ken med Implex femurhoveder eller femurhoveder, der
udelukkende er fremstiller aller distribueret af Zimmer, og ma ikke anvendes sammen med en komponent fra en anden
praducent pga. varintioner i starrelse, tolerancer eller andre behandlingsproksiser. .

I de titkelde hvor det er nadvendig? o blande kamponenter fra forskellige praducenter, skal kompatibiliretan mellem
kompanenterne sikres med hensyn il starrelse, foleroncer efler materialer,

g} Implantater mé oldrig ndres, bajes eller p nnden méde behandles efter levering af producenten.

h Det zirkoniumkeromiske hoved bestr of et nyt keromisk muteriole med begreenset kiinisk histore. Selv om mekanisk

afpravring viser, ot der delvist stabiliserede zirkoniumkugle producerer en relofiv llle partikelmangde, nér den bruges

sommen med ucetabulum skeler of polyetylen, er den totale puriikelmeengde ikke fostslger. Pa grund of den begraensede

Kliniske og preekliniske erfaring er de biologiske langtidsvirkninger af parfiklerae ukendre.

Implex knogleskruer er ikke godkendt 1 skruefostgaring eller -fiksering #il de posteriore elementer {pedikler) i den

cervikole, torakale eller fumbale rygsaile.

FORHOLDSREGLER

a} Mentale eller nearomuskuliere sygdomme, der ville skabe en unacceptabel risiko for ledinstubilitet, komponeatfiksering,
postoperutive komplketioner eller komponentstruktursvigt.

b) Kirwegen skal vaare fuldt bekendt med komponesterne ag den kirurgiske teknik, der vedrarer Implex hoftesysiemet. En
brochure am hafteseknik udleveres fil disse formal.

«) Nir kompenenten farst er implonteret, mt den oldrig genbruges.

d) Implex keramiske femurhoveder ma kun anvendes sommen med titonlegeringen eller kobakt-kromlegeringen fif hofiestem
med en 12/14 kenustap fra Implex Corp.

e} Nar en lmplex acetabulum komponent sztes sammen med ef femurhoved, der er fremstillet eller distribueret af Zimmer,
skel brugeren vaere fuldt bekendt med Zimmer komponenter ag kirurgiske teknikker og informeret om implantaternes
beregnede brug og risici. Se Advarsler, Forholdsregler oy Usnskede bivirkninger pa indlagssedlen, der falger med Zimmer
indsatsen. Las ogsd den relevante kirurgiske Zimmer teknik.

INSTRUMENTPLEJE - SARLIGE FORHOLDSREGLER

Korreki handtering, dekonteminering herunder forskylning, vosk, skylning oy sterilisering, opbevaring og envendelse ar
vigtige for alle kirurgiske iestrumenters ag prevekompenenters lange og Funkionelle levefid. Selv ved korrekt brug, pleie og
vedligeholdeke kan de ikke forventes ot vare evigt. Detle gelder i serlig gred for skiereinstrumenter (F.eks. borchovedes,
resmere, raspe, hulmejsler, styreskinner ag mejsler), drivi [F.eks. dre, b stodere, pinde, aksirakdere og
indbonkere) og provekomponenter. Disse instrumenter er ofte wdsat for stere belastninger op/eller steckrafer Under
siidanne Forhotd kon der opstd brud, isier ndr insirumentet er teere, Yeskadiger, skiret eller ridsel.

Efterse omhyggeligt olle insirumenter og provekomponenter for hver brug. Anvend ikke et drivinstrument, der er olvarligt
edslagt og slidt, eler ef skaereinstrument med sleve skar. Sleve instrumenter skal altid retanveres il Implex, s det kan
afgares, om gerskraning er mulig.

Bemaerk: af pd et tidspunkt opslides instrumenter og skal udskifies. Kontakt Implex Corp. angaende retningslinjer, der er
relateret fil pleje og hindtering of kirurgiske instrumenter.

UBNSKEDE BIVIRKNINGER

u) Postoperativ dilokation of hofieleddet er ropporterat.

b) Tidlig eller sen lasning af kompanenten er rapporfers.

€} Mefale sensitive reaksioner er rapporferet. Betydningen of sidanne reaktioner afventer en yderligere endersagelse

d} Ektopisk knogledannelse oy perifere nevropatier kan fare!

e} Trthedsfrakturer of totcle hoftekamponenter foreh sizident. Komponentfrakiur eller -slid fore) hynpigere
has tange eller hyperakive petiemter. Ef kontralateralt led eller en invalideret ekstremitel kan beluste komponenterne
vlorhaldsmizssigt meget.

f) En ny operation er underfiden nedvendig for ot karrigere en uansker bivirkning. | sieldne tlfalde kan kiniske
komplikationer kreve arthradesis of leddet eller amputation af eksiremiteten.

ANVENDELSE OG IMPLANTATION

Brer medfalger et komplet insteumenteringssat, der kraves il implantotion of komponenterne. Rentgenologiske skubelaner
hizlper kirurgen med of vurdere sterrelsen eller sterelsesintervallet, der skal bruges.

De medfalgende reomere, shrabere og prevekemponenter i instrumentsttet er de andelipe ofgerende Faktorer for den
prafesestarrelse, der skl bruges. Anvendelse of provekomponenterne for at bekrafe starrekesvaiget og ledstabiliteren
bevarer implantaternes infeqritet og sterilitet.

Possande placering of komponenterae er med Kl of undgd, af de belnstes ufiligtet ag kan forlznge implomaternes
funkfionelle levelid. Brochurer, der omhendler Implex hofteteknik, kan udleveres for ot give yderligere detoljerede
aplysninger am den onbefalede procedure.

STERILITET

Komporenterne 1 Implex hoftesystem er sterliseret ved “Co gommebestriling med en minimumdesls pd 25 kGy.
Xamponentens sterfliseringsdata eiler udlabsdo er rykt pé den udvendige pakkeetiket, Resterllisering of kemporenterne
onbefoles ikke specifikt. Alls polyetylenkomponenter er pokket i nitvagengus. Béde forseglingen pa udventipe ag indvendige
embatloge {den indvendige emballage indehalder k } skol grundigh efrerses for defekter eller utatheder, for
implantatet anvendes.

Prave/forelabipe kompanenter og andre instrumenter anvendes i ot bestemme sterrelsen, far den sterile emballage skol
dbnes. Prove-/forelabige komponenter og instrumenter skol steriliseres itelge insti iliseringsprotakall -
pracedurer. Desuden skal alle sterliseringsmetader vesre i overensstemmelse med relevante AdMA/ANSI/150 retningslinjer og
stondarder, og der skal opnis et steriiletssikkerhedsnivenu pd 10 Instrumeststarilisering or volideret for indpokkede instry-

l Indpokkede i kan dampsteriliseres ved en steriliseringstemperatur pd 134 °Ci 26 minutter med
en torvefid pd 30 mingtfer. instrumenter skal rengeres ifalge institutinans praiokoller og protedurer.

Amerikanske petentnumre:

5.593.451/5,443 519/5,545,698/5 571,200/5,571,01/5,287,861/5,702,487/5 486,181 /6,087,553/6,063,442
Implex Carp., 2003 Alle rettigheder forbeholdt

Implex, Continuum ag Hedrocel er regisirerede voremeerker, der filhorer Implex Corp

Timmer og Trilogy er registrerede varemrker, der fitherer Zimmer, Inc, Worsm
il ! Questions? Contact FDAICDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-81T§ L/
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nost-operctive complications, or component structural foilure,



¢} Insufficien: bone stack so es to make the bone unable 1o suppert and fix the component.

d} Implex (eramic Fomorol Heods are contra-ndicated for use with any ather thar an UKMWPE cup or @ metal hacked
UHHIWPE Cup.

WARNINGS

u) Sites of infection or patential infeciion distant from the hiy may spread ta the hip hematogenausly and should be regted
priar fo surgery.

b) The surgeon should be fully fomiliar with the components und the surgical fechnique regarding the Implex Hip System.
Implex Hip Technique drochures are supplied for such purpases

€1 Post-operalive dislocation is u serious complicatian of total ip surgery. Putients should be tremted in such a way ta reduce
the likelihood of dislacation uniil soft fissue can provide necessory stobility to the jaint.

d} Once implanted, the component must never be reused.

e} in overly uctive or heovy patients, the passibility of structurol failure of the components s increased. Every effort should

be taken to linvt aciivity levels and racuce the weight of the patients following implantafion.

mplex Hip System companents (not incluing Trabecular Metol Acetobular Components) shoule nat be used in conjunction

with o component of enother manufacturer becouse of variances in sizing, tolerances, or other processing procices. Implex

Trabeculnr Metol Acetabular Components may be used with Implex. lemoral heods or femoral heads manufactured or

distributed by Zimmer oply und shauld not be used in conjunction with o component of onother manufacturer because of

warignees in sizing, toferances, or other pracessing prartices.

Under the <ircumslonces necessitoting mixing components of different monufacrurers, compatibility between components

with regard ta sizing, tolerances, or materials must be pscertained.

g} Implanis must never be modified, bent or otherwise pracessad after shipging by the manufacturer.

b} The Zircanin Ceramic Head is composed of u new ceramic moterial with imited dinicol histary. Ahough mechanical festing
demonstrces thet wiven used with polyethylene acefabulor wups, the partially stabilized ireonium holl produces relurively
low omount of parficulates, the total amouni of particulate remains undetermined. Becouse of the limited clinical and
predinical experience, the long ferm biclogical eftects of the particulates ore unknown.

il Implex bor screws are nat uppraved for screw aitachment ar fixation to the postarior elements (pedicles) of the cervicl,
thoric, or lumber spine.

PRECAUTIONS

o} Mentol or nevromuscular disorders which woulg create an unocceptoble risk of jaint instability, component fixation,
postoperative complications, sr comparent structural failure,

b} The surgeon should be fully familiar with the comganents and the surgical technique regurding the Imalex. Hip System.
A Hip Technique brachure is supplied for such purposes.

¢} Once implanted, the component must never be reused.

d} Implex Ceromic Femoral Heads must be used with lmplex Corp. fitanium olloy o cobalt chromium allay i stems with o
12/14 taper runnion only.

&) When interfacing an Implex acetabulor component with a femoral head manufuctured or distributed by Zimmer, the user
shauld be fully fomilior with Zimmer comporeats and surgical techniques and informed of the implants” intended use urd
risks. Refer to the Zimmer Package Insert for Warnings, Precautions nd Adverse Effects. Refer o to the upproprite
Zimmer Surgical Techniue.

INSTRUMENT CARE-SPECIAL PRECAUTIONS

Froper hondling, decontomination, including prerinsing, washing, rinsing and sterilizotion; sterage and uilization are
impustant for the lang and useful lile of afl surgical instruments and provisianols even with torredt use, wore and maiatenunce,
ey should nat be expecled to lost indefinitely. This is especially true for cutting instruments {e.q., dvll bits, reamers, rasps,
gouges, guides, and chisels), driving instruments (e.q., drivers, mallets, famps, pins, exrocors, ond impodtors) und
pravisioncls. These items ure olten sublected to high loods and/or impact farces. Under such conditions, breakage con occur,
porticularly when the ifem is corroded, damaged, nicked or strafched.

Before each use, carefully inspect oll instrummentts and provisianals. Do not use o driving nstrument that is severely marred
and worn or o cutting instroment with dull edges. Dull instruments should aiwoys be returned 1o Implex to delermine if
rashorpening s possible,

Hate; That of soma point in time, inslruments wear aut and should be reploced. For guidefines related o core and handling
of surgical instruments cantadl Implex Corp.

ADVERSE EFFECTS

u) Post-operative dislocation of the hip joint has been reported.

by Early or late loasening of the companent hes been reported.

¢} Metal sensifivily reaclions have been reported. The significance of such rearfions mwarts Further study.

d) Heterotopic bone formation ond peripheral neureputhies may occur.

&) Faligue fractures of total hip components have rorely occurred. Companent fracture ar wear is more likely i heavy or
averly oetive patients. Contralateral joini or extremity disobilfty may place  disproportionate laod on the componens.

fi Re-aperation is samefimes necessary a correct on adverse effect. On rare occasions, dinical complicarions moy require
orthrodesis of the joint or omputation of the fimb.

UTILIZATION AND IMPLANTATION

& complete st of instrumentution necessury for the implurtatian of the components is supplied. Rudiograp
the surgeon in estimeting the size or size runge ta be used.

The ceamers, shavers, und trials pravided in the set of instruments are the final determinants of the prsthefi size to be used.
Use of the trils lo confitm size selection and joint stability preserves the integrity and steriit of the implants,

Appropriate placement of the companents hielps fo avaid unintended loading of the components and may improve service life
ol the implants. Implex Hip Technigue brochures ore oveilable to provide additional detoiled informotion regarding the
recommended pracedure.

STERILITY

mplex Hip System components are sterilized by menrs of *'Co gomma irrediation a1 o minimum dose of 25 kGy. The date of
the componest sterilization ar expiration is printed on the outer puckage label. Resterilization of componens is specifically not
recommendad. Al polyethylene componens are Nitrogen ges packaged. Bath outer and inner package finner cortaias the
campenent} seols should be tharoughly inspected for defects of leaks hefore using the implont.

|,

assisl

Trals/Pravisionals and other instruments are used ta determine sizing hefore the sterile pockage neads to be opened.
Trinls/Provisionels end instruments should be sterilized in nccardance with insfitulion sterfizatian pratocols end procedures,
Further, oll sterilizafion methods must comply with the appropriate AAMI/ANSI/ISG guidonce's and stundards, ond o sterility
level of 10 stiould be achieved, instrumentatian sterilizotion has been vliduted for wrapged instrument cases. The wrapped
instrument case may be steam sterilized ot a sterilizotion temperature of 273° F (134° ) for 20 minutes, with o drying fime
of 30 minutes. Instrumeats should be cleaned in accordance with institution pratocols and procedures.
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Implex Heupsystemen

PR

OMSCHRIIVING

De companenten vaa Implex heupsy zim:

Modulaire femur-heupstelen, comentviil: Hydroxylapatiet (HA} en poreus

De met Hi gecoate steel s vervourdigd van titaniunlegering en he praximale gedeelta is gecon met hydroxylapatiet met
een hage graod von zviverheid, dichtheid en kristolvormigheid. De poreus geceate steel is vervanrdipd von kobait-
chraomlegering, waarbhil het poreuze oppervink wardt yevarmd dour een parelsiructuur van kobalt-chraomlegering.
Femur-heupstelen voor g d gebruik , modulair, voorzien van kep met voste droagvlokken en
cementspogers

Be femurstelen voor gecementeerd gebruik worden vervoardigd von gegoten of gesmeda kobali-chrosmlegering. Voor
et gecementeerd gebruik von stelen is een opgeruwd proximaol apperviok of een zideglansofwerking henodigd.

Yoor olle stelen iin botcemenispacers van polymethylmethatrylaat (PMMA] verkrijgbor.

Koppen met moduloir draagvick, 22 mm, 26 mm, 28 mm en 32 mm

Kappen met madulair draagvlak worden vervaardigd van gesmede kobalr-chroomlegering, met naar keuze 2en wel of niet
met stikstofionen gebombordeerd opervlak von keramisch sluminiumoxide of zirconium. De koppen mel modulair
draagvlak zijn voorzien van een conus voor ket samenvoegen met de modulaire femurstelen, en 7 2iin verkrijgboar in
uiteenlopene halsoffseHengtes. De metulen koppen ziin mel twee canustypes verkrijghaar. Een kap mel een bepaolée
conus maet overeansternmen met de conus ap de femur-heupsieel. De keramische koppen zijn alleen met 12/14 conus
verkiijghoor en  konnen  vitsluitend  bij  femurstelen met  12/14  conus  worden  gebruikt,
Monoblack Trabecular Metal [poreus tantaal) acetabulumeups met en zonder schroefgaten

Monablock Trebecular Metal acetabulumcups warden vervaardigd van Trabecular Metl {tantaal ofgezet op een skelet van
vilreuze koolstof) en aen kraagring von ltaanlegering, waarin, rechisiveeks in hef Trubecular Metel, UHMWPE is geperst
De seetobulumcup van Trabeculor Metol s elliptisch von vorm.  Er zijn acefubulumeups van Trabecular Metal verkrijgheor
in diverse viokhoaken en binnendimetermaten. Monablock acetabulamiups zijn verkidighoor in cupmuten van 40 mm
o1 70 mm. 0ok zijn de manoblack acetohulumcups van Trabeeular Metol beschikbaar in kruiselings versterkte uitvoering,
in buitendiametermaten van 52 mm fof 70 mm.

Monoblock poreus gecoute en HA-geconte ocetabulumcups

De poreus gecoate acetabulumcup is voorzien vn een parelconting van titaon ven uivere handelskwaliteit en sen bij
fabricage. gemonteerde voering van 100% polyethyleen, De HA-gecoote acerabulumeup hesh een coating von
hydroxylupatiet en 2en bij fabricage gemonteerde voering. Er zijn acetabulumeups verkrijghaar in diverse vlokhoeken,
en elke viokhoek word! geleverd in diverse binnendicmetermeten. De cwps i verkrijghear in cupmaten van 40 mm tat
70 mm,

Modulaire acetabylumcup /omhulsels

D modulaire, eliptisch gevarmde acetobulumeup/omhulsels wordea verveardigd ven trabeculair matoal vitgerust met
ean binnenopperviok ven fitaonlegering of met sen buitenagperok van miver fitoon van handeldewelitelt in
parelstructuur. De vergrandelring en da plugs vear de yewelfgaten ziin gemackd van fitanlegering. De modulaire cun is
verkriighoar in cupmaten van 40 mm fat 70 mm,

Modulaire 0°-, 10°- en 20°-voeringen van UHMWPE

Er zijn moduloire UHMWPE vaeringen verksijghuor in drie viakhoeken, en elke vlokhoek wordt geleverd in diverse
binnendismetermaten. De modulnire voeringen zijn veorzien van schelpvormige schalen op de buitenrand. Hierdoor
wordt et chirurgen mogelijk gemaakt, de viokhoak intraoperatief in 12 drogien.

Acetohulumcups ven 100% polyethyleen voor gecementeerd gebruik

De ueetobulumcups van 100% polyathyleen zijn vervaardigd van palyethyleen met ezn ulirahoog moleculair gewicht
(UHMWPE) en 2ijn voarzien van een ring van kobalt-chroamlegering voor rintganmarkering. Er zijn ncelobulumeups ven
100% polyethyleen verkiiighaar in buitendiametermaten van 40 m fat 20 mm, in foencmestoppen van 2 mm, De
oeetubulumeups van 100% polyethyleen zifm verkrijghaar in twee wlokhosken (07 en 10°), en beide viokhogken worden
geleverd in diverse binnendiometermoten,
+ Trabecvlgire metalen acetabulom Is voor revisie, ougmentatiestukhen en restrictor

Traheculuire metalen ocetabulum-augmentotiestukken worden gehee! vervaardigd van rabeculair metul {tontaal afgezet
op een skelet von vitreuze koolstof). Het trobeculair metalen acetobulum-augmentatiostok wardi met behulp van
botcement oan de poreuze acetchulumcup gebechi. De consiructie von porews ocelohulum-ougmentatiestuk en
acetobulum is zowel voor gecementeerd ol voor ongeg d gebruik bedoeld Het rabeculoir metolen acetabolum-
omhuisel voar revisie s ellipisch van vorm en is vervuardigd van trabeculuir metacl met ean kruagring van fitoanlegering.
De trobeculaire metelen revisic-ccetohulumeun is verkrijgbaor met gewelfschroefgaten. Hel trobeculair metalen
seetbulum-omhulsel vaor revisia is bestemd voor gebruk met een gecementeerde vervangingsvaering van UHMWPE.
Het irabectlair merofen ocetabulum-omhulsel voor revisie is verkriighaar in cupmoten van 40 mm to1 B0 mm.
Continuur botschroeven (6,5 min en 5,0 mm), met botsthroeven behorend fat het Zimmer Trilogy” acefobulumsysteem
of met HGPH batschraeven {6,5 mm). Deze producten zijn alle vervaardigd van fitaanlegering en worden gebruikt ols
ornvullende fixatie vereis) is.

Vervangingsvoeringen von UHMWPE

De vervangingsvoering wordt vervoardigd van UHMWPE en is compafibel met alle acetabulumeups en -omhulsels die von
tobeculair metoa! zijn gemaaki. De vervangingsvoering vour H-gecoate en poreuze cups is ven URMWRE en is voorzien
von een vergrendelring van titoan. Alle vervengingsvoeringen zijn geéikettaerd in overeenstemming met de doar Implex
gevoerde cupmaten,

Botschroeven

Implex botschroeven worden gemankt van tiaanlegering. De sthroeven ziin verkriighaor in diametermaten van 5,0 mm
en 6,5 mm enin uiteenlopende lengtematen.

Cementplug

De cementplug is vervoardigd van polyethyleen met een lage dichtheid,

Opmerking: Trabeculnir metcol {tomtacl afgezet op sen skelet van vitreuze koolstof) wordh gefabriceerd door Implex Com.
Onder het Implex handelsmerk wordt het biomaterioal ven tobeculair metmot ook op de markt gebracht onder de
hendelsnoom Hedrocel®

INDICATIES

Het gebruik van het Implex heupsysteem is geindiceerd voor:

a) Gewrichten die als gevalg vun degeneratieve artritis of avastulgire necrose emslig verminkt ziin,
bl Secondaire revisie von een eerder mishukte femurcomporentimplantotie of telale heupartroplustiek.

t} Overige heupklachten waarkij kifnische ervaring heeft cangetoond dat andere behandeimethodiaken een geringere kons
ap bevredigende resuliaten bieden.

d) Froctuurdislocatie von de heup of niet-reponeerbore frachuren waarbij geen adequate fixalic kon worden verkregen.
e) Pseodo-artrose van femurhels- of kopfracturen,
f} tierstelbehandeling van een mislukte primaire of

»

.

totele of hemi-heupariroplastiek ”-] )
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pgewrichi zijn te contia-indicofies. Deze dienen fe worden witgesloten bij
petignten met de volgende symptomen;
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BESKRIVELSE

Implex hafresystemkomponenter bestdr of: Records processed under FOIA Request #

Modulere femurhoftestem, cementfri: HA (hydrexylapatit) og porose

Det HA-betagre stem er fremstillet af en fitanlegering og er belag med hydroxylopatit med en hef grad of renhed, izzthed

ag krysialindhold i den proksimale del. Det porase helogte stem er producerel of en koboli-kromlegering med

koholi-kromlageringsbobler, der donner den parase averflade.

Cementerede femurhoftestem, modulaere og fikserede stuliehoveder med cementmellemstykkes

De tementerede femurstem er fremsilet of enten en stebi kobalt-kromlegering eller en svejset kobolt-kramlegering.

{ementerede stem er udstyrer med enten en grov averflode proksimahi eller en atloskoverfiade. Meflemstykker of

PkA {polymetyimetokrylat) -knoglecement kan fis 1 dlle stem.

Modulere stottehoveder, 22 mm, 26 mm, 28 mm og 32 min

Modulre stattehoveder er fremstillet of en sveisel kobol-kromlegering med oy uden nitrogenionbomborderel

overflode, aluminakeramik og zickenivmkeramik. De modulare stattehoveder er udsiyret med en konus til montering

il de madulare femurstem og leveres med farskellige halsforskydningstzngder  Metathovederne fis med 1o kenusser.
Et haved med en specitik knus skal svare til konussen pa den femoral haftestem. De keramiske hoveder fis kun med
12/14 kenus og mé kun anvendes pé en femoral stem med 12/14 konus.

* Acetobolvmcupper at blok trabekulzert metel med of uden skrvehuller

Acetohulumeupperne of monablok trobekulzrt metal er fremstillel of srobekuleert metal {tantol aflejrer pa et glashirdi

kulstofskelet) og en ring med fitorlegeringsflode med UHMWPE direkte formpresset i det trabekulmre mefal.

Acetabutumeuppen of trabekulert metal har en elliptisk geometri. Acetabulumeupperne of trobekuleert melal leveres i

forskellige kantvinkler og indvendige diametre. Acetabulzm monablokeupperne leveres i cupsterrelser fra 40 til 70 mm.

Acetobulum monoblokcupperne of trobekulzn metel feveres i tvarforbundne forbedrede udgaver med ivendige

diametersterrelser pd 52 1il 70 mm,

Porost belagte og HA-belogte acetabulumeupper

Den parast he?ugte ucetabulumcup har en kemisk ren, poras, perleagtiq fitanbelegning og en fobriksmonteret indsats kun

bestiiende of polyetylen. Den Ho-belagte acetobulumcup har an hydroxyopatithelzgning og en fubrik indsats.

Acetobulumcopperne leveres i forskellige kantvinkler, og hver kanivinkel leveres i farskellige indvendige diometra.

{upperne leveres i cupsterrelser fra 40 1il 70 mm,

Modulzre acetobulum skiler /skaller

De modulzre elliptiske acetabulum skaler/skaller er fremstillel of enten rabekulrt meral med en indvendig overflade

of en titanlegering eller med en kemisk ren bobbelformet udvendig titanoverflade. Léseringen og tophulsprappeme er

fremstillet of titanlegering. Den madulere skilleveres i sterrelser fra 40 il 70 mm.

Modulere UHMWPE-indsatser 0°, 10° og 20°

De modulzre UHMWPE-indsatser leveres i ferskallige kontvinkler, og hver kantvinkel leveres i forskellige indvendige

diometre. De modulre indsatser hor tunger pd den vdvendige komt, der gar det muligt for kirurgen of indstille

kantvinklen peroperativt.

Cementerede acetabulumcupper fremstillet vdelukkende af polyetylen

Acetabul deluk} nllmhai molekylervaegt og er udstyrer med en

uppeme er de fremstillet of polyetyien me
rantgenclogisk markerrirg, der er fremstille? of en keholi-kromlegering. Acetobulumcupperns fremstillet udelukkende of
palyetylen leveres i udvendige diometersiarrelser pd 40 - 70 mm med 2 mm ifervaller  Atobulumcupperne of
polyetylen leveres med fo kantvinkler {0° og 10°), og hver kontvinkel leveres med forskeflige indvandige diametre.
Trabekulxre acetabulum metalrevisionsskaller, forstzrkninger og hegransning
De trabekulzere ocetabulum metolfarstarkninger er framstillat udelukkende of trobekulrt metal tental anbrugt pd et
glashésdt kulstofskelet). Den trobekulzre acetobulum metalforstzrkning ar fostgjort tl den porese ocetobulum skal vha.
knaglecement. Den porese ccelabulum forsteerkning/acetahulum konstruktion er beregnet fil brug med ag uden cement.
Den trohekulzre acetabulum metalrevisionsskal hor en elliptisk geometri og er fremsiillet of trabekuliert metal med en
ting med en litanlegeringsflade. Den trabekulere ocetabul Irevisionsskal leveres med topskruehuller. Den
franekulzre acetobulum metoevisionsskal er beregned bil brug med en cementeret UHMWPE-raserveindsats. Den
trobekulre acetubulem metofshel leveres i skilstorrelser fra 40 il 40 mm_
Continuum knagleskruer (8,5 mm og 5,0 mm} eller Zimmer Frilagy” acetabulum system efler HGPII knogleskruer
{6,5 mm}, alle fremstiller of thanlegering hruges nar supplerende fiksering er nadventiy.
UHMWPE-reserveindsat ser
Reserveindsatsen er fremstiller af UHMWPE ag er kempatibel med alle acetabulom skiler og skaller, der er framstillet of
frabekulzn metel. HA-skilreserveindsatsen og den porese skilreserveindsats bestdr af URMWPE med en titonlisering.
Det er morkeet pé alle reserveindsatser, at de passer sommen med Implex skélstarrekserne.
Knogleskruer
Implex kngleskruer er fremsiillet af en titanlegering o leveres i 5,0 mm og 6,5 mm diamete med forskellige lngder.
Cementprop .
Cementproppen er fremsillet of polyerylen mad en lov 1athedsgrad.
Bemaerk: Trobekolzrt metal {tontol anbragt pd et gloshard kulstofskelet) er fremstillet of Implex Corp. Under Mmplex
etiketten er biomateriaiet trobekulzrt metul ogst morkedstert under varemazrket Hedrocel”.

INDIKATIONER

Brugen af Implex hoftesystemet indiceres fil:

n) Svaert inveliderede led som ef resultat of degenerativ arthritis eller korfri nekrose.

b) Sekundar revision of en fidligere svigtet femurkomponent aller en total haftesubsfitution.

¢} Andre hofteproblemer, hvar klinisk erfaring har vist, at def er mindre sandsynligl, af der opnés tilfredsstillende resulfater
vha. obernative behandlingsmeder

d) Frakturgislokation of hoften aller irreponible fraktures, hwor der ikke kan apnis tlsiakkeliq fiksering.
&) Manglende heling eller frakturer i femurhals eller -hoved.
f) Bevarelse of en svigtel nrimar eller sekundzr totol eller halv hofte

KONTRAINDIKATIONER
o) Akdiv eller latent infektion i eller omkring hofieleddet er obsolutte kontraindikationer, som skol udeiukkes hos patienter,
Som viser

1. feker og/eller iokal betendelse
2. huriig leddestrukiion eller knogleresorption som vist pd remigentilleder

3. ellers ufarklaret forhajekse of sznkningshastigheden, forhujelse of det hide blodbillede eller et tydeligt skift i differ-
entilizllingen.

bl Meniole eller neuromuskulzre sygdomme, der ville skahe en unacceptabel risiko for ledingtahiliter, kampnentfikseiag,

postoperative kamplik eller kom ukdursvigt.

¢ Utilsiraekkelig knaglestomme til at gare knaglen i stond il o slatte og fiksere kompanenten.

d} Implex keromiske femurhaveder kontraindiceres Kl brug med andre komponenter end en UHMWPE-skdl eller en
melalsiattet UHMWPE-skal.

ADVARSLER

a) Infektionssteder eller potentiel infektion fiernt fra hofien kan fordrsage hesmotogen metnstasering fil hofien og skel
hehardbes inden indgrebet.

b} Kirurgen skol vare fuldt bekendr med knmponenterne og den kiruryiske feknik, der vedrarer implex: hoflesystemet.
Brochurer, der omhandler implex hefietaknikken, feveres of Implex il disse formel.

o} Postoperetiv dislokation er en betznkefiy komplikation ved total hafreoperation. Patienter skol behandles, sd risikoen far
dislokation reduceres, indtil bladdele kun give den nedvendige siabilitet 4l ledder.

d} Mér komponenten ferst er implontered, mt den oldrig genbruges,

-

Lo s g IR T
2. versneide gewrichtsdestrudtie of botahsorptie die op rintgen-opnomen woarneembaar ziin
3. een verhoogde hloedhezinking waarvor geen andere verkluring kan worden gegeven, een verhoagde leukacyten-
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b} Mentale of nevromusculeire stoornissen woordoor een onaonvoardbuer risico von gewrichisinstabiliteit zou onéstaan,
fixatiz van campanenten, postaperatieve complicaties of structurele molfundlie van companenten.

¢} Insufficiéntie von botmossa, woardoor het bo! amvaldoende ondersteuning biedt om de component ta fixeren.

d} De keramische femurkoppen von Implex zijn gecontro-indiceerd voor toepassing met andere cups. dan een URMWPE cup
of een met metool beklede UHMWPE wp.

WAARSCHUWINGEN

u} Op alstand van de heup gelegen [potentizle) infectiehnarden kunnen zich via de bloedbuan naar de heup vitbreiden en
dienen vodr de chirurgische pracedure fe worden behandeld.

b) De chirurg dient zich valledig vertrouwd te hebben gemacki met de companenten en de chirurgische technicken
samenhangend me? het Implex heupsysteem. Daartoe warden door Implex brochures over de Implex heuptechnieken ter
heschikking gesteld.

o) Pastoperatieve dislocatie is een ernstige complicatie van totale heupchirurgie. Patiénten dienen op een zodunige wijze te
worden: behondeld dof het risico van dislocatie wordt verminderd, toidot er zich voldaende zacht weetse! vormt om het
gewrichl de nodige stabiliteit te geven.

1) Een component mag naoit worden hergebruiki nodat deze eenmanl geimplonteerd is geweest,

2} Bij evermatig uctieve of zwnorlijvige pofiénten bestoal een vergrool risico van folen van de componentencenstrucie. Na

een implantatie dient de behondeling nadrukkelijk gericht te zijn op heperking van de fysieke aciviteit en ap vermindering

van het lichoamsgewicht van dz patigni.

Men dient dz componenten van het Implex heupsysteem {wourhi] niel inbegreoen de trobeculuire metalen ncetobolum-
p ] niat te gehruiken in combinatie met comy von onidere fnbrikonten, omdet de maattoleranies of

andere procesgegavens kunnen ofwijken. De Iroheculoire mefolen ocetabulumeomponenten van Implex kunnen

uitsluitend worden geruikt in combinatie met Implex femurkoppen sf met femurkogpen gefabriceerd of verhondeld door

Zimrmer; de frabeculoire componenten dienen niet fe worden gebruikt met comy von andere fabrikanten, omdat
de maattoleranties of enere procesgegevens kunnen afwijken.
Indien de omsiandigheden het gemengd gebruik van componenten van verschillende fobiikonten noodzakalik maken,

dient men zich te vergewissen van de onderfinge compatibiliteit van de componenten ten oonzien van maatvoering,
toleranties en materialen. -

g} linplontaten mogen na verzending doo: de fobrikant nooit worden aongepast, gebegan of anderszins bewerkt.

h} De Zirconia keramische ko is pemookt van een nieww keramisch materioal —zirconium—met een beperkte klinische
bestoansgesthiedenis. Hoewel doar mechanisch testen is cangetoand dat de gedeeltelijk gestobiliscerde sircenim kogel
b het gebruik in combinatie met polyethyleen acetobulumeups eex relafief geringe hoeveelheid losse declties afgeef, is
het totale quantum acn partikelties nog niet vastgesteld. Vanwege de beperkte kiinische en preklinische ervaringsopbouw
xijn de hialagische vitwerkingen van de partikels op lungere termiin nog niel bekend.

i} Botschroeven von Implex zijn niet goedgekeurd voor schroefbevestiging of fixatiz van de posterieure elementen
{nedicelus) van de cervicale, thorocale en lumbale wervels.

VOORZORGSMAATREGELEN
a} Mentole of nevromusculaire: stoornissen woardoor een onoanvaarchaar Fisice van gewrichtsinstobiliteit zou onfstaan,
fixatie van component i plicaties of structurele molfunctie von componenten.

b) De chirurg dient zich vollediy vertrouwd fe hehben gemoakt met de componenien en de chirurgisthe rechniaken
samenhangend met het Implex heupsysleem. Daertoe wordt een brochure over heuptechnieken ter beschikking gesteld.

«J Een component mag naoit worden hergebruiki nodat deze eanmaal geimplenteerd is geweest.

d) De keramische femurkappen van Implex kunnen vitsluitend worden gebruikt in combinatie met heupstelen van fitagn- of
kobali-chraomlegering, geleverd doar Implex Corp. en voorzien van een 12/14 conische draitap.

&) Indien men een Implex acetobulumcomponen) koppeli mel een femurkop gefubriceerd of verhandeld door Zimmer, most
de gebroiker zich volledig vertrouwd hebben gemoakt met de Zimmer-componenten en de daoroan gereloteerde
¢hirurgische technieken, en moet hij of zij zich op de hoogte hebben gesteld van de gebruikshestemmingen en risica's van
de implontaten. Reodpleeq de verpakkingsbijsluiter von Zimmer om kennis. e nemen van de woorschuwingen, vaor-

! egelen en bijwerkingen. Roodpleag eveneans de relevonte chirurgische techniek van Zimmer.

SPECIALE VOORZORGEN M.B.T. INSTRUMENTVERZORGING

Voor een lange en nuttige gebruiksduur van alle chirurgische i en en proefcomponenten zijn een d i
hehondeling, enfsmeting voarspoelen, wassen, spoelen en sterilisatie), opstog e gebruik belangrijke factoren.
Zalfs bii smetteloos gebruik, verzorging en onderhoud mag echter geen onbeperkete levensduur worden verwacht. Dit geldt
in het bijzander vaor de snii-instrumenten (b.v. boorbits, ruimers, raspen, qutsen, geleiders en beitels), impactie-instrumenten
{bv. drogiers, homers, stmpers, pirnen, extraclors en impactors) en proefcomponenien. Deze artikelen worden dikwils
blootgesteld vn rwure belostingen en/of impoctikrachten. Onder zulke omstondigheden kan breuk apireder, vooral
wanneer het gereedschop is gecorrodeerd, heschodigd, gekerfd of bekrost.

Inspecieer olle insirumentzn en proefeompanenten zorgvuldig véor elk gebruik. Mook geen gebruik von impaciie-
instrumenten die ernstig zijn ontsferd en versleten af snij-instrumernten met botte snijronden. Batte instrumenten dienen olfjd
naor Implex te worden geretourneerd, zodut ken worden bavordeald of <lijpen mogelik is.

Opmerking: Yroeger of loter verliten alle instrumenten en moeten zij worden vervangen. Neem vaor richilijnen over de
verzorging en behendeling van chirurglsche instrumenten contact op met Implex Corp.

BIJWERKINGEN

a) br zijn meldingen geduan von postoperatieve dislocatie vin de heup.

b} Oak is losraken van de comparent in een vroeger of Infer stodiym gemeld.

¢} Erzijn meldingen van metaclovergevoelighsidsreacties. Ten aanzian von de significantie van dergelijke readties wordt nog
nader onderzoek verricht.

o) Heterotupe batvorming en perifere nevrogathieén kunnen vaorkemen.

e} Sporadisch is fractuur door metoalmosheid ven componenten bij totale heupvervanging voorgekomen. Zwaarliivige of
avermatig clfgve patignten lopen meer risico van froctuur of slitege vor componenten. Een comraloteraal gewticht of
invaliditelt van een ledsmoat kan de orzack zijn van een onevenredige helosting van de componenten.

1) Soms is herbaling van de ingreeg noodzakelijk om een bijwerking te corrigeren. In zeldzame gevallen kan door Klinische
complicaties de noodzaak onlstaon van ortrodese von het gewricht of emputatie van het fichaamsdel.

GEBRUIK EN IMPLANTATIE

Eer volledige set instumenten benodigd voor implantatie ven de comp wordt bijgeleverd. Rinigensioblonen bieden
de chirurg hulp bij het schatten ven de maat of het moatbereik de moet worden gebruiki.

De ruimers, schaven en proefcampenenten die van de instrumentenset deel vitwaken geven uiteindelijk de doorslng ten
aanzien van de prathesemaat die moet worden gebruiks. Door gebruikmaking ven de proef vaor het bevestigen
van d maatkeuze en gewrichtsstobiliteit blijven de implontoten en bun sterilteit onuangetast.

Doar campenenten in een juiste passing e plaatsen vermijdt men het annodig inbrengen von campanenten en kan de nuttige
gebruiksduor von een implantont worden verlengd. Er zijn brochures aver de Implex heuntechnieken heschikboor, die
wanvullente detalinformatie bevatten aver de aanbevolen procedure.

"’:[l (ﬂ

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



STERILITEIT
De componenten von het Implex. heupsysieem worden gesteriiseerd door Hloatstelling aan “Co gommasiraling met een
minimumdosis van 25 kGy. De steriisatiedatum of de uitersie gebruiksdatum van een component staal op het etiket van de
huitenverpskking gedrokl, Rersteriisatie van componenten word: uitdrukkelifk afgeraden. Alle camponenten van
polyethyleen #in in stikstolgos verpaki. De sluitingen van de buiten- en binnenverpokking (de binnenverpakling bevot de
componnt} moeten grondig worden geinspecteerd op defecten of lekken voordet men het implanioat gebruikt.

Voardat de steriele verpokking word geopend, moet met behulp von proefcomponenten en andare instrumenten de [uiste
pussing von het impluntnat worden bepacld. Progframponenten en insirumenten moeten worden gesteriliseerd overesnkom-
siig de sterlisatieprotocollen en -procedures von het ziekentuis. Bovendien moeten alle sterliswiiemethoden voldoen aan de
relevante ANSI/AAM/1S0-richtfjnen en -normen, en moet er een sterilteitsgraad van 10% worden hereikt. De sterlisatie van
instramenten is gevalideerd voor in sterlisafiedack gewikkelde insir usseties. De in sterlisotiedeek gawikkeld
instrumentencassette mog gedurende 20 minuler mef sfoom worden gesteriiseerd bij een sieriisatietemperatour van 134 ko
an maet 30 minuten drogen. De insirumenien moeten worden gereinigd overeenkomsig de protocollen en procedures van
het ziekenhuis.

U5 Patent Nis.
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Ymplex, Continuum en Hedrocel ziin gedeponeerde handelsmerken von Implex Corp.

Zimmer an Trilogy ziin gedepancerde hondelsmerken van Zimmer, Inc.. Worsmv, il

Systemes de hanche Implex

DESCRIPTION

Les élémems du systéme de hanche Implex sant les suivants -

 Tiges de hanche fémoral lulgires non cimentées : hydroxyapatite {HA) et poreuses

Lo fige revétue KA est fabriquée & parti ¢'un ollinge de fitone et sa section graximale est revétoe ¢ hydroxylopalite de
heiwte purets, densité ef cristalliniis. Lo lige & revétement pareux est fabriquée @ partir d'un allivge chrome cobalt, les
goutlettes doliage chrome cobalt forment la surface poreuse.

Tiges de hanche femoral , 1ée & palier modulnire et fixe avec piéces d’espacement en diment
Les Yiges de hanche Femoroles memées sont fubiiquées  porti d'un clliage chrome tobalt maulé au &'un allinge chrome
cabalf corroyé. Les tiges dmentées présentent en lsur partie proximele une surface rugasifiée ou une finition saiinée.
Les piétes d‘espatemen) osseux en tment de méthocrylate de nolyméthyle {PMMA} soi disponibles pour toutes les figes.
s Tétes 4 palier modulaire, 22 mu, 26 mm, 28 mm et 32 mm

Les totes o pelier modulaire sont fobriquées en alliage chrome cohali corroyé over des opfions de surface ovec
bombardement ionitue d'azote ou sans bombordement ionique, en céromique tluminge ot en reramigue Tirende, les
+éfes & palier modulaire sont équipées d'un cne pour Tassembluge wux tiges {émorales modulaires et sont proposées en
differentes langueurs de dérolage du col. Les fétes de métol sont disnonibles en deux cones. Une téte avec un cine
spécifigue devreit correspandre uy céne sur lu tige de hanche famorcle. les tites de céramique sont uniguement
disponibles en ines 12/14 et devraient uniquement élre ufilisées sur uae tige fmorale aver un cone 12/14.
Cupules acétabuloires monobloc en métal trabéculaire avec ef sans frous de vis

Les cupules acétabuloizes manobloc en métal tiabéculvire sont fabriquées ea métal frabéculaire (tontole dépasé sur un
squelette ce carbane vitraux) over une bogue de foce en allinge de fitene avec UHMWPE moule directement por
compression dans '2 métal trabéculaire. Les cupules ociabulaires en métal trabéeulaire ont une gtométrie elliptique. Les
rupules acétnbuluires en métol trabéculaTie sonl disponibles en divers angles de face et diamatres intérieurs. Eles existent
pour des trles de cupules de 40 8 7 mm. Les eupules acétahulaires manabloc en metal irabéculaire sont disparibles en
option réticulée ovec des diométres extérieurs vaviant de 52 & 70mm.

Cupules acérobulsires a revétement poreux ef 4 revatement HA monobloc

Les cupules octabulaires @ revétement poreux son! recouvertes d'un revétement de goutieleties de fitane pareux ef
passédent une garmiture fout polyéthyléne montée doriyine. Les cuples océtabuluires o revétement HA sam

o un revéternent dhydroxyapafite et possédent une garniture montée darigine. Les cupules acétabulaires sont proposées
en diffrents ngles de face et chogue angle de face existe en différents diamiétres inférieurs. Flles existent pour des foilles
de cwpules de 40 4 70 mm.

Cupules/coques acétobulaires modvlpires
Les cwpules/coques acétabulai Julgires sont soit ¢n méfal irabéculgire over une surfuce intérieure en
ullioge de titane, scit en filone avec des goutielettes de litene formant un revélement externe poreux. La bogue de
fermeture el le houchon de caupole sant fabriqués en allinge de Yitune. Les cupules medulaires existent paur des ailles de
cupules e 40 & 70 mm.

Garnitures modulaires UHMWPE 0°, 10° ef 20°

Les garnitures UHMAPE modulaires sonf praposées en frois ngles de face el chogue angle de foce existe en différents
diaméres intérieurs, Les gomitures modulaires présentent des festans sur le hord externe pour permetire aux chirurgiens
docceder & Pongle de face au caurs de Fintervention.

Cupules acétabuluies tout pelyéthyleme dmentées

Les cupules aeétabulnires tout palyethyléne sont fobriquées en polyéthylenz & irés haut peids moléculuire el possédent un
ameou de morquoge radiogrophigue en alioge <hrome cobalr.  Les cupules acétohulcires taul palyéthyléne sont
disparibles oves des diamatres extérieurs voriant de 40 & 70 mm por incréments de 2 mm. Les wpules océtabulaires fout
palyéthyléne sont proposées en deux angles de Fore {0  ef 10 °) ef chague angle de face existe en différents dismétres
intérieurs.

Coques acétabulaires de révision, augmentaiurs ef r en métol trabécvlaire

Laugmentaleur acétobulaire en métul trabéculaire st entiérement fakriqué en méial rabécalaire (tantale depose sur un
squelette de corbone vitreux). Laugmeniteur ecétobulsire en métel trabéculairs est fixé sur lo cupule acétobulaire
porevse & Iuide de dment & os. Le systéme acétaulaire/augmentateur acé bolaire poreux est congu our des usages
aved et sans dment.

Les cogues ncélohulaires de révision en métal trabéculaire ont une géoméirie elliptique et sont fobriguées en métal
trobéculbire avec une bague de face en liage de tilane. Les coques acétabulaires de révisian en métal trobérulaire
exister avee des frous de vis pour coupole. La ceque acétabulaire de révision en métal trabécultire est testinge & élre
uflisée avec lo garniture de remplacement cimentée UHMWPE. Elle existe pour des tailles de cupules de 40 & 80 mm.

il convient d"wilisre les vis @ os Confinuum (6,5 mm et 5,0 mim), le systéme oeéiabulaire Zimmer Trilogy” ou les vis & 05
HGMI (6,5 mm), tous Sabriqués e gllinge de titane, |arsr$u‘une fixation supplementaire est requise.
Garnttures de remplacement mmtlons ? Contact F DA/C[B

Lo garniture de remplacament est fobriguée en UHMWPE of est campatible ave foutes Jes cupules ef coques acétahulaires
o mill Irabécutuire. La gamniture de remplocement HA e poreuse est Tubriquée en UHMWPE ef comparte une bogue de
Fermeture en titene. Toutes les garmitures de remplatement sont morguées pour carrespondre aux dimensions des cupules

.
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Vorderseitenwinkel mit verschiedenen Innendurchmessern erhililich ist. Dl moduoren Einlogen haben Zacken am
iuferen Rand, domil der Chirurg iniruoperotiv den Yarderseiterwinkel einstellen konn.
Tementierte Ganzpolyithylen-Acetabullumschalen
Die Gun:polyiilhylen—A(emhuHumschulen werden ous Polyéthylan mit ulirahehem Molekulargewicht hergestellt ung haben
vinen Rontgenmarkierungsting, der aus Koblr-Chrom-Legierung hergestellt wird. Die Ganzpalyithylen-
Aeetobuliumschalan siehen in Aussendurchmessergrifien van 40 mm bis 70 mm, in 2 mm Schritten, 2ur Verfiigung. Die
Genzgolyiithylen-Arefehuliumschalen stehen mit zwei verschiedencn Vorderseitenwinkeln ((0° und 10°) 2ur Yarfigung,
wohel jeder Vorderseirenwinkel mil verschiedenen Innendurchmessern erhéitlich isl.
Trahekoliir-Metall-Revision-Acetobullumschalen, Verstiirkungen und Restriktor
Die. Acetohulmvarstirkungen ous trahekultrem Metall und Restrikloren werden vollsidnig aus trabekulixem Metell
{Tontal, das oof einem glosartigen Kohlensioffskefeft ohyelagert wird) hergestellt Die Acetobullumeerstirkung ous
trobekuliirem Metolt wird mit Knochenzement an der porsen Acetchullumschole befastigt.  Die pordse
Aretehullumverstirkung/ Acetobullumkonsiruktion kann sowohf mit Zemen! als auch zementfrei verwendet werden.
Die Trabekulir-Metall-Revision-Acetabuflumsthale hot ein ovale Geometrie und wird aus trobekulirem Mefal) mit einem
fuflogering cus Titanlegierung hergesteli, Die Trabekulir-Metall-Revision-Acetobullumschale ist mit Schrewbenlichern in
der Kuppel echiltlich. Die Trabekulr-tetall-Revisian-Acetabullumschale st nur zur Verwendung mit einer zementierten
UHMWPE-Austouscheintoge gedoche. Die Trabekulir Meloll-Acstnbullumschale sieht in Scholengriflen von 40 mm bis
80 mm zur Yerfigung.
Continuum Knochenschrouben (8,5 mm uod 20 5,0 mm} oder dem Zimmer rifogy” Acetahullumsystem oder mit HGPII
Knochenschrauben (6,5 mm), clie ous Titanlegierung hergestellr, werden verwendel, wemn zusiitzliche Fixierung
erforderlich isl.
« UHMWPE Austouscheinsitze
Die Austauscheinlagen bestehen us UHMWPE und sind mit allen Aestobullomschelen und -hilsen aus trobekalérem Metol
kompatibel. Der HA- und die pardse Scholenaustouscheinlage bestehi aus UHMWPE it einem Titanverschlufring. Alle
hustauscheinlogen sind markiert, um mit den Griflen der Implex Schalen zusommenzupassen.
 Knochenschrauben
Die Implex Knochenschrauben werden aus Tilanlegierung hergestellt und stehen in den Durchmessern. 5,0 mm und 6,5 mm
verschiedenen Ldngen zur Verigung.
s Zementdochi
Der Zementdocht st aus Polyithylen iedriger Dichte hergestell
Hinweis: Trobekulires Metall (Tartol, dus ouf ein glosortiges Keblenstoffskelen aulgehracht wird) wird von implex Carp.
ergestellt, Unter dem Mamen Impiex wird Irabekulires Metall ouch unter dem Markennamen Hedrocel” vermarkter.

INDIKATIONEN

Die Verwendung des Implex Hiftsystems ist indiziert bei:

o) Schwerbehinderten Gelenken als Folge von degenerativer Arthritis oder aseplischer evaskulire Nekrose.

b} Sekundiren Revision eines zuvor nicht erfolgreicher Einsctzes einer femoraien Komponenie oder einer Hitendoprothese.

d Anderen Hiftproblemen, bei denen die Kiinische Erfahrung gezeigt hot, daft okemative Behandlungsmethoden mit
geringerer Wahrscheinlichleit 7o befriediganden Frgebnissen fithran,

d) Luxarionshriichen der Hufte oder micht repanierhare Briiche, bei danen eine udiiquate Fixierung nicht erreich: werden
kann.

&) Nichtheilen oder Schenkeliols- oder Haftkoplfrakduren.
1) Reftong eines primr ader sekundgr nicht erfalgreichen Hiifttotal- ader teilprothese.

KONTRAINDIKATIONEN

u) Akfive oder latene Infektianen in oder um das Hiihigelenk sind nbsolute Kontrindikotionen, die bei Pafienten mit den
folgenden Symatomen unbeding! uusgeschiossen warden sollien:
1. Fieber und/oder lokole Entziindung
9. rosante Gelenkszerstarung oder Knacienahsorption, réntgenologisch dorstellbar
3. erhahie Blutsenkungsqesthwindigheil, anderweifig nichterklirbore Exhébung der weiben Blutkorperchen oder eine

Verschiebung im Differeniialbluthild.

b} Geistige oder neuromuskulire Stérungen, die zv einem richt okzeptablien Riska in Bezug auf die Gelenkstabilitit oder

K befestiguny, hzw. T posioperativen Kompikationen oder Materialversagen der Komponenten fihren

wirden.
«) Ungeniigende Knochenmasse, durch die es dem Knochen unmégich wird, die Kompanents zu stitzen und zu halten.

dy Implex keramisthe Femurkapfe sind fir die Verwendung mil einer anderen Schale ols mit einer UHMWPE-Schale oder mit
eines mefalhinterlegten UHMWPE-Schale kontraindiziert.

WARNHINWEISE

a) Infekfiansherde oder mdgliche Infektionsherde, die weil von der Hiifte entiamt liegen, kiinnen sich eventuell himotegen
bis zur Hifte ausbreiten und sallten vor der Operatian behandelt werden.

bY Der Chirurg sollie mil den Komponenten und der OP-Technik in Bazug auf dos Implex Hiffsystem vertraot sein. Hmplex
stellt dofir die \mplex Hiiftbroschiiran zur YerfGgung.

o) Postoperafive Luxation ist eine ernste Komplikation der Hiifttatalendoprothess. Die Patienten soilten so behondelt werden,
daB dic Wahrscheinlichkeit einer Luxation vercingert wid, bis die Weichteile dem Gefenk die natwendige Stabiftiit geben
kennen.

d) Eine einmal implantiertz Kemponente sollfe niemals wieder verwendet werden,

e} Bei iermillig oktiven oder scrweren Potienten st dos Risiko eines Materiolversagens der %omponenien erhhl. Nach der
Implniation sollie olles unternommen werden, um dea Akfivitiitsgrad zu hegrenzen und des Gewicht der Patienten zu
reduzieren.

} Implex Hiksystemkompenenten (ausschiieflich der Trabelkuli Metall-Acetobullumkoraponenien} sollien nichi zusammen
mit einer Kemponante eines anderen Herstellers verwentel werden, do es Unterschiede in der Grifie, den Toleranzan oder
anderen Yorarbeisungsverfabren gibt. Implex Trobekular-etall-Acetobullamk dirfen nur zusommen mit
Implex Femurkiafen oder mit von Zimmer hergestellien oder veririebenen Femurkipfen verwendet werden und sallien
nicht zusammen mil einer Kompanente eines anderen Herstellers verwendet werdzn, da s Unterschriede in der Gralle, den
Toleranzen oder anderen Yerorbeitungsverfahren gitn.

Falls &5 Umstinde erfordern, Komponenten verschiedener Hersteller zu mischen, mufl die Kompofibilitat zwischen den
Komponenten in Bezeg auf Grifie, Toleranzen und Muterialien sicherstellt werden.

o} Implontote diirfen memals veriindert, gebogen oder sonst irgendwia hearheitet werten, nachdem sie vom Hersteller
ausgeliefert wordzn sind.

1) Die Zirkoniumkeramikkgpfe werden aus einem neusn keramischen Material hergestell, fér dos bisher nur begrenzie
Kinicche Erfahrungen vorliegen. Ohwohl mechanische Tests gezeit haben, duf der teihweise: stabilisierte Zirkoniumbull bei
Yerwendung zusommen mit Polyithylen-Acetobullumschalen relafiv wenig Pariikel erzeugt, so ist die Gesamtmenge der
Barfikel noch usbestimmi, Wegen der begrenzten Klinischen und vorklinischen Frfohrungen sind die biologischen
Langzeiteffekte der Partikel unbekonnt.

) Implex Knochenschrauhen sind nicht 2ur Yerschraubung/Schraubbefestigungen un den postericren Elementen (Pediculi

der Huls- Brust- oder Lendemwisbelsiiule gedochi.
WARNHINWEISE :]_:[

u) Geistige ader meuromuskuliire Stdrungen, die zu einem nicht ekzepiablen Risiko in Bezug auf die Gelenkstobilidt
(o YR

1} Der (hirurg sellte mit den Komponznten und der OP-Techik in Beaug auf das Implex Hiftsystem vertraul sein. Dafiir
steht eine Broschire Hiifi-Technik zur Vertiigung
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4 Implex: keramische Femurkopien dirfen nur mil Jmiplex Corp Stielen ous Tianlegierung oder Kohuolt-Chrom-Legierung [

Les vis & 05 mplex sont fabriquées en ollinge de RESAngs W@Gemvjﬁﬁ'ﬁlﬂéﬁ F@]LﬂesReq Lest #;g&;f 14 Konustiogzaplen verwendel verden.

longueurs.
« Bouchon de ciment

Le bouchon de cment est réafist en polyéthyléne o fuible demsité.
Remarque - L& métel trobéculgire {faplale déposé sur un squelette de corhone vitreux) est fobrigué par Implex. Corp.
Lorsquil perte la marque Implex, le matériel biologique er métal icobiculuire est également commercialisé sous 'appelution
dégosee Hedrocel”.

INDICATIONS

emgloi du systeme de honche Implex es! indigué dons Jes tos sivants

a) Arficulotions sévérement compromises d la svite dastaoncihrite dégénérative ou de nécrose avasculaice.

b} Révision secondaire oprés remplacement d'un efiment femorel ou urthraplastie totale de Io hanche non réussis-

&) Rutres probiémes de hanche paur lesquels Vexpérience dinique a démontré que des dliernatives de traitement ont moins
de chences de donner des vsuliots sofistoisants.

d) Fracture de fa hanche avet dislocotion oy fractures irriductibles dons lesguelles une contention suffisante ne peuf
ifre ablenue.

¢} Fractures sons consolidaiion o0 Fractures du ol ou de Yo 1éte du femur.

fj Raporation d'nithroplastie rotele ou partielle de la hanche, primeire v secondoire, a'ayen pas oboutl

CONTRE-INDICATIONS

o} Une infacion active ou 'atente dans Varielofion de la hanche ou & proximité de relle-G constilue une contre-indication
absolue. Cetle infervention fie pourra Bire envisagée pour lgs pofienls présentont jes sympiGmes suivants -
1. fibwre et/ou inflommatien locolisée ;
2. ahsarpion ou destructian osseuse ropide déterminée par radiogrophie ;
3. glavation inexpliquée du toux Je sédimeniation, &lévotion de Y leycotyiose ou aliératien notable de lo formule

leucocytaire.

b} Troubles mentaux ou peuromusculaives qui rierient un risque inaccepiable dinstobiliie Foriiculotion, de fixation du
composant, de complications pust-opérdtaires oy de defuillance structurelle du composant.

¢ nsuffisance de motriou osseux & un degré tel que Los sersit incapable de soutenir et de fiwer le composant.

d) Les tétes femoroles en céramig jmplex san contre-intiguées pour {rutilisation avee des cpules outres qu'un twpule en
\HHWPE ou une capute en UHMWPE Joublee de métal.

MISES EN GARDE

o) Des sites d'infection ou dinfection potentile Eloignés de fa hanche peuvent s'étendse d la hanche por voie hémofogéne
et il conviendra de les Iraiter ovont {opérotion.

by Le chirurgien devra s'éfre entierement {umiliarisé ovec les composants el avec jo technigue chirargicole relafive au systéme
Je hanche Implex. Des brochures portant sur s technigues dinterveniion sut les hanches sont faurnies por Implex @
et effer.

&) Une disiozation post-apéraiaire consiiiue une complicoiion grave @ une nferveniian dartioplastie fotale de fa honche. I
conviendra de fraiter les potienls de facon i réduire o possibilte de disfocation jusqu'd ce que I fissy meu yuisse gRsuTel
{u stobilie nécessoire a lorticulution.

d} Une Yois implanté, e composant ne doit jameis &ire réufifse.

o) Uhex les patients d'vn puids excess oy exuemement ocifs, la possibilite de defuillance aructurelle do compasont est

acerue. Tous s efforts possibles devront étre enfrepris pour limiter les niveoux docfivité des potients et leur faire perdre

du poids oprés Vimplantation.

Les Sléments du systéma de hanche tmplex (6 |'exclusion des eléments wcélabulaires en metol srabéculaice) ne doivent pos

&he employés en confoncrion avec un composent provenar d'un autre fabricant, du foit de varictions dans e dimension-

nemen, les loléronces e qulres pratiques de frailement. Les eléments acétebuleires en méial trabgculnire Implex ne

peavent étre uflisés quovec Jos teles Famorales Implex ou avet les 1éfes fimarates fakriguées ou distrbisées par Timmer
of ne deivent pos élre employés en conjenclion vec un composont provenant d'un autre tabricant, du fail de voriatiens
dans le dimensionnement, |es tolérances ou outras prafiques de traifement.

Dars s circonslances necessitant le mélonge de composanls de difisents fobriconts, i conviendra de s'assurer de la com-

nafibilite entre les composants €4 gqord o dimensionnerent, ouX tolérances o dux motériaux.

g) Les implaals nie devont jomais gre modifiés, dstormes ou cltérés de foule autre mamicre aprés leur expédition por le
fabricant.

1} La 18te en céramique Zirconée est cansfituée 'un nouveay masérioy & base de céromigue pour lequel on ne Hispose que
de données cliniques limilées. Bien que les fesls mécaniques aient Bémontré que, loesqu'elle et ilisée avec des cupeles
acélobulaires en polyéthyléne, la téte en ircon partiellement staflisée ne produit quune quantite relativement faible: de
perficules, lo quonite tofile de particules demeure indterminee. En raison de 'expérience dinigue el précfinique fmitée,
les efiles biclogiques o lung ferme des particules sant incoanus.

i) Les vis & os Implex ne sont pos homolaguges pour la fixatian yor vis i pour la fixation gux slaments postérieuts
{pédicules) de lo toloane vertabrale carvicale, tharatique ou fembuire.

PRECAUTIONS

) Troubles memaux oy neuromusculaires qui réeraient un tisque inmceeptoble dinsiabilite darticulation, de fixation du
camposani, de complications post-opérotaires ou de dafaillance structurelie du composant.

b) L chirusgien devra s'éire ensiérement farniliarisé avec les composanls ef avet o technitue chirurgieole relutive gu systéme
de honche ¥mplex. Une brochure porfonf sur e fechniques d'intervention sur fes handhes st fournie d cet 2ffet.

o) Une fois implanté, le omposanl ne dait jomois étre réuilse.

41 Les tétes femorcles en céramique Imglex deivent impérativement etre uilistes ave les iges de hanche en cliioge de tilane
au en olliage chrome-cobalt Implex Corp. avet un pivot de raccord 12/14 uniquement.

o) Lors de ['uiiisation conjointe dun iément acélobulaire Implex. e1 &'une 18t femorale fobriquée ou distribuée par Ziminer,
I'ufflisatens devra s'étre entiérement Tamiliarisé ovet les compasonts et Dve Jes techniques chirurgicoles relaives aux
compasants Zimmer et o'ére informé sur |'usage prévy desimplants et les risques ui y sent nssocids, Se réferer & hu nofice
jointe & Vemballage Zimmer pour les overfissements, précaufions ef affets secondaires. Se référer également @ la
technigue chizurgicale Zimmer opprogriée.

ENTRETIEN DES INSTRUMENTS - PRECAUTIONS PARTICULIERES

Une manipulation et une dé inction adéquates, y coMpris €1 €2 qui LORCerme fe préringage, \¢ \ovoe, le vincage el o
steilisotion, ainsi gu'un stackage e1 une utilisction upproqriés, seni importants pour prolonger ln durée de vie des instruments
&l areessoires proviseires thirurgicaus ; méme <ils sont correctement ulilisés et entrelenus, on ne doit pis attendre 4 ce que
ceu- aient une durée de vie ilimitée. Cati est parficuliérement vrti dans ke cos des insiruments tranchonts (par ex. forefs,
alésoirs, rapes, qouges, guides et burins), des instruments d‘entrainement (por ex. moteLrs Ventroinement, maillets, tasseurs,
braches, exiraceurs ef impucteurs) et des ceessoires provisaires. (es orcessoires sont soyvent soumis 4 des charges el/ou @
des forces d'impact imporiantes. Dons ces conditions, une rupture est possible, en paviiculier <i Foccessoire est carmodé,
endomimvagé, rayé ou entuille.

fvont chogue uilisarion, inspecier attentivement fous les insfrumets 8t prcessaires provisoires. e pas uiliser wn instroment
$entrainement feriement royé el usé ou un instrument au tranchani émoussé. Les instruments Emoussés seront toujours
renvoyés chez Implex afin de détermier 5 est possible de tes aiquiser.

Remargue: A un moment donaé, les instruments s'usent et doivent ire vemplacés. Pour des instructions velofives &
Ventretien el & lu manigulation des instruments chirurgicou, contacter Imylex Corp.

REACTIONS INDESIRABLES
o) Des dislocations post-apériaices de ln hanehe ont &1 signaléss.
b} Des détachements précoces vl tardifs des composnnts ant &té sigolés.

o Des réactions de sensibilité au médal ont #le signalées. Lo signification de ces réactions requiert des éfudes
supplementuires.

8} Une formation osseuse

il ineg3p) eghu" Wn e mil ginem van Limmer hergestellien r_xdel veririchenen
Femmku?ﬂﬂlgggﬂune nﬁé% %&: @Wegﬂl hlggdzgux:ﬁ:n vertiaut und
ther den Verwendungszweck und die Risken des Imiplantats informier sein. Fir Woringen, VoTst afndhmen und
unerwinsche Ersignisse den Zimmer Beipockzettel beachten. Die entsprechende Zimmer Braschiire OP-Techk beachien.

PFLEGE DER INSTRUMENTE - BESONDERE VORSICHTSMASSNAHMEN

Richtige Hondhebung, Dekantamination, einschlielich Vorspilen, Waschen, Abspilen sowie Starilisieren, Lagerung und
Yerwendung sind fir die lange Mutzungsdaver aller chirurgischen Instramente wichtig, Selbst bei richfiger Verwendung, Pllege
und Warung kann keine unbegrenzte Mutzungsdaves erwartel werden. Dies git gon besonders fs schneidende nstrumente
{zB. Bahreinstize, Frisen, Feilen, Hohlbeitel, Filher und Maiel), treibenden Insirumenien {18, Treiher, Hommer, Sampler,
Sifhe, Aizieher und St6Rel) sowie Hilfsmitiel. Diese Gegenstinde ‘wardan okt seh groBen Belostangen und/oder Stofikritien
pusgesetzt. Unier saichen Bedingungen, konn €5 20 Bruch kammen, besonders wenn der Gegensiond korradiert, heschidig,
angeschlagen oder zorkrata! st

Yor jeder Verwendung alle Instrumente und Hilfsmitiel gencu inspizieren. Keine treibenden Instiumenta, die amnsthaft
beschidigt und obgenutzt sind, verwenden. Keine Schneidinstrumente ml stumpfen Klingen verwenden. Stumpfe lnstumente
sollten immer on implex singeschick! werden, um die Moghchkeil eines emeuten Scharfens zu prifen.

Hinwes: Instruments sind 21 irgendeinem Zeftpuokl abgenutzt und missen ausgeiausht wexden. Richlinien 2vr Pflege und
Handhabung von chirurgischen insirumentc <ind bei Impiex Corp. erhahlich.

UNERWUNSCHTE EREIGNISSE

4} Postoperntive Luxationen des Hiiftgelenks wurden perichtel.

b} Frihe oder spite Lockerong des Komponenizn wurden berichtel.

q Wetcliiberemgfindlichkeisieaktionen wurden berichier,  Die Sigrifikanz solcher Reakiionen Yedarf nach weiterer
Untersuthungen.

4} Hetersirape Knochenbildung und periphere Neurapathien kbinnen nuftreten.

¢ Ermidungsbriiche der $ompoaent der Hiiftotalprothese sind selten vorgekommen. Kompanentenbrdche und -
abnutzung sind hei schiveren oder bermiifig uktiven Patienten wohrscheinlicher, Durch beidseifige Gelenk- oder
Exremitftenbebinderuny kiinnen die Komponenen iner unverhidmismiidigen Belestang ausgesetz! werden.

f) Zur Norrektur eines unersiinschien Ergebisses ist manchmel ¢ine Reoperafion ertordetich. In seltenen Filen kbnned
Winische Komplikationen eine Arthrodes des Gelenks oder eine Amputoiion der Gliedmatle ertordedich machen.

VERWENDUNG UND IMPLANTATION

Fin Set mit dem kompletten Instrument um. das i die implontation der Kemponent benitigt wird, wird mitgeliefert.

Rintgenvorlagen helfen dem Chiurgen beim bschitzen der 70 verwendenden Grofe bzw. B flenbereichs.

Die Frisen, Schaber und Proben, die mit dem Instrumentariumssalz geliefert werden, sind letztendlich entscheidend fiir die v

varwendende Prothesengratbe. Die Verwerdung der Proben zur Bestdtigung der Grofenwahl und der Gelenkstubilitit erhalt

die Unversehrtheit und Sterlifdt des Implontats.

Geeignete Plazierung der Komp ren i, undhsichiliche Belustung Jer ¥omponenten v verhindesn und kenn die nutzbare
bensd r Implantate verlang Implex Hisitechnikbraschiiren, die zuséizliche defaillierte informationen zur

ampfoblenen Technik geben, stehen zus Verfiigung.

STERILITAT

Die Implex. Hifisystemkomponenien werden mit “Co-Gommustighlong mit mindestens 25 kGy sterilisiert, Das Datum der
Kompenantensierlsation oder dos Vertalisdanum wird auf dos ket auf der dufleren Packung ufgedruckt. Eine
Rasterilisiesung der Komponenten wird ousdriickich NICHT empiehlen. Alle Polyethylenkompanent sind unter Stickstaft
verpoeki. Vor der Verwendung des Implaniats sollie die Versiegelung der Guberen und inneren Packung {die innere Packung
enthih die Kompenerten) auf defekie und undichte Stellen hin umtersicht werden.

Proben/Provisorien und ondere Insirumente warden zur GriBerbestimmung verwendel, hevor die sterilen Packingen
eiiffnet werden miisser. Prohen,/Provisorien und Instrumente sallten entsprechend den iblichen Protokallen und Verfahren
Jus Krankenhouses sterilisiert werden, Aulerdem missen alle Serilisationsmethoden den enisprechenden AABL/ANSI/150-
Richtlinien, brw. Hormen enisgrechen, und es sollie ein Sterilikitsgrad van 10¢ grreicht werden. Die Instrumentensterilisation
wurde fir verpuckte Instrumeniencontainer walidier!. Die verpackten Instrumentenconfuiner knnen bei einer Temperotur van
132 C (273" F) 20 Miuten lang und it 30 Minuten Trackenzeit domyFsteriiiert werden. Instrmente solttzn entsprachend
den iblichen Protokelen und Verfthren des Krankenhouses gereitiat werten.
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&) Ues fTaciures de tangue de LOmPOsENts fOUT arinropiashie 10508 08 10 nancne se sorir Forement proutnes. Les wuikes ue
fracture o d'usure de composent sont plus grandes chez les nofients d'un poids excessif ou extrémement gefifs.
Un hendicap de Farticulalion o de Fextrémité controlatércle peuvent engendrer une charge disproporfionné sur
o composc IA R ; DRH on 05-23-2016
o - FO uest # 2016-1518; Released by C on
f Une seconde intervention est porfois netessm’Bp?ug%ﬁg%s 8&%& %%slsru eg D%SI Q%Eﬂ ma'wf dimigues rureseq ’ y
peuvent nécessiter 'arihrodése de |'orticulation ou Iamputation du membre

UTILISATION ET IMPLANTATION

Un jeu complet d'instroments nécessaires & implantation des composents est fourni. Des medéles rodiographiques viderant
le chirurgien 4 eslimer lo dimension ou la plage de dimensions  utiliser.

Ce sont les alésoirs, rosoirs et disposififs d'essai fournis daas le jew d'instruments qui dstermineront définitivement lo faille de
prothése & employer, Vemploi de ces disposiifs d'essai pour confirmer le choix de tadla f o stebilité de I'arficulation préserve
lintégrité et la stérilite des implonts,

Le bon piocement des composonts contribue & éviter une charge nan intentionnelle des composants et permel o améliorer la
durée de vie des implonts. Das brachures Implex consacrées aux techniques d'intervention sur fes handhes sont disponibles
pour fournir des informations supplémentaires détuillees ¢ o procédure 1 é

STERILITE

Les campesents du systeme de ln hanche Implex sant stérifisés par irradiation aux rayons gamma *Co @ une dose minimale
de 75 KGy. Lo date de stérilisation ou de péremption des composants est imprimée sur 'afiquette eposée sur embafinge
exlérieur, Lo restérilisation des compasants est spécifiquement déconseillée. Tous les composants en polyéthyléne sont embaliés
sous atmospaére d'zote. Il convient d'examiner soigneusement les fermetures des emballoges extérieurs ef inférieurs
{Femballuge intérieur contient fe compasant} pour vérifier V'absence de défaut ou de fuite avont d'uiliser [implant,

Des disposttifs d'assoi ¢t d'gulves insiuments seront employés aour délerminer Je dimensionnement avanl Fouveriwre de
I'emhalluge: stéril. Les dispositifs d'essai ou provisoires ef les instruments doivent étre stériliés conformément aux protocoles
ef procédures ce stiriliserion de I'tablissement. Toutes les méthodes de stérilisation devront e plus se conformer aux conseils
et normes AAMI/ANSI/150 pertinentes et un nivequ de stérilité de 10 devra 8tre otteint. Lo stérilisation des instruments o été
validée pour des frausses d'instruments emballées. Les rousses dinstruments emballées peuvent dire stérilisées i la vopeur
6 134°C (Z73°F) pendant 20 minutes, ovec un temps de séchage de 30 minutes, Les instruments doiven étre neffoyés
wonfarmément oux protocales et pracédures de ['etoblissement.
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Contents of This Packege Sterile Unless Damaged or Dpenec

Innehéllet i denna férpuckning dir sterilt am den dr oskedad ach oGapaad

0 contedde deste pacote esti esterilizade o vt ser que estejn danificedo ou aberto
Indholdet of denne gokke er sterilt medmindre pukken er beskadiget eller dhen

De inhout van deze verpakking is steria], behalve indien ze besthndigd of geopend s
Der Inhatt dieser Packung ist steril, solange die Puckung weder offen nach beschiidigt ist
Il contenute di questo confezione & sterile a mena che nan siq sata dannegpiata o aperla
BESCHREIBUNG El Contenido de este envuse es estéril & menos que esté Daiiado o abierta

Implex Hilftsystemkampananten bestehen ous: Le worfenu de cet embaflage st stérile souf ‘il est endommagé ou ouvert
* Modulore femorale Hiiftstiele, zementirei: Hydroxylapatit (HA) und pords
Der HA-beschichtele Stiel ist nus Tianlegierung hergestellt und sein proximaler AEs:hnirr ist mit Hygroxylapofit von hahem
Reinheitsorad, Dichte: und Kristollinitgt beschichter, Der porés beschichtete St wird ous einer Kobult-Chrom-Lagierung

To nepicxdpeve g duakguaoigg sival anootEip@pE £X1GC OV KaTGoTPAMEl R OVOIXTE N CUOKEwagdia

hergestellt, wobei Kabah-Chrom-Perlen die porése Oberfliche bilden, Made in the USA

o Tementierte le Hiftstiele, modular, und fester Auflagekopf mit Zementdistonzstiicken
Die zementierten Femurstiele werden entweder ous Koboli-Chrem-Guf) oder aus Kobelt-Chrom-Knetlegierung hergestellr. Tillverkad i USA
Iementierte Stiele haben proximal entweder eine aufgerauhte oder eine seidenmatte Oherfliche. Fabricado nos FUA
Polymathylmethacrylat (PMMA) Krochenzementlistanzstiicke stehen fi lle Stiele zur Verfiqung. Fremstillet | USA

= Modulore Avflagekiipfe, 22 mm, 26 mm, 28 wmm, ond 32 mm Vervaardiad in de U5
Die modularen Auﬂugerbp{e werden entweder aus einer mit Stickstoffionen beschossenen Kohalt-Chrom-Kneflegierung guin ce
oder als nicht mit Sickstoffionen beschassene Dberfiicheroptionen, ous Aluminimkeramik oder Zirkeniumkeramik Hergestelltirdan UISA
hergesteflt. Die modularen Auflagekople huber einen Konus zur Montage an den moduloren Femurstielen, und stehen mit Prodatia in USA
versthiedenen Halsversatzlingen zur Verfiigung. Die Wetal kapfe stehen in zwei Konusausfihrengen zur Verfiigung: Fin Fabricoda en los Estodas Unidos de América
Kapf mit ginem bestimmten Konus sollte mit dem Konus an femoralen Hiifistielen abercinslimmen. Die Keramikkipfe Fabriqué oux Elats-Unis
stehen aur mit 12/14 Kenws 2ur Verfigung und sollien nur on femorslen Sticlen mit einem 12/14 Konus verwendet

werden. Keraoreud{erar ang HNA

Trabekultir-Metoll-Acetabullumschalen aus ginem Guss mit und ohne Schraubenléchern

Die Trobekulgr-Metall-Acetobyllumschalen aus einem Guss werden avs rabekulirMetall(Tomtal, das uuf einem glosartigen
Kahlznstoffskelen aufgebracht wird) hergestelll und haben einen Auflagering aus Tharlegierung mit UMWPE, der direks
in dos TrabekulirMetall warmgepresst isi. Die Trabekulir-Meiak-Acetvbullumschale hot eine ovale Geometrie. Die

Trabekulir-tetoll-Acetebullumschalen stehen mit verschiedenen Vorderseilenwinkeln und Innendurchmessera zur
Verfiigung. Die Acetibullumscholen aus einem Guss stehen in SchalengriBien von 40 mm bis 70 mm zur Verfiiqung. Die .
Trabekular-Metall-Acetabultumschalen aus eivem Guss stehen in verhesserten vernetzien Optionen mit Aussendurchmessern Manufacturer in USA: Authorized European Represenfative:
von 52 mm bis 70mm zur Verfiigung. Implex” Corp. Metittork™ Eurape
¢ Poris-beschichtete und HA-beschichtete Acetabullumschalen aus einem Guss 80 Commerce Drive 11 rug Emila Zoly
Die poris beschichtete A(elubu!iumschale hat eimzL poriise Beschiterupg us (Ph Tiranperlen und eine fabrikseitig Allendale, New Jersey 07401.1500 BPZ332
gabaute Ganzpolyithyleneinlage. Die HA-heschichtete A lumschale hat eine Hydroxylapatitbeschichtun
urd eing fobrikseitiy zusmmengebeute Enlage. Die Acetabuilumschalen siehen mit ve:sthiedznen Vnr?ierse\‘tenwinkelg gg: ::g éggg 38031%: noble Cedex . Frace
zur Verfigung, wobei jeder Yordersaitenwinkel mit verschiedenen Innendurchmessern erhallich ist. Die Scholen stehen in 33476 86 4311
SchalengroBen van 40 mm bis 70 mm zur Verfiigung, Bame171982
* Modulare Acetabullumschalen/-hiilsen
DDie moduloren avolen Acetabullumschalen/-hilsen werden entweder aus trabekulgrem Metall mit einem Mnenfliche aus /03
Tituntegierung oder il eine: Aufenfliche aus CP Toanperlen hergestelll. Der Yerschlufiring und die Dochte fiir dos Cat. # PIO0T Rev. 0
Kuppelloch werden aus Tinnlegierung hergestell. Die moduloren Schalen stehen in Schalengren von 40 mm bis 70 mm

ur Yerfigung.
-- STERI
Questions? Contact FDA/CDRH/OCE/DID athg@mws Bid .hM&JB




{IEPITPADH

Ta elopripora 1ou Tyarfipaag loxieu Implex anoterobvian and 1o napokdr!

« PuBulsprva Mnpicia Trehixn loxioy, Xapig Towevro: Y§pofuhenatiTng [HA} xar Tlopisbes
To Tiéhexog pe emkahugn HA rarookeedleror and wpapo noviow k@ 10 KEVIDKD TOU Tipa EXEl
EnikGhuypn ¥ bpofuhanctit ugnhig,  keBapdTTas, NURHOTATAG  HOA RpUOTGAROTVIOE To nopobeg
ENKGAUppEVD GIEAEXOG sival KQIQORLUOOPEVS ONG Xpdpa xoBahriou xpwpiou pe opapibia kpaperog
robohioy xpoion 16 Anoia asnyori{our v opdEN EMIPAVEIG.

Mnpiaia Eekéxn joxiou pe Taipévro, kan TroBepd Ebpavo Krpohdg Aiaxepiaica Tapevou

To upnplaia  GIEAEKN 4E TorpdNTe caraoksudlovial and youo colahriou xpopioy i KpapG
enelcpyaopEvoy coBakriou xpapiou. Ta STEMEKN JE TOINEVTO EYAWPARNOVY akaIEpYaaTn enipdvela
i oanve @vipiopa

o 6ha 10 OIEREXN Sianfevial BioxoMOUKd ToILEVIOL TV oatgy and ﬂo}\upseu}\psﬁoxpuhétn
[PRAMAY,

Pubu{opeve ‘E§pava Kegohav 92mm, 26mm, 28mm, kol 32mm

Ta puBudopeva Ehpava KEPUAY ranaoreudlovion and kpapc enelgpyaopEvoy xoBaktiou xpuopioy
pe Buvardmnia choyRg ENGAvEIS BopBopBiopévn pe 16v1a Aoy ® pn Bopbapbioptvn pe 1©VId,
repapé ofeibio apyukhiou 1 xepayiké ofgibio {jpeoviou.  Ta puplpeva Ebpava kePahv
OUaPPOADYOUNTAL OTOY rGva v pubpiGHEvEY pnpriey srehexcy kav Dianiflevian ge Siagopa
pfkn awnataBpiang. Or pETOhhIREG REPOAEG Byorifievion o Blo wnsUg cvou, Mia keaid b €vav
afikG xiwo TPENET YO avLioTONKED 01OV KGVD 10U GIEMROUG 10U HRpIGIOU axion. Or KepapReg
Kepahis Biotifevial povo pe Kevo 12/4 xar Bu npener vo xpnoanoiolvel pove g unpicio
mérexog pe kdvo 12/ 14

Tupnayn Keruhaia Kuada Aoxiutes Merakhou e & xwpig onig Bifag

Ta Lupnayd Kotuhiaie Kudha Aokiberod Merdhhou raraakesaloviar ond Ackibars Méraho [oTpape
Jovahiol Enave O uoh@Bn okcherd ond dvfipokal kol SaxtiNG pE EnIpGvaNd gnd kpdpc Tmavicy
pe UHMWPE xahounapévo karsubeioy oo hoxdaé Mérakhe.  To Komuhoio KuaBio Aokibewiod
MeiGhhou Exel  EAhemTES Gafiga. 10 Kowhoia Kualia Aokibarol Mesghhou  Diariflevian oo
B\apopeTkEg YLvIES enigdvriag «al EoWIEPIKEG DIGUETAOVS. To Tupneyd Ketuhaia KudBia BieriBevial
oe peyEdn iy ond A0mm £wg 7Omm. Ta Tupnayd Kewhioia Kuabia Aoxbwrol Merdhhou
Suatideviar pe snhoyes ENOXUNEYEY orauposibev ouvbEoeay 08 yeyedn eorepikic Siopétpou S2mm
fac 70mm.

Supniayn Korulaio KuaBia Mopaloug Eniahupng kal Enahuyng HA

To Kowhaio Kudhio pe (opeén Enkahuyn Biobéren nopbbn cnidhuygn oponpibicy TROVioU CP kai
CORIEPIKD XITGVID nohvoBuReviou EpYOOTCTIORRG ronofémong. To Kotuhioio Kualio pe smxdhuyn
HA, Hiobéra enwdhapn uEpoluanatim  xal LOWTEPIKG  XITEVIO pyomadakig ronolémneng. To
orhoia kudBa Bigriflevan oe Briopeg, YWVIEG egdveiag x4l rabe yuvio EnIpavErS Siatieral

e Biapopa peyédn ECWIEPIKAG Fuagérpou. Ta o Giibevrar of peyéfn and 40mm Eeog 70mm,

PuBpbpevo Kotohiio Yualio/ MepiBAipara

Ta ehhenrd puplgpeva kotuhiaic xwalio/ nepbiipaio coraokeudleviol and bokibutd pérakho pE
LOGTEPIKA  ENIQAVEID XpApCIOG oviow T pe £Lwrepwd EnipAvEID agaipibine Tnaviow ce. O
Bakithiog oopetiag ko 1a Qohard Blopora karaoxcudloural ané xppa maviou. 1o pulpl gyeve
cudbio Bioribeal ae peyéln rueliou and 40mm £ag 70mm

Pu8jalépeva Ximavie UHMWPE 0 , 10, ka 20

Ta pubpdppeva xirdwa UHMWPE BiariBievion ot TPEIC, YIS enigveiag xoi xdfle ywvia ERIERTS
Suarifleral ot Hidgopa peyiBn cownEpikig Biouérpou. To pubpiépeva im0 Sigférouv xidna oY
sbaiepiri orE@dvR nOU cAnpEnouY aToY AEIPOUPYS svBoXEIpoUpYIKA PEIPRTR NG gaviag EMGOVEISS.

Koruhaia KuiBra Dohuaiulevio pe Towivio

Tq Kothaio Kudia NohuoBuheviou waraokeualoviar ond NohoaBuhévie eEopEnkd ugnhou popiaxed
Bdpoug ko fiadérow akrvoypogikd Baktihio Seixmn nou koraokevdGerar ond xpdpa kabuhtiow
xpupiou. To Konhaio KudBia MohuoBuheviow Boribeviar oo peyélin efwrepikg Biopérpou 40-70mm
pe BuobdBion Zmm. Ta Konhaio KudBio MNohuauheviou fiarieviar ot Bio yavies EngaveIg
{0° war 10°) @ wdfe ywvia enipdveing Siorifierar os Suapapa peyedn cawrepikig Siapétpoy.

EnavopButica Keruhisia NepiBhapara Aowberoy Merahhou, MpocBemika kar Eqiykripag

Ta Kowhiaia Npoobered AoriBerol Merdhhou xataokewaloviol anoxheionicg and Bowbuid pérahho
{arpdpa TovIakioU endvey o vahobn areAetd ano Gvfipaa] To Kowhigic Mpoobernkd AariBuiol
MeTdhhoy gmouvdnieral o1d nopambeg konshiaio xwdbio pE ToEVIo 0OTOV. To nop@beg Koruhioio
Mpoodened / Koruhiala karaokeut €xel oxebaotel yio xkphan pe f xtaplg TGIHEVID

To EnovopBunks Kowhioio MepiBAnpa Aoubwtol Metdhhou Exsn ehkenTik xfjia ko katookeudlenal
ané Sowbutd pirahho e Baxoho enigéveiag and kpapo TavIou. fo Enovoplurkd Komwheio
KudBio Aoxbwtod Merdhhou Grotifern pe Bohwrég onég Bibag. To Fnovopbencd Koruhigio
NepiBnyo Aorbetol Merdhhou Exel axefoonel yia xpfion pe g Avnworderaong, UHMWPE ue
Toipgvio. To Engvopbunkd Karuhiio MepiBhnpa Bokibuios Merdhhou BiariBerar oe poyiBn ruoBiou
ané 40mm Ewg BOmm.

Orgv onancital npoafien orabeponoinan spnoponoiotviar Bideg Ootév Continuum [6,5mm
50mm) 10 Kowhaio Ligmpa  Zimmer Trilogy® 7 Bibeg Doty HGPI [6,5mm), onoig
raraokcudfovial ond Kpaue Traviou..

Xittavio AvTikaTasTagng UHMWPE

To Xrowio Avnkaiéoroong varaoxeudleial ané UHMWPE ko eiven oupBard pe Sho va komkigia
Kudfia kol nepiliwpare nou raraokeualoviar and Bokbwtd péradho. 1o Xirhvio Avmkaigeroang
Nopaboug kar HA Tou KueBiou cnoreheinar and WUHMWPE pe Boxtoho oogaheiog TToviou. Dha 10
Yo AvTKardoToans QEpoWY gvBeidn nov ouviawi(eral pe 1@ peyéfn kuafliov Implex.

* Bifeg Oarav

O Bifeg Oordv Implex araokeudl,ovial ond kpépa Traiow kel Siorievian oF peyeln Enapirpou
50mm ko 6,5mm xefag ear o Biigpopa HREN

Enerépio Toipévrou

To Eniorope Toipeviou raraokevd(Eal and xapnhig muvéntag nohumBukvio

Enpeion: To  Bouberd pérakho  [orpano ovighiou endve oe uahkdbn oreherd ond  GvBpakal

ceraokevdleral ano v implex Corp. To Biohoyiks whikd Boubwrd péschho Bigvéperar pe v £TIKETD

e Implex kal pe w0y EnopIK OVOPEsia Hedrocel®

ENAEIZEIZ

H xphon 10u Luaiipatog apfponkaonic loxiou Implex £vbeikvutal yw 10 axohoufla nEpLOTONKA

ol LoBaph avamnpia apfpcoecwy, anottheopn expuiionikig apbpinog f OOTZOVEXP@ANG.

) Acurepelousa SrépBuon nponyolevoy avERITUADLG INpICioy cloprapatog i ohkii avnkardoracn
ioxiou.

y] Asha npofihdpara woxiay, &nou 1 KAVIKR ELNEIRIa X1 Beilel O1 evahharnkig péBobor Bepaneiog

fxouy MyGIERES nflavéTmEg Vo BMTROUY \AYONOINTIKG CNOTEAECHATA.

&) Karaypa, Eédpﬁpu@ufegﬁ%hwyeaﬁfgatS%LA?&\weoﬂv xai o onoia Bev pnopei

wo enreuxfel enaprng QTEPEWST

£} Kerdypora tou pnpiaioy guxéva B NG RE@AMAG A pn crouhGoID KaTdYpata.

Ve

i mmeseedanane & Remeaeionnne Abede i sinemnBannkacmicie

quest # 2(p)"1

DRH/OCE
/DID atﬁ\Dj{H_
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_glj gle n legp di fitunio. 1o coppa acetobolare do revisione in metolo trobecolore disponitile con fori
e :ﬁ pe fﬁm: Lﬁéiﬁﬁﬁma DyidE rﬂﬂlo@fmpc@ b mum uf:éon guscio cementaic
do sosfituzione in UHMMPE. Lo corazr ncelubnﬁre in metallo trabecalare & Qp R rnuteQ coppo da 40 mmo
80 mm.
L2 vif! ossee Contimuum (6,5 mm e 5,0 mm), il sistemo acateholare Lilogy” della Zimmer o T vif ossee HGPI (6,5 mml,
utte in legn i titanio, 5i impiegano quarda l case richiede un fissagio sggiunivo.
« Gusc da sostituzione in UHMWPE
1) gustio da sostitezione & realizzatn in URMAWPE ed & compaibile con fulte le woppe & corozze acetabolari in metalla
yhecolare. [ gustie da sosfituzione toppe Jivesiito con HA e mteriale poroso & composta da UHMWPE con un aneflc di
Blocccggio in titanio. Tutti i qusti du sosfiluzione sone controssegnati in modo du caincdere con le misure delle coppe
Iraplex.
Vil osses
L6 ¥iti ossze Impiex sono redlizzete in Jega di fitanio & sono gispombili in diometri da 5,0 mm ¢ £,5 mm can vorie
lunghezze.
« Tappo di cementio
1 appo 4 cemento & reclizzote in palietlene o bassa densic.
Hota: |l metcllo tubecolare tiantolio denositate sy une stutiurg di crhorio vetroso) & pradotto do Implex Corp.
il biameeriale metallo frebecolure viene commerciakizzaa inolire wn i marchio Hedrocel® di Implex.

INDICAZIONI

L'uso del sisterma protesico d'onca Implex & indicuio per:

1) Articolazioni grovemente tampromesse in seguito of urtrite degenerafiva o necrosi avoseolare.

by Revisione secordaria di uno precedente sosfivzione & un componenje femorele o
esito regotivo,

o1 Altre problematiche legote all'onca per le quali I'esperienzo dinica ho mostraio che metodiche di trottamento aifesnative
hanno minari probabilitd 4i raggiungere visuliati soddisfucenti

4) Frafture-lussazione deli anca 0 fratture irriduchili in <ui nen ¢ posstile otienere una fissazione adeguata.

¢) Mancatn giunzione o fratture deh colla o della testu femorale.

f Recupero di una spslituzione primeria o serondarin fotele o porzile W'anca con esito negativo.

CONTROINDICAZIONI

o} Uinfeziane attiva o lotente inlerna o adiocente 'orticolozione delianca rappresenta und tontraindicszione mssolul
che tovrd essere esclusd in pazienti the preseniane:
1. fehire e/o infiommazione locele;
2. rupida distruzione Jell'urticotarzione o riossorhimento asse evideniofi doll'esame radiografico
3. qumento dellg velocita di sedimenfazione non spiagolile aitrimenti, cumenta defla conte leucocitaria o variozione

significutiva nella conte differenzicle.

by Disturhi mentali o nearomusceliri che croerehiberc ¢n rischia inaceettoble di instabifi dell urficolozione, complicazioni
post-pershoiie 0 collasso strutiurale del componente.

o) Sustanza essen insufficients che non <onsente oll‘ossa di sostenere fissare il componente.

d) Le teste femorali ceramiche Implex sono contraindicate pet ['uso con companenti diversi da coppe in UHMWPE o coppe in
UHHWPE rinforzate in metalle.

AVVERTENZE

u) | sit di infezione o una putenziale infeziane distante dall'onca possona estendersi all anca pet via emutico ¢ devono essere
rotiati prima defl'infervente thirurgice.

1) | chirurga doved avere complelo Fomiinyit con | component 2 <on la fecnica chirurgica relafiva ol sstem projesice d'entg
implex. A tale scop, Implex fomisce brochure sulln Tecnicn 4i protesizzazione d'anca Implex.

¢} Lo lussazione post-operatoria rapy o una setio ione dell'oriroplastica tofale dellance. | pazient devono
essere trafati in medo fale da ridurre la possibilitd i lussuzione fino & quanda i tessuli molli non sonw in grodo di fornire
ju stohilia necessarie. ol ncicolazione.

d} Ung volrn impiaiato, i componerte non dove essere mei riufilizzato.

¢} In parienti parficolarmente anivi a in sovrappeso, la gossibilitd o callusso sirutturole dei componenti & superiore. Adottare
ogni misura ger limitore i |ivelli i ivite & riducre 1 peso def pazienti succassivomente il impianta.

)} compenenti el sistema profesica ¢"anco mplex lesdusi | companenti acelobolari in metollo frabecolare] non devono moi
assere viilizzat in combingzione on camponenti di aliri produtiori, o (ausn delle differenze di misera, tolleranzo o delle
diverse tecriche di Jovorazione. | componenti acetobotari in metallo trohecalare Implex possona essere utiizzall astlusi-
vamente con Teste femarnfi implex o con teste femordl prodotte o dishiibuite Jalln Zimmer e nan devone mai 25sere
uilizzati in comhinazione can componenii di oitri produtteri, 0 causa delie differenze i misura, tolleronza o dells diverse
tacniche di lavorazione.

Qudlors le dircostenze richiedona Fuso wbinate di compoeti di produttari diversi, utcertare greventivamente il grodo
Ji compatbiliia tru i componer in mefite o misury, fo'leranza materioli.

g Hon modificare, piegare o alirimenti manipolare in nessun cso gl impionts dopo lo spedizione da parte del produtiare.

h) Lo festu ceramicn ollassido di zirconia & realizzata con un nuova materinle cergmico can storia clinica limitata. Sebbene
lest meccenici chbiono dimostrata <he, quando utilizzeta ton coppe aretobolari in poliflene, e sfera di zironia
porziglmente stabilizzata produce una quanliia di porficelle relotivamente bussa, la quanti fotole di partielle rest
incerln. A rousa della fimitata esperienza cliica ¢ pre-clnice, gh 2ffeti iolagici o lunga termine delle particelle sono
sconosciui.

il Le viti pssee Implex non sono sppravate per il fissaygio <on vite o i fissaggio agl elemeni posteriori (pesunceli} ol irotte
cervicale, forecice o lombare defla colonna verfebrole.

PRECAUZIONI

o} Disturki mentefi o neuromuscolari che creerebhera un rischio inoceetiabile di instabiita dell'anticolazione, complicozioni
posl-operatarie o collessa sirutturale del comgonente.

) !l hirsego dovr overe campleia famibiotita con i companeat e con la fecrica dhirurgica selutiva ol sistem protesico Fanee
Implex. A tale scapa, Imglex fomisce une brothure sullu Tecrica di protesizznzione d'anca.

¢} Una volta impiantate, il componenie hoT deve essese mai riufilizzato.

4) Le teste femorali cetamiche Implex devono essere uilizzate esclusivomente can stef d'anca in lego di ftario a in lega
cramg-cobolto grodati da Implex Corp., con perno Ji arficglazione rostremato 12/14.

2} Duronte !'interfocdaments & un companente neiabolore \mplex con unp tesio ferorale prodotta o distribuite dalla
Tirmer, il dhirurgo dovrd avere cotnpleta forsiiorith con i companenti & con |6 teciche chirurgiche Zimmer ed essere
informato sulfuso desigrato @ sui fischi degli impionfi. Consutiere il faglia flustrafivo oll‘intern della confezione del
prodotia Timmer per ovvertenze, precouzioni ed effetli ndesiderali. Fore siferimento inaltre dllo tecnita chirsigica
Timmer oppropriotd.

CURA DEGLI STRUMENTI — PRECAUZIONL SPECIALL

Procedure carrette di maripolazione, decantominazione - incluse riscierquo preliminare, laveggio, ristiocqua € sterilizzazione
-, immogozzinamento ¢ wlilizzo sono imporianti per guramiire una Iynga durata di tetf i cirumenti chirurgii e dei provvisorl
Ariche dopa un vsa, cra e menutenzione corretii, tali strumenti non poltanno necessarimente durare a fempo indeterming-
\o. Gid vale in parficolare per gl strumeni i fagia {od es,, punte di trapano, dlesatori, 1uspe, sgorbie, geide e scakpell), g
strumenti di inserzione (od &s., introdutiari, marteli, pesteli, perni, sstratiori @ disposifivi urte} @ i prowvisori. Questi
conponenti son spessa saggett of elevai carichi e/2 forze d'urto. In ol candizioni, Rossano verificurst rofture, specie el
cuso in cul il campanente sia corresa, donneggiote, scalfite o graffiato.

Prima & ciostun impiega, ispezionare atteatamente fufti gli strumenti & i prowwisori.  Non usare sirumenti di inserzione

totole dell'anca con

i i 0 strumenti di teglio con bordi non offfaf. Eventuali strument non aFfilafi dovranna essere
Fgemgp!e%:ﬁﬁm?mm%aﬁn LR B pEbis omBd1-796- ?1 18
e

Kot {ol tempo, ali strumenti i vsurana e dovranno essete sostifuit. (ontuttare mplex Corp. per indicezion sulle procedure
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ANTENAEIZEIE

o Evepyd # hovlidvouna hoipwin pioody nepi spfpwong Tou 19xiou GYIEvDEIRYUTal KTy OpRLGTIKG,
ko Ha npénel va anoxheiovial GUBL%@Q@EIGESJ
I Muperd e /5 ToIKA PAEYHOVT
2. Paybaiu kaneoTpogh TV cpfpaoewy i oomwd aneppo@nan CUPRWVE [E THY GKINGYPOQID
3 Auckiyrm aufaon tou pubpod xrBilnong, aifnan v heukdw apoopaipiov i anpavTed

anérhign g BIAGORIKNG HETpNANG TGV heuriv Qipoopalpiey

B) feavontikés, i veupopuikis Diarapaxds, of onoieg fa Bnpioupyoboav aveniupmo kivbuve apbpikic
aovifeiag, orofeponoinang 1w eLapTIpGTeY, HETEYREIDNTIES LPITACKEG B KOTOGKEUOOTIER AVENGPKEIS
el apTnpdruy.

y} Avenapkn ooTIKG 4yxo now Bev Ba emrpéne oto 2016 va vnoompifer Kot va aroleponoiioer 10
el dpmpn.

5} O Kepopikeg, Mnpaiesg Kegahég Implex avievbeiamian Y1 xphan ye onowbinore Gk udfio nhnv
woolion UHMWPE 7 Kudfo UHMWPE o perchhied ampin

TPOEIAQNCINEELL

o Acpaberg i Buvnmed Aolp@BEIG NEpIOXES MOU Bpiokovral pakpid ana 10 axic pnopel va
perabidoouw M hoipeén oe outd péow 1oV sipetog ka Ga npénel va avnipgrani(ovion npv oné m
cepoupyiki snépBaon

B O xeipoupyog B npéner va gival ondhura el omerwpévog e 1@ chopriparg, kafldg kal
AEIPOUPYIKR TEXVIRR NOY agopd oTe Loy ApBponiaonig loxiou mg \mplex. Mo awd 10 Moyo
n Imoiex nopéxel guakabia g Tewviie Apfponiaaneis loxiou g Implex.

) H pereyxapnien eléplpeaon onorehel soBapi emnhakil g ohikiig apBponhacrikig 1oxiou. Ot
achsveic Ao npénel va kdvour Beponeio téroia, Gore va pedvera n nifavéra e{apBpwong péxp
0 pehakdg 10166 vO sival og Béon va nopdaxel oy angpeinra orafepdia oy apfipenn

£ Merg v epguredon, 1o epqurzupa Sev npénel oe kapia nepintwon va {avaxpnoiponomel

) H nbavimra KQTOOKEUQOTIKAG GVENGPKEIG TWY EUUTENHIGIGY avfdverar oe nokil Bpaotfipoug fi
newic aobeveig. (pénei va yiveral xife npoondBeia nepropiapod oy emnebou EpaoTnpidTniag wai
psi@ong Tou Bapoug Tev acfleviy HETS TNV Epgireuan

of]Ta edapripara 10U ougmpares  apfponhactiic loxion Implex  [slaipoupgvay Twv xeTuAIGiQY
capinpdrov Ackiberol Merihhou] Sev npénel va xpnoijonciodvial 0% auwbuaopé pe efopripora
Ghhou  KGIOOREUGOTH AGyE TGy Onokhoe@v TwY peyeBoy, avoxoy xal ey Sisbwaonay
nparrav. To Kotuhcio Efapriparo Aokibwrol Merdhhou mg Implex pnopotv va xproycnoinfioly
UE 1 pnpiaicg kePAAEG ™G implex f pévo pE pnpiaies KEQAAEG NOU araaxeuclovian f Bianifievtal
ané m Zimmer xar Ba bev Do npénel va xpnolponeiodvial ae owBuaout pe eldpmpa dhhou
penaokeunori Adyw onokhioswy oTa peyéln, Tig avoxég kol oL Ahheg BIDBIRGTTIKEG MPAKTIKES,
¥né ouvikeg nou unoyopelouy IV avapiln elopmpdiav BIapOpENkGY KATIOKEUITTEY, npénel va
Sbebarsveral n auuBardmia peradd. v sEoppdiay 600V Gpopd aTa peyéln, ng avoxég A 1a
vhixd karagkeuic

{} To gpguiespara v npenel of kopia nepintwon vd TpGnONGIOHVTSI, va KAUNTOVIGl fi va uroBakhawral
or enefepyaoia perd Ty anacTodd Toug anG Tov KATQOKEVODTH

n] H Kegahn Ofubion Ziproviou raroakesd{sial ané fva vio KEPOMIKG VAIKG HE TEPIOPIOYEVD KAIVIKG
imropikd. Tlapsho nou o1 HNXAVIKES Bonpég Beixvouy dn dav XPNOIUDNGIEITaL e KoTuhioid xudbio
nohuaBuhevicu, n pepikig araBeponoinuéyn aqaipa [proviou napdya OxENK@ XOOAR nOOGTNTY
owponbicy, n cuvohikd noadTAE owpandIaksy UnehSIppdTLY fev Exel npoudiopiatel. Adyw Mg
EEIOPIOYENNG  KAVIKAG KDY npo-khvids  EpNEpiag, glval gyvwora To pokponpélecye Buohoyikd
anoteAéonaTa Qv copanbiey

il

On Bibeg eordv g Implex Bev cival eyxexpipiveg yia xpiion alvbeans pe Bisu i orelepancinon
oc oniofio pépn lauxévag 1ofou onovhiuhey) g ousevikig, Bepakikic ko oopuikng 23pag NG
anovEukikig O1AARG

MPODYAAZEIL

o} Aavontikeg kal veupoylikég Biaropaxég, o1 onafec, pnopel va Bnpilovpyiaouy avgniBopnToug
ribivous apBpiche aotéBeiag, arafeponoinong EuurElpCIag, pErEyXeIprTIKeS EMAADKEG i
QTOOKEUOATIK QVENGPKEND 108 ERUIILATOS

B) O xoipoupyss Bo npéner va eivan enohua eoaapvog pe 1a bopripata xaBésc kan m XElpOUpYIKA
Texvikfi 1o Euorfpatog ApBponiaords loxiou Implex. Tig auis 10 héyo n Implex nagéxer eifikd
pukkGBio Xeypoupyikhg Texvkrc ApBponhaarikig laxicu.

v} Merd v eppitesen, 1o efdampo $ev npéne va Lavaxpnononoinbiel os xapia nepintwon

& O Kepapmeg Mnpaieg Kepahic Implex npéner va xpneiponciovvral pe Lrghéxn loxiou KpapeTOg
oviou A kpdpatog xeBaktiou xpapiou mg Implex Carp. pgvo e onpeio orhpilng kavou 12744,

¢} Orav Biaguebierar éva korhigio sfdpmyn Implex pe papiaia KEPOAN  Nou karaoxeudleial f
fivéperal ond v Zimmer, o xphomg npénel va eivar nkipeg el omgippEveg e 10 elapripote kai
5Ig XEIPOUPYIKEG  TEXVIKEG KOl VO qviopilel My npotewdpevn xprian kal Teug xivbiveug 1oV
EppUIELLTLY. Avorpéfare e Luokeuacio Xneviou g Zimmer yia ng Npoeibonainssis,
Mpoguidteg  kon Avenfipnra  Anarehéopara. Avarpélore  eniong oo kardhiko  pukhdbio
¥epoupyieg Texvikig g Zimmer

KAGAPIIMOL OPTANON - EIAIKEL MPOGYAACEIL

O operég xelplopds, N anohdpavan, qupnepihapBavopgvag g aklong mpiv and Tn Xphon, 1OV
xaflapiopd, v nhjen ko onedrEipwan. vaBag ko n giraln kol xpfion anoteholy  onpaviIkolg
nepdyovie yia v peyahirepn Bidpkein xpiong Ghav 1Y XEIPOUPYRAY KOl avOAQOIHWY opyavev,
ohhé akGun kal pe oot xphan, nepinginon kar ouvtipnon Sev Eivas Buverdy va Giampnflody en
adpiotav. Aurd 10xel Gipitepa yia @ opyava sxropng [nx venaxibia vpundvou, onofuarikd, péaneg,
apike, obnyoi kal yhugibeg), ra dpyova obiynong lnx. ofinyoi, aplipes, tuboka nigong, okibes,
cLayaytic, kai apaywyeig) ko ovahdoipa Spyave. To 6pyava urd cuxvd unoBahhovian ge peyaheg
niaug xay f Suvdpeiq npéakpouans. Yo autég ng ouwdrikeg propel va engifouv Bhabeg, 1igitepa
érav 1 Gpyavo tivol Biabpuptve, £xe1 unoorei Bhdbec, eyronég fi apuxeg

Npw ané kaile xpfion, shéylie npogexing Gha Ta Gpyeva kel avakdoipe. Mo xpnolgonaite dpyavo
obfynang nou eiva oAb careotpappive i £xel Bapei i dpyave ERIGpAG HE oplreia kayn.  Ta
apbheia opyava B npéner néduta vo emarpégovial oy Implex npokeipévou vo npoobopiel ety gival
Buvargy w0 OROVIOTONY ER VEOU

Inpeimon: Le kdnoia xpoviki grigun 1o opyova gleipoviar kol Ba npinci va avkaflioravral Na obnyieg

BxETKG PE TV NERINOINGN KQI XEIRPIOKO XEIPOURYIKGY opydvwy enkevaviore e v Implex Corp.

ANENIOYMHTA ANOTEAEZMATA

o Exer avogeplei peigyxeipneh efaplpwman 1wu 1oxicu.

B) Exer ovopepBei npdin 0 Gyiun xakdpuen 1ou ERGUTEIPTOC

v} Exouv napampnfei avibpaoeg unepevmiobniag oo pérahha. H onpaoia Tav oviBpeaEey aurdy
onanei AEpanépw pEAEM.

5 Mnopei va EpGoVIOIED E1EPAIONGE ooreanainan kGl NEPIPEDIKEG veuponaBeies.

&) Inaviog avapépovian kal KQIGyualo Aoy uneprdnwang 1Y eLapmpdtey ohikig apliponhaonikig
joxiou. To kdraypa rav Eppuicupdtay A n gBopd 1oug civar nBavdrepn o noks Spaahpiovg A
naxig, oobeveic. H erspdnheupn avannpia ng apfipwang f 1ou drpou pRopei Yo £GOPHOCE]
Bucovakoyo Bepog arg efopripcna,

oiie spopins; momrckAUIGSHONS? Contact FRAODRH/OBEMDID at
avenfiipntey onorcheopdiuy. Te onawicg nEpIMEIaEIg, o KAIVIKEG STNAOKEG HNOPEl ¥a KAroMoouY
anapantntn 1y apbipodeaio A tov arpLInpIGopd.

i corn & manipoiozions degli strumenti thirurgid.
EFEETTI INDESIDERATI

‘pracessed under FOIA Request # 2018 ' rgire|asbadistiblils 05232016

) Estata rfesit ollenfoments prénre)iicod

o Sono stase rlerite renzioni i sensihilia o metallo, 'eHfefta g tei reazioni & in attesa di dhteriare ricercn.

4 Possono verificarsi ossificazione ectepica @ neurapotie periferiche.

€] I rari osi s sono verificote frafture do affaticament di cormponenti della pratesi fotgle d'anca. La roffua ¢ ['ysure del
componente & pid probubile in pozienti pocticalarmente atfivi o in sovreppesc. L'jwalidita dell orticoluzione controlat-
arale o dell'estremita put soltoporre | companenti ud un rorico sproper Zionato-

B In olcuni tosi si rende necessario eseguire. pucvamente V'intervento per correggece un effetto indesiderato. In rare
accasian, e comglicozioni clniche possono sichiedera interventi di artrodesi dellarticolaziane o amputazione delfarto.

UTILIZZO ED ESECUZIONE DELL'IMPIANTO

Yiene lornite un set complelo di strumenti necessario per I'impicnto dei componenti.  Alcund modelli rodiogsafic assistono i
chirurga nello valutazione defla misira o dell‘intervalio di misure do impiegare.

Gli dlesutari, i raschiett ¢ i campioni fornifl con il el & srument sono i componenii che determinana | misuro definitive delle
profesi do impiegare. L'uso dei compiond per confermare la misura scelta e la stohilia dell'urtcaluzione preservo I'integritd
¢ la sterilil deg'i impionti.

|1 corretto pusizionomento dei comonent conserte Ji ewitore il carica involontorio dei componenti & pud prolungare . durota
uile degli impionh. San disponibili brochure sulla Temice di protesizzazione d'anca Implex per uleriori informozioni
dettagliate sello procedura roccomandota.

STERILIZZAZIONE

(omponenti del sisiema protesice d'anca Implex surio sterilizzali per esposizione o rodigzioni gumima emesse da “(o a uno
dose minima di 25 KGy. Ln dota di sterilizzazione o di sendenzo del componente & slompota sull'erichetta della confezione
estorna. La risterilizzazione dei camponenti & spedficomente stonsighiota. Tutti § componenti in palietilene sono confezionai
con g di azoto. Prima di usare 'impiardo, ispeionore acturmtamente Je chissure ermetiche it della confezione inferna che
di yoella estezna {la confezione inferng confiene il componente) per verificure u presenta di eventual difefti o operture.

Per delerminare e dimensioni corrette prima di wprice la confezione sterile si utiizzona componenti di prove e strumenti
proviisari. | componenti i grova oli swumenti provvisorl devono esser sterlizzofl in vorformita o protocalli ¢ alle
procedure di sterilizznzione del proprio isfituto. Inelfre, tutt i metedi di sterilizzazione devano essere confoimi e refofive
indicazioni e ugli stondard ANSI/AAML1S0, assicurands un livello di steribith pari o 10°. La steritizzazione degli strumenti &
stota convolidata per | vassoi di strumenti con inwolucro. | vassai di strumenti ton involucro possano essere sierilizzut @ vopore
o uno femperotura di 134°C (273°F) per 20 minoti, quindi lasciofi asciugare per 30 minufi Gli strumenti devono essere
gulit in conformita ai prototolli & alle grocedure di sterilizzazione del proprio istitulo.

Brevetti USA H°

5,593,451/5,443,519/5,549,693/5,57],200/5,571 ,'10]/5,232,361/5,702,437/5,436,131/6,087,553/6,063,442
Implex Corp., 2003 Tutli i dirtf iservafi

fmplex, Confinuum e Hedrocel sono morchi registrati di Implex Corp.

Timmer ¢ Trilogy sona marchi registrati di Zimmer, Inc, Warsaw, (N (USA}

Sistema para a Bacia da Implex

DESCRICAO

(05 componentas do sistema paso a bacio do Implex consistem em:

« Superte modular pora o badia femoral, sem dmenta: Hydroxylopatite (HA) e Poreso
0 suarte revestido de H ¢ fabricedo de sluminio e tilamio & revestido em sun secdo proximal com Hydroxylopatite de
alia purezo, densidude e cristonilidode. 0 suporte poroso evestitn & lefte de aluminio de cromo de cobakto, com o
cluminio de cromo de cobalio formando o superficie porosa.

+ Suporte puta a hada fomoral cimentada € cabegas de rol fixos com espagadores d
0s suportes i de fomoral séo fabricosos com aluminia de oo de cobale fandido ou alumiio de tromo de
cobalta forjoda. Os suportes cimentados incorporam um superficie proximal rugesa ov um ecbomento de aceiinado.
0s espoadores cimemados asseas Polymethylmathacrylute {PAMA) estdio dispaniveis pora todos 05 supartes.

o Cabegas de rolamentos medulores, 22mm, 26inm, 28mm e 32mm
As <chegas de rolamentes modulares sie fabricadns em lign de cramio/cobolto forjado, cam os opqdes de superficies
bomhardeodas ov ndo cam ido de itrogénio, dxido de aluminio cerdmice ou Zirconio cerfimico. As cobecas de rolamentos
modulares 16m m adopiodor canito para o monjoger nos suporfes modulares femornis e esidio dispeniveis em diverses
comprimentos de deslocamento de pescoro. As cahegas meidlicas estio disponiveis em dois adoptodares canicos. Uma
tobeco com um aduptador conico gspecilico deve corresponder ao udpador dinico a0 suparte femoral da baca. &
cabegs caramicos s estio disporiveis em odoptador cinica 12/14 ¢ 56 devem ser wsadas mum superte femaral com um
adoptador canico 12/14.

« Ventasa de monobloce de cavidde eotitside de Metal Trabeculor com ou sem buraces para parafusos
45 ventusas do morohloca de cavidode cotoidide sio febricados em Metal Trabecuer (tantala depositado em ma estruturo
de carbora vitrea) & ur anel de fice de lign de tikanio com UHMPWFE diretamente compresso moideda no Metol rabecular
& ventosa 86 cavidude caiildide de Metol Trabecular tem uma geomettia eliptica. As ventosas de covidade taiildide de
Metal Trabeculas estio dispuniveis em varios dngulas faciais e diGmetros internos. s Ventusas de monoblaco de cavidode
coflbide estio dispoiveis em tamanhos de 40mm o 70mm. As ventosts de monoblsco de cavidede cotildide de Metal
Tabeculer esto disponiveis em apdes agrimorodas de ligacdo cruzady em tomanhos OD de 52mm o 7Omm.

« Ventosas da monobloco de cavidade cotiléide com Revestimento Poroso e com Revestimento HA
& ventos de covidude <oiiléide com revestimento paraso tem um revestimento assentada em tivgnio poroso (7 & um
dlinhadar todo de polietilenc monfado na fibrica. A ventasa de cavidade colfigide revestida com HA tem um revestimento
de hidroxilupatite e v afinhador moalode i fibrica. As ventosts cofitides estin disponiveis em vrios dnguos foriais
¢ cado Enguto focial estd dispanivel em varios difmeiras intemos. As venlosts estio dispaniveis em tomanhos de 40mm
q 70mm.

« Enxerto/Revestimento de cavidode de cotiléide modular
(s enxerias/revestimentos de cavidode cofiléide eliptica modulor séo Tubricodos de metal trobecular wom uma superficie
inferna de akuminio de titinio ou com uma superficie extemna assentada em fitanio CP. 0 anel de travamestio e os pines

_ o deltos.de ojurmine de fitanio, Ds enxerlgs modulores esté dispontveis em tamenhos de 40mm
H-PIAS AT IS EERAS oV OF 301-796-8118
o alinhadores modvlares UWMWPE 0°, 10° ¢ 20°
# s et disnprivels em feés ngulas facicis e coda dngulo facia) esta disponivel am vrios

q
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Sistemi protesici d'anca Implex

DESCRIZIONE

} camponeni dei sistertt protesic d'ones [mplex sone compost: da:

« Steli d'onca femorali modulari, non cesmentati: rivestimento in idrossiopatite (HA) @ porose

1o stelo rivestio con WA & reaiizzato @ lega 4 thario ed & rivastilo in carrispondenza dabo serione prossimale con
idrossiopatife od elevatu pursz2e, densitd e crisialinita. Lo stelo sivestita i materiale poroso & realizzofo in legét trome-
cobuto ton microstere in legn croma-cchatio che formana o superficie porosa.

$teli & anca Temoroli cementati modulai ¢ testing di sostegno fissa con spessori in cemento

Gli steli femarali cementati sono realizzati in lega cramo-cohalio da gefto apgure in lega cromo-cobalte do lovorzione
plastica, Gh stei cementufi sono dalat di superfice vuvida a livello prossimale o & initure safinaia.

Per tutti gl stefi sona dispanili spessari di comento 055E0 n polimetimetocriinte [PRMA).

Teste di sostegno modulari da 22 mm, 26 mm 28 mm ¢ 32 mm

Le feste di sestegne moduluri sano realizzate in lego tremo-cobotio forginta. Le superlict sono disponibili nelle versiont
bombardete agli fon di czolo oppure fon wombardate agli ioni, ceramica ol ossido di alleminia ¢ ceromice oll ossido di
sirconio. Le feste di sostegno modulari Tanna sezione susiremotu per il montoggio gl steli femoroli moduluri e sono
disporibili in varie lungherze di oitset dei collo femorale. Lo feste matelliche sono disponibili in due sezioni rasiremote.
va rostrematura di ung determinata fesia deve corrispondere o quelia defio stelo d'anca femorole ossocidto. 1e teste
coramiche sono disponitif solo in ostreratyra do 12/14 ¢ devono essere uiiizzate salo con siel femorali della stessa
misura.

Coppe acetakolari moncblocca in metcllo trabecolure con & senzd fori per vifi

Le toppe oeetaboleri mansblocco i metallo trabecclora sono realizzaie in metalln trobecolare {tontolia degositoto s una
seuttora di carborio vetroso] ed uno ghiert romlale in lega Ji titonio con UHMWTE stampato a compressione diretiomente
nel metollo trabecalare. Lo coppe austabolare in metalla tiabecolare ha tma geametria Jlittica. Le coppe acetabolari in
metallo trabecolore sono dispanibili in vorie anyotazioni frontcli & diometri interni. Le coppe acetelbolori manabloceo sono
dispanibil in misure da 40 mm a 70 mm. s toppe oeetabolorl manabloteo in metallo irabecolare sono tisponibili con
opiani reficolate di diometra esterng da 5% met o 70mm.

Copps acetobolari monobloceo con rivestimento porose & vivestimento in HA

L coppu ocetabolare con (ivesliments parcso presepia in rivestimento in microsfere di titanio ommercieimente puro ed
um inserto int fe in poliefl Vidto in fabbrita. Lo coppa netubolare con rivestimento in HA presentn un
rivesfimento in idrossiopofite od un insertn gssermblato in foptricn. \e teppe seetobalari sono disporibili in vorie
ungolazioni frantali, dascuna disponibile in vari diemetri nferni, Le coppe sano disponibl in misure da 40 mm a 70 mm.
Coppu/corazze acetabolari modulari

Lo coppa/orazze acetobolari ellfiche modulari sano selizzote in metallg trobecolers con uno superficie inerna in lege
4i titania appure Lon une superficie estermno in miicrosfare i fitanio commercialmente puro. L' anello di bloccoggio ¢ il toppo
per il foro del cupola sone reclizzati in lega di fitanio. La coppa modulare & disponibile in misure do 40 mm o 70 mm.
Inserti moduluri in UAMWPE do 0°,10° e 20°

G inserti UHMWPE moduluri sano dispanibil in tre angolazioni frontal, duscuna disgonibile in vari dinmetri interni. Gh
inserii motulur presentane dentellature sul bosdo esterno che consentono ol chirurge di selezionare |'ongelazione frontale
durente |'interventc npertlorio.

Coppe acetcholari cementate interamente in polietiene

¢ coppe acetabolari intercmente in polieflene sono redlizzste in polieilene ad olfissimo pese molecalare & sono dotate di
anello marker rediografico replizzato in leye tromo-cobulte. Lo coppe weefobolori interarmente in polietllens son
disponibili in misure: di Jiametra esterno da 40-70 mm con incrementi i 2 mm. Le cogpe aceiabolari interanente in
palietilene sono disponibiti in due angolaziori frontali (0° e 10°), dioscuna disporibile in vers diometri inferni.
Cornaze, i ¢ limitatar] otetabolari da revi 1one in metallo Trabecolare

e estension ncetabolari In mefallo raberolore sone reglizzote infercmente in metallo trabecolure (tantalio depositato so
ung siruttura &i corbavio vetrosol. Vestensiane ucetobolare in metallo iohecalare viene applicata alla coppo acetubolare
parasa sediante cemetlo 0550. 1} gruppo estensione acetnbolare poroso/struitura acetebolore & desfincto olla fissozione
cemgniotn e non qxentnm.

Lo corozza otelabd

e linsadoaniach FBARBDRINGTEIBI S CDRH:

10080 NG KGNS TH0GL 0 DSl l'-'llm‘-ﬂp!m"vb.
» Ventosas de cavidode coliloide dmentedus todas em polietilene

DKIPGOTED ng%@.dﬁroﬁ QJ(AMReq uest # 2 dta:emms de covidode cotitpide tlo!ius am ‘pnhmilunu 3o fohriradas com pofieiieno de pest melecular dltro-elevado &

@ S “w #‘ﬂ ifgdp entl'} dﬁérbmin/mhuhu. . ventosas fe (ouidade cottids odas em
pulietiteno eskﬁn%‘s’pmivms ngs ungu DE)MJ. f;t Hn@lﬁ}n@@.@@_ﬁ‘@ﬂra de cpvidude cotilide
tads em pafietileno esido dispaniveis em dois ingulos fuiuis {0° & 10°) ¢ codn angulo atial esta disponivel em varios
digmetros inferncs.
Revestimentos de cavidode totilgide de revista Metal Trobeculor, Enxertos Limitador
0s enxactos & imitodores de metel fichecclor de covidade cofliide sto fchricados fetalmente com mefal trabecolor
{sanulo deposilode sohre um estruturo de carbone vitreo). O enxerfo de covidode catilide de metal tiobecelor & afixad
do enerlo poros de covidode coliiGide usando dmento dssee. 0 desenho do enxerto te wovidede cotikiide/ covidode
cotiide & poro uso com eu serm dmeno. 0 revestimealo de cvidade cofitoide de reviso meto) fiobeculor tem umd
geometria eliplica e & fobritedo com metol frcheculur com. um anel te face de alumnio de fitindo. 0 revestimento d¢
cvidade cotildide de revisio metal trobecular estd disponivel cam puraiusos com coberd. 0 sevestimente de cvidode
cafiéite de revisio metal tiobecular & para ser ustdo oM 0 alivhodor cmentodo UHMWPE de substifuicie. 05 enxerios
de covidode cotiloide de netal trabecular estdo disporives em samanhas de 40mm o B0mm.
0s porofusas dsseas Contingum fane 14.5mm & 5.0mm} ou wm & Sistema de Cavidode Cotlgide Zimmer Trilogy” ou com
os porafusos dsseos WGP (6, Smm), todes fobricods com aleminio de o, sdo sados quanda 1 ixgdo adjunta for
raguerida.
» Alinhadores UHMWPE de Reposiciio
inhadores de Repasicdo & fabri o de UHMWPE ¢ sio compliveis com {ods os enertos e revestimentos de cavidode
coiloide fabricudos com et} irobecular. 0 Alinhedor de Reposicio de Enxerta Porosn @ HA & composto de URAWPE com
um anel de trrvemenly de fifinio. Todos as Alinhadores de Reposicao sdu morcados para concidirem com o5 tamanhos
de enxertos 6o Implex.
» Parafusos Qsseos
0s Parofusos Qssees da Implex séa fabricodos com clurvinio de fifnio & esiio disponiveis nos didmetros de 5.0mm ¢
&.5mim com diversos comprimentas.
» Pino de Cimenle
{0 Fino de Cinento & fobricado tom polietilena de baixe Jensidnde.
QObservacio: metdl wabeclor { tatalo depusitado sobre yme estratira de corhoro vitreo] & fobricado pelo ‘mplex Corp.
Sob & marca Implex, o biomteriol metal frobecular também & comercaiizado soh a murca registrad Hedrocel®

IND|CACOES

0 usa do Sistema de Badit do mglex & indicado pore:

o) Junigs sevesamente doentes camo reselicda de aririte degenerafiva ou necrose vestolor.

by Revisdo secundria de uma pritvin substituigdo de componente femarcl ou Ha todo 0 bacio.

¢! Oulras prablemos da bacia onde o experiéndo clinics masiray qué o8 medos lfernafivas de rotomente {6m menor chance
de afingir os resultados satisfatérios.

d) Deslocemento do fratura 4 ocia ou fraturas R reduzivels, no qual a fixocie adegundo nbo pode ser oblida.

&) Mo jungiio ou fraturas Ja cabeca ou pescoro femoral.

fi Rewperagio de uma falha priméria oy secanddrio do total u parte da bodo.

CONTRA-INDICACOES

o} Infecgio ativa ou Jufenie na ou e torna da junta da bacio sao canira-indicagdes obsolutes € procedimento ndo deve ses
aplicoda nos pudientes que o apresentem:
1. febre e/ou inflomogEa local
2. destuicao ripida da juria o ohsorcio éssep vistas no Raio ¥
3. dlevagto ou foxa de sedimentagiia ndo explicivel, elevatdo da contagem de célns brameos sangiiiness g UM

sigrificative mudanga ne ceiagem diferencicl.

by As desordens mentais 0 neuromuscular que possam criar um jista inacsitivel do nstobilidode da junta, fixacko do
componefte, complicagdes piss opesatorios oU folha estrutured do componente.

o) Cuonfidede insuficiente 4z 0550 Qe 0SS COUSAI 12 0550 10 ser (epaz de supenar & fixar o tompanente.

4y As {oberas Cerimicas do femoral do Implex sdo tanira-indicados para use oM qualquer outre enxerto diferente da
UHBARKPE ou com um Enxerto Metilico UHNWPE.

ADVERTENCIAS

4) Loais de inferso ov potenciais pora 0 infetcdo distuntes da boda potem espafhar-se <ob o forma de hesnofomos pard
bada @ devem ser irotodos onfes dn drurgie.

b} 0 cirurgido deve estar totolmente familiarizado com o5 companentes e g it dirirgica do Siztema 4o Bucit da Implex.
Folhetos de Tecnicos da Baio de Implex stio fornecidos pela implex para estes proposiios.

¢} 0 deslocamerio pds aperaiario & ume complicagaa séria da cirurgie otcl da bacia. Os padientss dever ser frotados de
ume mgneir pord reduzir @ possibifidede do deslocamento, oté que o fecide mole passa fornecer & esiahilidade necesséria
para @ junta.

4} Uma vez implontods, v componene Runca dave ser reusado.
o) Em padentes muito atives o4 cam muite peso, 0 possibilidade de folhn estruturel dos componentes & muior. Todos 0
esforgos devem ser envidaros para fmitar s nivels de aiividode e veduzir 0 peso dos pacientes submetidos 00 implonte.
(s companientes do Sisterma de Bacin do Implex (noo indluindo os tompanentes de covidade cofilide de Metal Trabewulor)
no devem ser usados em <onjunto Cor UM romponete de eutio fabricante devido os voriogBes de tamanho, tolerinios
ou outrs prlicas de processemento. 05 cormponentes de Cavidede Cofiside de Meto! Trubecular da implex. podem &
devem somente ser usadas com us heges do femoral da mplex ou o fobricods ou dicteibuidas peln Zimmer & ndo
devem ser usntos em conjunto com Um componente de outro {obricante devida as voriogBes de tumanho, toleriincios ou
outras préficas de processamenta.

Hus dircunsténeias em goe far necessrio misturar componentes do diterentes fabricantes, ¢ compaiibilidode ene 05

componentes em relucio 0o tomanho, talerancias i materigis deve ses ussegqurado.

g) Os imglantes nenca devem sar modificados, dobrades ou processndes de outra forma, epbs o envi pelo fabricante.

h} A Cobeca de Cerdmica de Tircorio & composta da um novo material cerémica com histaria dinico limitode, Embora o5
Jestes mecdnicos demonstrom que quando usadus com enxerlos de vidude catfide de polietien, 0 esfera de zitegnio
porcielmente estobil da produz uma quantidad reliivarente peguena de particulas; o quonfidude totl de porficulas
pesmonece indetesminudo. Oevido o Yimituda experiénciu <lnica e pré dinica, os efeitas hioldgicos 4z longe prozo das
gorficulns sdeo descenhecidos.

it 0s porafusos dsseos da Implex 1o sfo gprovades para & colocargo ot fixogie de parafisos pata 85 elerentos gosteriotes
{pediculos) du coluna cervical, fordxico ov Jombur,

PRECAUCOES

a) As desordens mentais 0U peuromusculares goe possom criar um Fisco innceitével da instabidode da junig, tixaca do
componeme, complicarGes pbs peratorias ou salho estruturc! do comporente.

bl O cirurgido deve esiar totalmente familiarizodo com os componenies e O Yecnicu cirorgica do Sistemu de Bocia fin Implex.
U fotheto de Térnia do Badin @ fornecido para este propasito.

o) Uma vez implsntado, v componente Auaca deve ser revsndo.

d) As Cabegas Cesdmicos do Femotal da Implex devem somente ser vsedas com Sugortes de Bocio le aluminio de iitinia au
dluminio te troma oe <cholto do {mglex Corp., com um adaptodo: cinica de 1214
¢} o efetuar o interfoce de ur componente de covidode cofifiide dn tmplex com vrna tohern do femarnl Tabriceda oy
disiribuida pela Fimmer, o usudrio deve estor lotimenie \omiliarizade tom o5 componentes ¢ técmices cirurgicas do
Timmer ¢ informato da intentda de uso e riscos do implonte. {onsulte o Emhalagem do Alinhador da Zimmer paro
conhecer as Adveriéncias, Precoutbes e Fhaitos Adversas. Consulie também o Tecnica Girirgicn aprapriada do Zirmer,

ISTATUS@fda.hhs.gov or 301-796-8118




PRECAUCOES ESPECIAIS o R IBidePreRpeRadsrRURmNTOIA Request #

0 uso @ desconiominugio propriodo, induindo a pré lovagem, rinsogem € esterilizagio, ormazenimento & utilizacdo, sao
imporfuonites para @ anga vido ofil dos insiramenios cirlrgices & mesma com @ Uso correto, widodo & manutencdo, o se deve
prever que irdo durar ndefinidomente. 1sto & especialmente verdodeiro para os instrumentas de torte {como brocas,
espocadores, ruspadores, goives, quias ¢ formao), instrumentos de quio {eg., quics, malhos, calcas, pinos, extratores &
impoctudores) ¢ oulrs. Fetas ftens o com fregiéndo sujeitos 0 altas corgas /ou Farges de impocia. Sob tais condicdes,
pode ocorrer quebra, porliculaimente quando o item estiver desqestede, dunificado, com ronhuras ou scads.

Antes de toda use, inspecione oM cwidodo os insirumentos ¢ ilens. Hiio use ym instrumento de guic que estejo spverpmente
Jestigurado oy desgastado ou um instrumento de corte com bordus ceges. Insirumentas com bardus cagus devem sempre ser
reforniados pova o Iriplex para defenninar s podem ser afiades.

Observtgio: Apbs cesla fempo 05 instromentas se desgosiam ¢ devem sér substituidos. Paro ohter as diretrizes velafivas 00
cuidodo & use de insirumentos drirgicos contate @ Jmplex. Corp.

EFEITOS ADVERSOS

a Tai reporiado o deslocamento pos operaliria da junta da bado.

b) Foi reporteds o of 1o odicnteda ou tordio do camponent

(1 Fai reportodo reacao de sensibilidode 0o metal, A signficinda de tais reocdes oguardom estudes adicionais.

4y Podem ncorrer o formacio Je osso heteratopico ¢ neurapalios peritericas.

¢} Deareew com roridade o fratura por fudige dos componentes iofuis do boda, A frotera ou desyeste tem maior
possibilidude de ocorrer em podentes pesodos ou milo atives. Uma junia controlateral ou extreme invafidez pode wlacar
uma carge despropardonal nos comganentes.

f) Algumes vezes € netessirio uma nova operatdo gara corrigir o efsito adverso. £m saros ocosides, complicagdes dinicas
pudem requerer a ortrodose da junta oz amputugio do tmembro.

UTII.IZA(;.AO E IMPLANTE

£ fornecido um conjunta completo de instrumentos necessdrio para 0 implante. dos
ajudam oo drurgido o estimar o jamienho au faixa de famanho g ser wsada.

0s espocodores, raspadores e tesles fornecidos o corjunte de instrumentas o o deferminantes fingis do temanho ta
protese o ser vsad. O uso de testes pora confirmor a selegdo do tumanho e o estabifidade de junta greserva o integridade
¢ esterlidade dos implantes.

A colocacio correto dos companentes gjudom o evitar 0 <argo nde previste. dos componenies & podem oprimorar o vidn ol
tos implantes. Folhetos de Tecrics du Bucia da Implex estdo disporiveis para formecer infarmacaes detalhiados odicienals com
relagio o procedimenta recomendado.

ESTERILIDADE

{15 componentes do Sisiema do Bacia do Implex sdo esterilizadas por irrodingdo de gome de *Ce, corn yma dasagem minima
de 75 KGy. A doto du esterfizngha ou expirocho do componente estd impressd no rotule do embalogem exterior.
Espeificomente, ndo & recamendada o resterilizagge dos companent Todos os companentes de poliefileno séa bolod
em azota gasoso. Os selos dos embolagens infernas & externos La emhelogem interna contém a companexie) devem ser bem
fispedionadas pare focalizar defelfos ou vozamentas anes de usar o implunte.

tes. Modelos de rad

S5 usadus tesles/provisorios € oulios insirumenta$ pore determingr o tamanho antes de ser necessirio chrir o pucote
esterilizado. Os festes/provisbris i 1os devam ser esterifizndos de acordo com 03 pretocolos 2 procedimentos de
esterilizacdo da insfituicdo. Aiem dissa, todos os métodos de esterilizacio devem ohedecer & arientogdes € nOrmas adequadas
de AAMI/ANSI/1S0, devendo atingir um pivel de esteriidode de 10°. A esteriizugéo das instrumentos Soi validada pure coixos
de insirumentos embolados. A coixa ge instrumentos embalado podem ser esierilizadus o vapor ¢om uma lemperaturs le
37F {134%) por 20 minulos, tocn um fempo de secagem de 30 minutos. Os intrumentos devem ser limpas de ueordo com
os protocolos 8 procedimentos duinstituicao.

N's. de Patente nos FUA:
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Sistemas de cadera de Implex

DESCRIPCION

s componentes de! sistema de rodern Implex consisten em

« Vastagos femorales modulares no cementados: recobrimiento de hidroxiapatita (HA) y porose

fl vastago recchierto de HA esfd fabricado con una cleacion de fitonia y recuhierlo en <y seccion proximel <on

hidroxizpatita de ahio pureza, Jensidod y cristalinidad. I vistogo recubierto porose esth fubritado con une dlencion de

cabglia ¢romo con una supericie porosn formoda por perficulos de aleacion de cobolto croma.

Vistagos femorales modvlores cemeniodos y cabeza fijn con cofinetes ¥ espaciodores de cemento

Los vistagos temarales tementados estén fabricadzs ton una oleatibn de <chalto eremo ea qilares o de cobalie aomo

labroda. Los visiages cementados i una superficie rugesa en su exiiema proximal o v acabuda satinodo.

Se dispone de espacindores d cementa dseo da polimetimetntriluto (PMMA) para todas los vistages.

Cabezos modulares con cojinetes de 22 mm, 26 mm, 28 mm y 32 min

Lo cobiezas modulores ton cejinefes estin fobricadas con una oleacion de tahalt cromo labrode con epeicnes de superficie

bombardeada o no bombordeqda con iones de nitrégena, con gluminio cerdmico y rconia cerdmica. Los cahezas

modulares con cofineles tienen una comficadan para blaje: con los vitogos | Jes modulores, y estan disponibles
en vorigs lengitedes de distancio de cuella. Los cobezas de metal estin dispanitles en dos conificnciones disfintes. Lo
conificncion espetifica de \n tchezo dehe coreespondersa can la conificacién del véstogo femorol. Les cubezas de material
(ellgmitn sila estn dispomibles con conificucion 12/14, y silo dehen utizzrse en visiagos temarales con conificacion
12/14.

o Copas acetabulares de metal trob con y sin orificies pura tornilles
Los copas acetobulores de mefal frabecula: monoblogue esttin fabricadas con memfimhewlnr {tantalio depositeda sabre
un esgueleta de corbono vitreo] y un anilla con superficie de oleation de fitanio ton |IHMWPE moldeado directamente par
campresian en el metal traherular. Le cop ntetabular de meta! rabeculor fiene unt forma elfptica. Lus copas ucetabulores
de metal frabeculor estan disponibles en diversos angulos de superfide diameiros infernos. Las copes acetebulares
monoblogue esién disponibles en yomoias de copa de 40 mm o 70 mm. Los copds acetabulares de metal traberolor

hlogue estin disponibles en apcianes p - dus con enlacas cruzudes en fomuiios de didmelre extamo de 52 mm

nearp

670 mm.
Copes wetabulures recobierins porosus ¥ recubiertas con HA moneblogue

Lo copo acefabulor Qirestiofns ™ QEH i
poliefileno mantado eq fabrico. La copu utéiummﬁgmﬂ&m}

mnt}lnln_in en fibrice. Las cepas acetabulares estan dispanibles an diversos angulos de superfice, y cado angulo de superfice

<
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BESKRIVNING
Implex hiftsystemkomponerter bestin av:
« Modulira femorola biftstammar, cementirio: Hydrnxiu\)ntii (HA) samt pords beldggning

Den HA-helogda stummen Gr fliverkod av titarlegering med belfiggning o A o hig renhetsgrad ock keistaflinisering
pd dess proximela del. Stammen med ports beldggning Gr fliverkod av koboltkromlegering med kobakkrompdrlor 8r
ot bilda den porisu ylon.
Cementerade femoraly hiftstammor, maduliirg och fixerade logerhuvuden med comentmellonfiigg
Ue cementerade femorola stommarnt & fillverkode ontingen av gjulen kobaltkromlegering sller smidd
kahasrarlegering. Cemesterade stammar ey antingen en skroviig yto poximal, eller en blunk yte.
Bent lnliigg av pely krylad (PHMA} finns f6e olio stommar.
Modulra lagerhuyuden, 29 ma, 26 mm, 28 mm och 32 mm
Wodulire. lagerhuvuden & illverkade ov smidd kobeWkremlegering med et val oy yibehondling med eller uran
kiivejonkombordemang, alyminiumoxidkeramik eller Zirkonismkeramik. De modulira Ingerhuvudena har en kano e
montering ¥id de moduldra temarale stamvmarna och de finns fillgiinglign med olika holsfarskjutaingsltingder.
Metclhuvudena finns med 1v koningar. huvud med en specifik koming ko pass pa keningen pd den femorolo
Vifisiammen. De kecamiska hovudena finns hara med 12/14 kaning och far eadast anviindas tll 2n femoral start med
en 12/14 koning.
Motoblock acetabular trabekoliir metallup med eller vtan skruvhél
Monoblock e Sekulir metlleup & tilverkad av robekufér metal fiemaldeponering pi eft glasoridt
Kolskeletf) somt en yiring ov fitanlegering "ned UBMAPE kompressionsgjutet direkd § den trobekulira metallen. Den
acetohulirt rabekelira mefalicupen hav en lfptisk geometri. Acelabulir irobekulé metallcup finns med olika yivinklar
ath innecdiometror, Manablock acetebulér cup finns med cupstorleka: mellen 40 mm och 70 mun. Wonchlack acetabulr
okl metallcup finns i korslgnkade uttkode ahernativ med yiferdiometrar mellan 52 mm och 70mm.
Menoblock ncetabuliir cup med ports beldggning eller HA-beltiggning
Den acetebulira cupen med pords heliiggning or en beldagning ov (P sitanpirlor och en pd fohriken monterad insats helr
gu nolyeten, Den aceltbifira cupen med Hi-heltiggning har en bekiggning a¥ ydrosiapufit och en pé falriken montered
insats. Acetabulr cup finns med olika ywinklor och vorie yivinke! finns med ofika innerdiometrar, Cugen finns | storlekor
mellon 40 mon och 70 mm.
Modulir acetabulér skal/skol
Moduldr aretobulie <kdl/skol illverkos ontingen o trobekufdr metall med en innerylo av fitanlegering eller med en
uisida med (P titanpirlor Lisringen och Yupolhélpluggarna & ilverkate ov ftaolegeting. Den moduléa skilen finns i
iistortekar mellan 40 mm ath 70 men.
Moduliira UHMWPE-insatser - ®, 10° och 20°
Wodulér UHMWEE-insorser finns med fre yivinklar, och varje yvinkel finns med olika innerdiometror. De modultra
insatserna hor uddar ph den yitre kanien som mifiggdr for kinuigen off wiido in yivinkeln under operofionen.
Cementerad acetobelii cup helt av polyeten
Acetabuldr cup heli av polyaten Bt Iilfverkud ov polyeten med ulirahdg molekylikt (UMW) med en
réntgenmarkeringsring av kohoitkromlegeing. Acetabuldr cup helt av polyeten finas med en viterdiometer mellon 43
mm och 70 mm i intervaller pd 7 mmn. Aeetobulic cup helt o polyeten finns ned tvi. ytvinklor (0° and 10°) och vorje
yvinkel finns med olike inngsdiomedrar.
Acetohultira trabekutiirn metallskel e revision, forstirkning och begriinsare
‘Aratahilara trobekulisa metoligkel fog revision hat en ellipiisk geomatri och r Wllverknde av trabekulgr metall med e
yiring v fitanlegering. ncolabulic trobekulfe metellskal far revisicn ilhandahills med efler utsn kupolskruvhal.
Acetabuliri tobekulirt metofiskel for revision i ovsell oft anvBndos med cementarnd UHMWPE-insats for utbyte.
Acetobulirt trabekolant mesallskal finns § copstorlehar mellan 4C mm och 80 ram.
Acetchulict tiohekokint metollskal fir revision dr vsen aft wnvindos il med { benskruvas (6,5 mm
Ioth 5.0 mm) eller Timmer Tlagy” acetehulint system eller HGP 1 benskryvor (6, 5mm). Alle g ilverkade ov fitan-
egering.
UHMWPE-insatser fir uibyte
Utbytesinsatsen fr ilverkad ov UHMMPE och dr kompotibel med all scetobulira skilor och skal sam dr tillverkede ov
Arohekulr mefull, Utbytesinsatsen for Hi- och ports skl bestir av UIIRWPE med an hisring av fitan. Alle uthytesinsatser
g mavkerade far oft Gverensstimme med Implex skilstorlekar.
Benskruvar
mplex benskruvar i ilverkode av fitoregering och finns i diametcor pi 5, 0 mm odh 6,5 mm othi olika lingder
Cementplugg
(emenlpruggen r fillverkad oy polyetylen ov g densitet.
OBS! Trabekulir metall {tantoldeponering g ett glosortat kolskelett) illverkos gy Implex Corp. Biomaterinlef trabekulic
metull marknadstars dven under Implex vorumirke med varenamned Hedroce”

INDLKATIONER

Anviindning ov Implex hiftsystem ar indiceras vid:

a) Svir involbdiserode leder, tex. vit, degenerativ artrit elles avoskulir nekros.

1) Sekundir revision ov en fidigare misslyckad femoral f eller fotol hifledsplosti

o) Gvrigo haffedsproblem dic idinisks erfurenheter hor vise! ait alternativa behandiingsmetader troligen inte kommer o
uppnd lledsstillande resuliat,

d) Frakturduxation ov héften eller icke-reducerbara frakdurlikningar gér edekvat fixering inte kan erhdllus.
o) Wtebliven fickturfikning eller fraktur pé lirenshals efler femoralhvud.
1y Riddning av en hrvererad primr eller sekundiir totol eller hemi- hiHledsplasiik

KONTRA'INDlKATIONER

a) Al eller latent infektion i eller omkiing hileden uigbr absoluta Kontraindikotioner ach sidan infekfion maste vieslutos
hos paflenter som uppvisar:
1. feber och/eller lokal inflommation
7. aabh leddestrukfion eller benabsorhering enligt rdntgen
3. firhiid sedimentesingslakl sem Inte ken rkdars pa aanat stn, forhit leukoryiviirde eller fachiid differeniiolrikn-

ing av levkocyter

b) Mentola eller neuromuskuldra siukdomar sam skulle medfra en oaccepiabe! risk for edinstabilitel, komponentixering,
postoperdiiv komplikofioner ol stroktureltt komponenthaveri.

o Gtillricklig benmassa som skulle gira skeletiet ofbrmbgel ait stidjo och finern komporenten.

) 'mplex keramisks femorala huvuden far endost anviindas fillsammans med en UNMMPE kil ler en metalfirstirki
UHMWPE-skal

VARNINGAR

o) Infekiianssillen eler patentiella infektioner p ovstind frén hifien kan spridos vio Hodet 1l haften oth bir drfér
hehandlos fire operationen.

b) Kirurgen skoll vara vl forirogen ed komponenterna och den Kirurgisko tekken s implex hifisystem. Broschyrer for
implex hifttelenik ken bestillas $rém Imptex fir detin dndemal.

¢ Postoperctiv luxation dr en svir kampiikatian vid total hifedsplastik. Pafienten bbr behandlas pa eft sodunt sétt utt
risken for luxetion dr st liten som majligt, tills de mjuka virvnaderna kan erbijudo filrécklig stokfiver i leden.

d Efter implentaticn far & ten aldrig dteramviind

gransa potien i MeQffer 01-7
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@510 QrSPONIDIE BN LIYers0s QIMETTos 1Merngs. Las copas estan Wispomizles en famanas ¢e epa de 44 mm a £U mm.
Copa,/cublertos ocetabulares modulares

f) De komponenter som ingdr i Implex biftsystem {ej meditknat neetabulira trobektira metollkompanenter) far &
anviindus tilsommans med en komponent frén en annan tiverkare pd grond v varistioner i stoslekshestimning,

Los copo//cubiertos ocelabulares dipliccRSbords 'dyy by itje i @ soleransnivagr eller beorbetningsmetoder. Implex acetobulira trabekulira metollkomponenter kon anvindns med lmplex
aletgion de fitwiio o con una superficie exierna de puni(u?r;bs%ma Egggﬁlyﬁﬁﬁyﬁg RE&UGSt # 201f§mrﬁl3£§en ﬂa@dﬁﬂs’@dmbyl @@fﬂ# @mu%g‘gﬁm ehf*ﬁ&i anviindas Kllsammans
 Yelefd

asfiios da Yo conuln estin fubricadas con uno clencion de fitario. La copa modular estd dispomble en tamafios de topa de
40 mm o 70 mm
Distos micdulares de UHMWPE o 0°, 10° y 20°
Los discos modvlores UHMWPE estan disponibles en tres angulos de superficie, y todu dngulo de supesfice esth disponible
en diversos dismelros intesnas, Los discos modulares fiengn ascotoduras en el onillo externo que permiten al ciruigno
selaccionar el dngulo de superficie intraoperotoriomente.
Copus tcetabulares cementadas integramente de polietileno
Lus copts acefobolares inegramente de pabefiteno estdn {obricadus con polietilena de peso molecelar uitre olto {UHMWPE}
y fienen un anillo mercador radiagrafico fobricads con olencidn de cohalto cramo. Lus opus acetobulares integramente de
polietfenn eston disporbles en lomarios de dimelso exierno de 40 mm o 70 mm en incrementos de 2 mm. Los copos
acesabulares intsgromente de polietilena esidn dispanibles en dos Angulos de superficie {0° y 10°, y coda fnguio est
disporible en diversos didmetias inlernos.
Limitader, cubiertas y aumentos acetahulures de revision de metal trahecolat
Los qumenios ¥ imitadores se fabrican completamente de meta! roheculor {tontlio depositade sobre un esquelela de
carbin vitvea). H numento acetobular de metal trebecolar esti fijado a o copu acetobular poroso can cemento sea.
£l qumento o consleudlo aceobular poraso e pora usu ¢on o sin cerenfo.
La whierta acerabulor dz revision de metol trabeculur fiene unn formt elipticn y st fabricado con metal trabecular <on
uo onila de superficie de aleadon de titanio. Lo copa acetabular de revision de metol robecular estd disponible can arficios
pura torrillas en le cipuln. Lo cubierta acelohulor de revision de metal troheculor esié disefiada pore su uso con un dist
e sustitecion cementado de UHAWPE. Lo cubierta acetabulur de metal trabecolar esii disponible en tumafics de copa de
A0 mm g 80 mm.
T los casos en que se requiere la Kjadon de los componentes, se utilizan torrélls para hueso Confinuum (6,5 mm y
5,0 mm), con ¢l istemo acatehular Frifogy ™ de Zimmer a con rornllos pora huess NG9} 16,5 mm), todos ellos fabricades
can una cleccion de titanio.
Discos de UHMWPE de sustitucion
£l disco de susfitucion esta Fabricoda can UHMWPE y es compafible con todas los copas y cubiertos acetabulares fobricadas
con mela! trabecutor, El disco de sustitugion de copas de HA y porosas estd fabricado con BHMWPE con un anillo de fjngién
de titanio. Todos los discas de sustitucion estdn marcados pora que coincidon ton los famadios de <opa de Implex.
Tornillos pura hvese
Las tornillos pera huesa de Implex esian fohricados con una vleacion de Titanio y estén disponibies en digmetios de
5,0 mm y 6,5 mm con vorios longitudes.
+ Tapon de cemento

Fi fupén dz cements estd fabricado con polietileno de baja densidad.
Nota: E metal trabecolar (tantalio depasitada sabre un esqueleto de carbione vilrea) es [ahritado par Implex Corp. Bajo fo
marco de Implex, e moterial biolagico de metal \rabecula también se comercializa <on el nombre comerial Hedroce!®.

INDICACIONES

Hl uso del sistema de cndere de Implex estd indicodo en los siguientes cases:

o) Articolaciones gravemente discapaciados como resulfod de ung arfifls degenerntiva o unn necrosis ovaseular.

) Revision secundaria de un companente famoral o una sustiludén total de cadera previomente no safistactorios.

¢} Oiros problemas de cudern en las cusles ln experiendio dinica ha demosirade que los posibilidades de éxito de los mudas
aliernofivos de iratarmienio son menores.

d} Luxacian pos fractura de la cadera o fracturas irreduchles en los cutles no s2 puede conseguir une fijadén odecusdo.

) Frocturas sin consalidnr y fracturas del cuello o ln cabeza femorel.

) Rescate de una odera tojal a semisustituidn primaria o securdaria frocosada.

CONTRAINDICACIONES

o) La infectn aciiva ¢ latente en lo oriculagion de fa cadern o 5u entorno tonslifuye unc contreindicncion absolutes que debe
Jescariurse en os pacienies gug presenten:
1. Fiehre o inflamocian locol.
2 Destrureian orticular répida o ahsordon asen en los rodiagrafios.
1. Aumento de ln velocidod de sedimemaian que no se pueda explicar por ofras causas, elevacion del recuento de

leucocitos o tambia significafive en la formula leucoditario.

b) Determinados trastornos menales o neutomustulares que suporen uA riesgo inoceptable de inestabilidad articular, folia
de fijacion del componente, complicacianes pestaperotarics o fracas estructural del componente.

< Reserva dsen insuiiciente que incopacite ol hueso para soparlur y fijar ¢l componente.

d) Los cebezas femoroles da ceramico de implex estan contraindicodus con eeps disintas o las copas de UHMWPE o o los
capas de UHMWPE con respaldo metdico.

AVISOS

al Las Fuentes de infeccion o infectin potencial a distoncia de la codera pueden diseminarse hasta ella por vio hematbgena,
nor lo que deben ser tatados entes de o cirugia.

by i cinrjana debe estor lotalmenie fomilierizado ton los compenentes y lo 16cnico quirirgica relocioneda con el sistemo de
cadern de Iglex. & tol efecto, Implex dispone de manuales de féenicas guirbrgices de cadera.

¢) Lo lunncitn posteperateria es una complicacidn grave de la dirugia fotal de coderc. Los pacientes deben redbir trefamiento
para reduir o probabifidad de luxacion hasta que ¢l tejide blando pueda praparcionor lu estobiided necesaria o la
urficolacin.

41 Una vez implontada, ¢f companente no dsbe reutiizerse.

&) Lo posibilidad de fracose estructural de os fes aumenta en los paci {ado activas u abesos. Se fomarin
s medidus apropiodes paa limitar fos iveles de petividad y reduir el pesa de los pcenes somefidos ol implare.

1 Los componentes dei sistema de cadera d Implex (excepto los tomponentes acatabulares de metel robecular} no deben
uilizarse con componentes de ofres fabricontes debido u lns voriacines e tamafio, Tolerancia y otros procedimientos de
procestmiento. Los componentes ocelobulares de metal frohecalur de Implex deben utilizarse exclusivamente tan cobezos
femarales de Implex o fabricodos o distribuidas par Zimmey, y o con componentes da olros fubricantes debido o lns
varigciones de tamafio, foleranda y ofros procedimierrias de procesamiento.
fn aquellos csos en que sea necesorio combinor componenes de distintos fubsicantes, deberé ¢ fi ln
tompatibilided en la forma, In tolerancia o los materiales de os compenentes.

g) Ho se debe modificar, doblar o procesar en moda dlguna €l implonte una vez enviado pos el fabricante.

h) L cabeza de dirconio cerbmica st ompuesld de un nueva material de cerdmica con una istoria clinica limitago. Aunque
las pruebas mecanicas demuestran que la esfere de circonio purcicimente estabifizoda libera una confidad relativomente
ascasn de macroparticelos cwondo se utifiz con copos ar de golietleno, ne se ho determinado la cantidad fotal
de macroporiiculos. Debido a que ka experiencia ciinica y predinica e [imitada, no ¢ canocen los ehectos hiolgicos o larg
ploza de estas mocroporticulas.

1 bos tornillas port hueso de Implex no estén aprobadas porc Iu fijacian o andaie con fornillos a los elementos postariores
{pediculos] de lo columna cervical, dorsal o lumbar.

PRECAUCIONES

a) Determinudas frastornas mentales o neuromusculares suponen un fiesgo inoceptuble de inestahilidud articulor, falta de
fiacian del companente, complicaciones pastoperaterivs o frocosa estructural del componente,

b} El drujano debe estor taialmente fomiliorizado con los componentes y fo Wocnice quirirgica relacionoda con ¢l sistema de
codera de Implex. A tal fin se suministre un manual de técnicns quirirgicas de codera.

1 Ung vez implontada, el

d) Los cbezas femorcles @E’xﬁ“ﬁf aafféﬁ:; am&a@&lﬁ:gm GID%“QGEJ M RYE]

litamio o de aleaion cobalto cramo de implex Corp. con un mudon conificado 12/14.

med komponenter fran nagan annon tillverkare fill FGljd oy vorictioner T sierle mser elet bearbetningsmetoder.

Under omstandigheter som kriver blandning o kompanenter frin olika tillverkare, masie kompaibifiteien mellan de
alika komponesterna betrffands storleksbestimning, toleranser ellor material faststillas

gl mpluntoten fir oldrig modifierss, s eller pi annat vis bearbelus efter leverons fran tillverkaren.

h) Keromiskt zirkoniumhuvud bestir av eit nyft Verariski maleriol med begrimsad klinisk bistorik, Trots ot mekanisha tester
hor visat att den porfiellt stabiliserade sickoniumkulon, 43 den. cnviinds med en ocetobular polyetylenskdl, producerar
farhallandesis sma partikelméingder, forblir den totaa purtikelmingden obestbmd. Pa grund oy begransad Kfinisk och
firklinisk arforenhel, bt de langsikiign biolagiska effekiernn ov vartiklarno okiinde.

i) Imples henskruvar ir ef godkéndo for inskruvning eller fixering vid de bokre elementen {petiklarna) i hais-, brést- efler
lgmdryggraden

FORSIKTIGHETSATGARDER

a} Mentala eller neuramuskulira sjukdemar som skulle medfira 2n ouceeptobel risk for ledinstabiite), kamponentfixering,
postoperntiva kamplikationer eller komponenthaveri.

b} Kirurgen kafl vara val férirogen med komponemerra uch den kirorgiske tekniken for Implex hiftsystem. Broschyrer Far
Il hiftrekik kan bestillas frin mplex fior detin tindamdl.

) Eter implantation Fir kompenenten aldrig deranviinds.

d) Implex femoraln kerumiskg huvuden fir endast anviindes med hoftsammar fréin Implex Corp ov titanlegering eller
koholtkromlagering med en 12/14 koalapp.

¢] Vid koppling till en Implex acetobuldr korpanent med eft femoralt huvud som fillverkans eller distribuerots av Fimmer,
skall unwiindaren vora vil Sarrogen med Zimmers komponenter ach kirurgiske feknik och vura informerad om
implantotens ovsedda anvéindning och risker. Lds 1 Zimmers firpackningsininga hetriflonde vorningar, f6rsiki heisé
girder ath biverkningar. Lis ocksd 1 aktuell kirurgisk teknik foén Zimmer.

SARSKILDA HANSYN VID INSTRUMENTVARD

Korreki hanlering, dekontominering, bl.o. frskilining, i, skilining ach steriisering; firvaring och amwiiaduing ar vikligh
fit lang och produkiiv onvindning av alla kirurgiska instrument och provisorier. Aven vid korrek! anviindning, vird oth
underhill skali mon infe farvtnta sig tt produkternn skall vara f6r evigr. Detta dr i synnerhet sunt betriiffande skivinsicu-
menl (m.o.0, borrstycken, upprymmore, rospar, halmeslar och mejslar), drivinstrament (m.o.0. drivhandiag, hommore,
stampor, sift, utdragare och impakiorer) sami provisrier. Dessa praduktes ulsEts ofta for hiig belastring och/ pller slagkraft.
Under sadano omstandigheter ken brott uppstd pd instromenten, i symnerhet om produkien dr korroderad skadad, hockad
eller repad.

Undersik alla instrument och provisarier fire vorje anvindning. Aawiind inte el drivinstrument som r svirt skadat och slitet
lier eft skiirinstrument med frubbig eag. Trubbiga instrument skoll altid skickas il mplex, for att fasistlla hunwvida dlipming
i méjligh.

OBSL Vid nigot 1fille kommer instrumenen ut slites v ach vora fvungna atf byias o5, Kantakta Implex Carp, fir rikilinjer
angdende varo och huntering ov kirurgiska insrument.

BIVERKNINGAR

o) Postaperativ luxation u hiffeden hor ropparterats.

i) Tidig eller sen lossning oy kompanenterna her rapporterss.

1) Overkdinslighet mat metall har ropporterats. Betydelsen av sadan reoktion skall undersikas

d] Meterotop benbildning ach periferiska neuropatier kan uppstd.

o) Frokturer fil fald ov materiliritthe: i de fotala haftedskomponenternc har sillon rapporternts. Det dr skitre risk fér
kamponentirakiur eller nedslitning hos overviklign pller Gverakiiva patienter. Invalidisering av | I fed eller
exiremitet kan medfira en oproportionel] belastring pa kompanenterno

B My operation i | blund ndvandigt fir an korvigera en tiverkning. Kirisko komplikotioner kan i sillsynia foll medfiira
ehow av steloperatian i leden eller nmputerion o benet.

ANVANDNING OCH IMPLANTATION

Del finns aft fullstindigt instrumentarium som behies for impluntafion av Yomponenterna. Rontgenmallor waderlittar fiir
Kirurgen it berdkna den storlek eller det slarleksomfng som krivs.

Upprymmaze, hyvlar oth firsGkskomponenter som ing i instrumentariet bestimmer slulgittigt storleken pa den profes som
dkall enviindas. Genom ot anvinda férstkskempanenterna far oft bekriifia val av storiek och ledstabiltel kan man hevare
implaniatens integritet ach stobilifet.

Koreekt placering av komponenterna gér ail man lattare kan undvike oovsiktig belustring a¥ komponenierna ath
implantatens lvstid kan darmed firbitras. Implax hiftieknikbroschyrer finns ott ilgd far ytterligare defalierad information
angiende den rakommenderode metoden.

STERILITEY

Implex hishsystemkomponenter dr steiliserade med hiilp av $9Co gommasteélning med en rrinimidos pd 25 kGy. Dafur da
korponent il aller ¢ far anvindos lingre onges pd eiiketten pa den ytire firpockningen. Vi avrider besidmt
friin atersterilisering av komponenternc. Alla polyeenkempenenter dr firpackode i kvévgas. Firseglingarno pé siivil den
inre som den yiite frpackningen {den inre firpockningen innehaller produlcen) fill kampanenten skall undarsikos for
eventuelly brister eler lickage innan imalantatel anviinds.

Prov och proviseriska kampanenter samt andra instrument seall amviindas f6r att baststla storleken invan den steri for-
packningen dppnus. Prov och provisorisk k i iliseras i enlighet med sukhosets

gat, Tersikhgl

I samt i skl
steriliseringsrutiner och metoder. Vidave miste ol sterilisering upphylla kraven i fillimplig AAMIZANS1/1S0-stondard ach en
sterltatsniva péi 106 skal uppnis. Steriliseringen ey instrumenteringen her validerats for inslagna instr fodeal. Inslogna
insiromentfodral kan sterliseras vid 134 C under 20 minuter, med en torkid pid 20 minufer. Instrumeaten skall rengdros i
elighet med sjgkhusels sterliseringssuiner och metoder.

1S Patent nr.:
5,593 451/5,443,5 9/5,549,698/5,57],200/5,5]'1,'10]/5,282,561/5,70?,437/‘5,486, 181,/6,087 553/6,063,442
Implex Corp., 2603 Alla ricigheter firbehalles

mplex, Coninuum och Hedroce! dr reqistrerade varumirken sam filliér Implex Corg Zimmer oth Trilogy dr registrerade
vurumirken som ik Zimmer, Inc, Worsow, W
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¢} Cupndo se utilice un componente geetohular de Implex con una cabezo femors! fabricadn ¢ distribuida par Zimmer, el
usuario debe estor lotalmente [amiliarizodo con Tas tcricas quirﬁrg'lcus y componentes de Zimmer ¢ ini[ormudodde los u;trsI
y riesgos previsios de Jos. implantes. % t: (i Es Q@g\mnen(ias precuutipnes y efectos adversos de
prospecto del disco de Zimmer. (unsuhesBu m gﬁuﬁ it ﬁﬁﬁﬁdulﬂ er FOIA Request # 2016-1518; Released by CDRH on 05-23-2016
PRECAUCIONES ESPECIALES PARA EL CUIDADO DEL INSTRUMENTAL
Es importante aplicar procedimientos aprepiados de manipuladian, descontaminacion, indvidas los proresos e preadurade,
|avat, oclarada y esterifizocian, conservadion y uso para consequir wna vida Gl prolongudo de todo el insirumental y los
mteriales provisionales quirirgices; aungue las condiciones de uso, cuidado y mantenimianto sean apropindes, no debe
esperarse que tengon una duraddn indefinida. Esto es espedialmente oplicable o los instrumentos cortantes 1p. e}, hrocs,
estariodores, bisturies, gubias, guies ¥ escoplas), los instrumentes de intraduccian {p. g, imroductores, martiflos, tumps,
aguigs, exirotoses @ impaciores) y materictes provisionales. stos instrumentos o menuta st sometidos o cargas o fuerzas
de impocla infensas. En estos condiciones puede producirse la rotura dei instrumente, especialmente i estia corroido, doiode,
mellado o cranado.
Anfes de coda uso deben inspeccianarse defenidamente todo el instrumental y materiales provisionales. N uifice i
de introduccib que estén <laramente estropeadus o desgustadus i nstrumentos cortantes con bordes romas. Los instrumentos
ramos deber. devolverse o 'mplex pura determinor si es posible valver a afluries.
Nota: En algin momenia, fos insirumenias se desgastan y deben ser sushituids. 5 desen obtener instrucciones en relucion
on el cuidado y lo manipulocién del instrumental quirirgico, pangase en contacto ton Implex Corp.

ACONTECIMIENTOS ADVERSOS

a) Se ho descrin 'a luxation de o erficulncion de o todera en el pestoperatorio.

b) Se ha descrito ol oflajamientn precoz o tardio del companente.

¢} Se hon descrit reacciones de sensibifidad o los metoles, Es preciso realizar nuevos estudios pare determinas lo imporfancio
de estas reacciones.

d) Se puede produci la formacidn de hueso heferotagico y neuropatias peciféricas.

¢} Se hun producida en roros ocasionss fraclucas por faliga de los companentes de la protesis total de coera. Lo fracture o
desgeste del componente es més probable en coso de pacentes obesos o demasiado actives. Lo discopucidod de la

ruladion o de I extramidod cantrolaterales puede generor ung carga desproporcianada para los componetes.

) En otusiones & netesaria Una Teinlervencion para corregir Jos acantegimientos adverscs. Los comglicaciones dinieos pueden

requerir en raras ocasiones 1o arirodesis de lq avficulacion o Yo emputocion de lo extremidad.

USO E IMPLANTACION

Se suminisita un juego completo del instrumental neceseria pora o implontacion de los componentes. Los pluntillas
radiologicas ayudardn o drvjano 4 estimer ol fomaiio o intervalo te famaas que debe uilizarse.

Las estariodores, fresas y materiales de prueba que se incluyan en el jueg de insiramentos son Jos determinantes finales del
tomaiio de o prétesis ufilizada. B uso de fos materintes de prueba port confirmar la selercian del tamafio v lo estabilidad
orficolor preserva lu integridad y esterilidad de los implontes.

La colocadion adeconto de los companientes evita |2 sobrecorga excesiv accidentol de los componentes y puede mejorar la
vide 31! de lus implontes. Eston disponibles diversos manurles de Yecricos quirdrgicas de cadera de Implex con informacian
detalloda adicional sabre ¢l procedimiento recamendado.

ESTERILIDAD

Lus componentes del sistera de codera mplex se esleriizan mediunte radiacin garma con "Co & una dosis minim e 25
kGy. La Fecha de esterifizndibn o caduridod def componiente estd impresn en o eliquetn del envasa externo. Especificamente
1o se recomienta la reesterilizacian de los component Todos los comgonentes de polietilens se envasan con gos nitrogeno.
Antes de ulilizn: el fmplante se inspecdonorin cuidadosarente jos precintos de los envases inleme ¥ externo (el envose
interna contiene el compenente] en husta de defoctes o fugos.

Antes de abrir el envose estéril dehe determinorse el famedio dal implante ilizonde Jos materieles de pruebo/provisianales
oo instrumentzl. Los moleriales de prueha/provisionales y el i tol deben esterilizarse conforme a los protorolos
praceditienias de esserilizocian de cada centra, Adestds, todos las métodos de esterilizacin debea cumplir las correspondi-
entes normus y estindares ANSI/AAMI/ISO, con un nivel de esterifled de 10°. Se ha voliduda s esterilizacian de instrumental
nora cais de instrumental envueltas. Lus ajas de insirumental envuetios pueden esteriizarse par vaper o 134 °C duzante 20
minuls, con un fiempe de secodo de 30 minutos. 8 instrumentol debe limpiarse conforme o los pralocelus v procedimientos
de toda tentro.

Nametos de patente en Estados Unidas:

5,593,451/5443,51 9/5,549,698/5,571,200/5,571 10175702, 861 /5,702,437/5,43(1,‘[31/6,037,553/5,063,44'1
jmplex Carp., 2003 Reservados todos los derechos

Imlex, Confinuurm  Hedrocel son marcos registradas de Implex Carp.

Timmer y Trilogy san morcas registrodes de Zimmer, Inc, Warsaw, 1.
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Trabecular Metal Acetabular Revision Shells

Zimmer Trabecular Meta! Technology, Inc. 1 She
Special 510(k) Premarket Notification

SECTION 6.2

DRAFT PRIMARY PACKAGE LABELS

. Patient Record Label

. Patient Reorder Label

April 11, 2005 39
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
_Special 510{k) Pramarket Notification

Note:
e The prescription legend, address, and sterility graphic are printed directly on
the box.

¢ The primary materials that comprise the implant are identified on the label.

April 11, 2005 40
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

SECTION 7

510(k) SUMMARY
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

The Trabecular Metal Acetabular Revision Shells

Submitter Name: Zimmer Trabecular Metal Technology, Inc.
Submitter Address: 80 Commerce Drive
Allendale, New Jersey 07401-1600
Contact Person: Marci Halevi
Phone Number: (201) 818-1800 ext. 507
Fax Number: (973) 879-0825
Date Prepared: April 11, 2005
Device Trade Name: The Trabecular Metal Acetabular Revision Shell

Device Common Name: Acetabular revision shells or cages

Classification Number: 21 CFR § 888.3358 and 21 CFR § 888.3350

Substantial The term “substantial equivalence” as used in this 510(k)

Equivalence: notification is limited to the definition of substantial equivalence
found in the Federal Food, Drug and Cosmetic Act, as amended
and as applied under 21 CFR 807, Subpart E under which a
device can be marketed without premarket approval or
reclassification. A determination of substantial equivalency
under this notification is not intended to have any bearing
whatsoever on the resolution of patent infringement suits or any
other patent matters. No statements related to, or in support of
substantial equivalence herein shall be construed as an
admission against interest under the US Patent Laws or their
application by the courts.

Device Description: The Trabecular Metal Acetabular Revision Shell is a modular
acetabular reconstructive device (polyethylene liner is
cemented to shell) intended for use in primary or revision
reconstructive procedures of the acetabulum. The subject
Trabecular Metal Acetabular Revision Shell is manufactured
from Trabecular Metal porous tantalum. The TM Revision
Shell has a Ti-6A1-4V instrument interface ring (ASTM F-136)
along its outer perimeter that provides a rigid contact area for
the impaction instrument used to implant the device. The
Revision Shells are intended for either cementless or
cemented fixation to the acetabulum with that allow for
optional ancillary fixation to the acetebulum. The screwholes
mate with commercially available Zimmer 6.5mm titanium
alloy bone screws.

42
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Zimmer Trabecular Metal Technology, Inc. Trabecutar Metal Acetabular Revision Shells
Special 510(k) Premarket Notification

510(k) Summary (Continued)

indications for Use: The Indications for Use of the Trabecular Metal Acetabular

Revision Shells are:

» For cemented or cementless use.

= Painful, disabling joint disease of the hip resulting from:
degenerative arthritis, rheumatoid arthritis or late stage
avascular necrosis.

« Revision of previous unsuccessful femoral head
replacement, cup arthroplasty or other procedure.

= Clinical management problem where arthrodesis or
alternative reconstruction techniques are less likely to
achieve satisfactory results.

» Where bone stock is of poor quality or is inadequate for
other reconstructive techniques as indicated by
deficiencies of the acetabulum.

Conclusion: The Trabecular Metal Acetabular Revision Shells are
substantially equivalent to the identified predicate devices.

43
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Zimmer Trabecular Metal Technology, Inc. Trabecular Metal Acetabular Revision Shells
Special 510(k} Premarket Netification

APPENDIX A

PRODUCT DESCRIPTION ORGANIZATION CHART

April 11, 2005
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Trabecular Metal Acetabular Revision Shells
Special 510{(K) Premarket Notification

Zimmer Trabecular Metal Technology, Inc.

THE TRABECULAR METAL TECHNOLOGY (TMT) REVISION SHELL
ORGANIZATION CHART

Zimmer TMT Catalog
Numbers

Zimmer Catalog
Numbers

Description

Modifications to cleared
devices

02-210-00404

00-7000-040-30

TM Revision Shell, 40mm

02-210-00424

00-7000-042-30

TM Revision Shell, 42mm

02-210-00444

00-7000-044-30

TM Revision Shell, 44mm

02-210-00464

00-7000-046-30

TM Revision Shell, 46mm

02-210-00484

00-7000-048-30

TM Revision Shell, 48mm

02-210-00504

00-7000-050-30

TM Revision Shell, 50mm

Sizes cleared in
KO01759;

current submission
covers minor
modification to screw
hole pattern and to
impaction ring.

02-210-00524

00-7G00-052-30

TM Revision Shell, 52mm

02-210-00544

00-7000-054-30

TM Revision Shell, 54mm

02-210-00564

00-7000-056-30

TM Revision Shell, 56mm

02-210-00584

00-7000-058-30

TM Revision Shell, 58rmm

02-210-00604

00-7000-060-30

TM Revision Shell, 60mm

02-210-00624

00-7000-062-30

TM Revision Shell, 82mm

02-210-00644

00-7000-064-30

TM Revision Shell, 64mm

02-210-00664

00-7000-066-30

TM Revision Shell, 66mm

02-210-00684

00-7000-068-30

TM Revision Shell, 68mm

02-210-00704

00-7000-070-30

TM Revision Shell, 70mm

Sizes cleared in
K983837;

current submission
covers minor
modification to screw
hole pattern and to
impaction ring..

02-210-00724

00-7000-072-30

TM Revision Shell, 72mm

02-210-00744

00-7000-074-30

TM Revision Shell, 74mm

02-210-00764

00-7000-076-30

TM Revision Shell, 76mm

02-210-00784

00-7000-078-30

TM Revision Shell, 78mm

02-210-00804

00-7000-080-30

TM Revision Shell, 80mm

Current submission;

line extension to smaller
sizes listed above and
includes minor change
to screw hole pattern
and impaction ring.

April 11, 2005

4%

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




-23-2016

TRABEGULAR

METAL

REVISION
-SHELL

Surgical
Technique

YA

zimmer

Confidence in your hands'

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATHiﬁﬁiliiiliMJ%-M 18 f\t.1




AGETABULAR PREPARATION

Use progressively larger reamers to prepare the acetabulum.

Hold the reamer steady in the same position in which the
shell will be implanted (approximately 45° of abduction

and 15° of anteversion). Minimize the amount of bone
reaming, performing only that necessary to achieve creation
of an adequate hemispherical cavity for support of the
Revision Shell.

SHELL SIZING
AND POSITIONING

Provisional shell sizes match the outside dimensions
of the acetabular reamers. The provisional shell has
protruding 1mm teeth around the rim to stabilize it
during trial reduction. It also has fenestrations so that
shell seating within the acetabulum can be assessed.
The elliptical Revision Shell implant provides 2mm of
interference fit at its periphery.

Select the provisional shell that is the same size as the
last even-numbered reamer used. Screw the Provisional
Shell Impactor Handle onto the provisonal shell. Place
the T-handled Version Guide into the slot on the Impactor
Handle. When the Version Guide is perpendicular to the
longitudinal axis of the patient, the provisional shell is
properly positioned at 45° of abduction.

REVISION SHELL INSERTION Y

Orient the solid portion of the shell (devoid of screw holes) in Sy x
an anterior-inferior position. Bring the Revision Shell to the i j‘ / 3
appropriate version and inclination (approx.45° of abduction and = y .

15° of anteversion). Impact the Bayonet Handle to seat the shell in position. LA

Note: Ensure that the Plunger is NOT in the Bayonet Handle during impaction.
i Bayonet Adapter from the
To release theycup, slide the Plunger into the Bayonet Handle. Depress the =

Plunger until the key lifts out of the slot in the shell, then rotate the Bayonet
Handle 90° to free it from the cup locking slot (A). Alternatively, the shell can be disengaged
by pushing the Locking Release Trigger at the distal end of the Bayonet Adapter, with or without

the Bayonet Handle in place (B). The provisional liner is then removed.

For shells which do not have the Bayonet Adapter. feature on the rim, the sized-matched Rim Impactor attached to the

Provisional Shell Handle should be used to impact the shell (C). For shells which have the Bayonet Adapter feature

on the rim, the Rim Impactor can be used for additional impaction following use of the Bayonet Adapter. The Cup )

Rim Impactor from the General Instrument Set can be used to adjust the'face angle of the shell if it is well seated but

requires repositioning. )

Warning: The Bayonet is for impaction only. Use of this instrument to change the placement of

the shell after partial or full seating, or to remove a seated shell, may cause damage to the implant

construct. Only direct axial impaction loads should be applied.

Ensure provisional
liner in place

A ” B Locking
Release
Trigger

Plunger

Questions? Contact FDA/CDRH/OEE‘DID at CDRH-FOISTATHiﬁﬁiliiiliii ii iiiiiiﬁ-ii ii '




]
F 56mm at Periphery

54mm

Spherical Reaming
Dimension

Elliptical geometry of the shell provides
a 2mm interference fit at the periphery

Once the version and contact aré acceptable, and implant-bone contact at the dome.

acetabular preparation is complete. Note the
position of the provisional shell so that the implant
can be seated in the same position.

SCREW INSERTION [as requiren]

If screw placement is desired, drill a pilot hole by placing the drill through the Drill Guide
in the desired screw hole (A). Measure the hole’s depth with the Depth Gauge (B).

Attach the Torque Limiter to the Screwdriver (C). Avoid overtightening of screws and potential
advancement through the shell screw hole. Note: The Torque Limiter does not eliminate the
need for surgeon evaluation of bone quality, appropriate screw selection, and torque control.

Select the appropriate length 6.5mm screw and insert it in the hole with the Screwdriver/ ¢ -
Torque Limiter construct (D). Place additional screws as necessary. Note: Unused screw 3

holes may be plugged with bone wax or bone graft. Bone wax may be used to fill the \ _
screw heads. This may assist bone cement removal if future need arises. Ny

Warning: Avoid screw placement through the shell into the anterior-inferior quadrant of
the acetabulum to prevent injury to intrapelvic neurovascular structures.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUSﬁﬁilii%- -




INSTRUMENT ASSEMBLY

For shells which have the Bayonet Adapter feature on the rim )
Assemble the Bayonet Adapter, sized to match the implant, on the Bayonet Handle (A). .

_,. The provisional liner aids in centering the Bayonet Adapter on the implant.

With the Bayonet Adapter positioned on the flat portion of the rim of the Revision Shell, turn the adapter until
it locks into place ‘(Z}.B[;lace the Version Guide on the Bayonet Handle ()~ During impaction, the Version Guide
should be perpendicular to the longitudinal axis of the patient and parallel to the planar axis of the patient.

For shells }vhich do not have the Bayonet Adapter feature on the rim, utilize the Rim Impactor as
discussed in Step 4.

A

Bayonet
Handle

Bayonet
Adapter

PROVISIONAL LINER
AND TRIAL REDUCTION LINER INSERTION AND PLAGEMENT

Select a Revision Shell provisional liner size that Prepare Osteobond® Copolymer Bone Cement. Place
matches the shell. Provisional liners are used to cement in Revision Shell while in a doughy state.
assess joint stability and face-angle position. Adjust The Revision Shell Liner provides a nominal 2mm
liner position to best fit the needs.of the patient cement mantle between the shell and liner. Place

the polyethylene liner into position and hold in
place while curing with the Acetabular Impactor
Head/Provisional Shell Impactor Handle

: construct. Remove excess cement. !
perform a trial reduction with the femoral stem and
trial femoral head in place. ' X

':ositioning Notch

" s

With the Revision Shell implanted {
and the liner securely cemented :
in place, the construct is ready for E
final reduction with the femoral g § ’ /‘ T
component. Y

Nl e
{

~

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.iov or 301-796-ii ii
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INITIAL AND LONG-TERM SIABI[ITY" T WPCNERGATILE FINATION AND POSITIONING

« Fully-interconnected trabecular structure with « Shell can be used in majority of primary and
two to three times the porosity of other cups revision cases.
enables extensive tissue ingrowth and strong

« Shell is placed in best position for

attachment! . A

o maximum host bone contact, while liner can

« High coefficient of friction' against bone be oriented independently, allowing for best
provides great scratch-fit and initial stability. patient version.

« Low stiffness of Trabecular Metal can produce « Dome screw holes allow for additional fixation
more normal physiological loading and reduce into structural bone.

stress shielding? ; : : :
§ » Various liner configurations available to best

« One-piece construct, created by cementing meet patient need.
the liner, eliminates concerns about

backside wear. .
56mm at Periphery

» Elliptical geometry
creates a 2mm
interference fit at
the periphery of the |/
shell, maximizing =

| bone contact for

[ sl gl 54mm

| Initial ana long- . :

. = g Sphen_lcal R‘?ammg 1 Bobyn JO, Hacking SA, Chan SP, et al. Characterization of a new
term Stablllty_ Dimension porous tantalum biomaterial for reconstructive orthopaedics.

Scientific Exhibit, Proc of AADS, Anaheim, CA. 1999.

2 Padersen DR, Brawn TD, Poggie RA. Finite element analysis of peri-
articular stress of cemented, metal-backed, and porous tantalum- (\3
backed acetabular components. 45th Annual Orthopaedic Research
Society Meeting, Anaheim, CA. 1998.

Questions? Contact FD =



unn[n IH[“HMA‘“““ INSTRUMENTS INSTRUMENTS - continued BONE SCREWS
Cat. No. Description Cat. No. Description Cat. No. Description
REVISION SHELL 7000-15 General Acetabular Instrument Set  7000-17 Revision Shel Instrument Set 6250-65-15  6.5mm x 15mm
CatNo.  Description {Includes one each of all items ﬂztludes :Eu uacih u[l‘:ﬂ';nm; mald B5065:20  6.5mm x 20mm
—— - low; portions of ki below; used only for Revision She :
TG 4omm Cup St popcherl i W W08 65mmx B
7000-50-20  50mm Cup Size Revision Shell Revision Shell Provisional Liner - 20° 6250-65-30  B.5mmx mrrrrn
7000-52-20  52mm Cup Size 7050-76 Instrument Case Base wiLid 73204828 28mm D, 48mm Cup Size 62506535  6.5mm x 35mm
7000-54-20  54mm Cup Size (Outer Case) 73205028 28mm ID, 50mm Cup Size 6250-85-40  6.5mm x 40mm
0005620 56mm Cup Size 7050-77 Instrument Case Bottom Tray 7205228 28mm ID, 52mm Cup Size 6250-65-50  6.5mm x 50mm
7000-53-20  58mm Cup Size 1050-78 Instrument Case Top Tray 73205428 28mm 1D, 54mm Cup Size 6250-65-60  6.5mm x 60mm
7000-60-20  60mm Cup Size -
006220 62mm c:psue Provisional Shell TR Thpin ;0 S Tor SCREW INSTRUMENTS
: p . T T 7320-58-28  28mm |D, 58mm Cup Si-ze Cat. No. Description
WA AR Through L Through 13206028 28mm D, B Cup Size SH0907 Tilogy  Moled nsurument Set
7000-66-20  66mm Cup Size e i 7320-62-28  28mm 1D, 62/64mm Cup Size (Includes ane of each of all tems
7000660 Gémm Cup Size il r] 0 Cup Sze lsed bolow]
Available in 2mm increments. 28mm 10, 66/58/70mm Cup
7000-70-20_ 70mm Cup Size : §60-02  Flex Shaftw/Modular Cannector
Cup Adapter w/Bayonet Revision Shell Provisional Liner - 10° 62600301 Drill Bit, 15mm Length
NERSOR SN -2 T04540  40mm Cup Size 73104828 28mm [D, 48mm Cup Size §260-03-02  Drill Bit, 30mm Length
Cat. No. Description . Through L Though b 7310-50-28  28mm ID, 50mm Cup Size 67600303 Drill Bit, A5mm Length
TR oo L e o S TM5:70 70 Cup Size 730527 Zimm 1D, 52mm Cup Size w6006 Ol Guide
0205028 __ 28 D, mm Cup Size Available in Zmm increments. 7310-54-28 28mm I0, S4mm Cup Size 5260-07-01  Tap, 4.5mm Diameter
0205228 28mm ID, 52mm Cup 3!1'9 ek e 7310-56-28  28mm 10, S6mm Cup Size §260-07-02  Tap, b.5mm Diameter
T02054-28__ 28mm 0, S4mm Cup Size 73105628 Zmm D, Somm Cup Size THI0E0T Tap Guids, T5mm Diameter
T020-5628  28mm 1D, S6mm Cup Size 105090 Cup Rim mpactor ; : :
. . T3l Cup Version Guid 1310-60-28  28mm ID, 60mm Cup Size §260-08-02  Tap Guide, 6.5mm Diameter
7020-58-28  28mm 1D, 58mm Cup Size m P::w sfrsmlnu ui EEm 1310-62-28  28mm |0, 62/64mm Cup Size 5260-10 Tap Handlo
a1 Sl s [Mmi’&'éia cn:;onw?m 73106628 28mm [0, G6/68720mm Cup Sze 8260-0 Straight Screwdriver
0206228 28mm 1D, 62/64mm Cup Size — b
TR Zmm D, Gekimm Cop Size 1050-33 Bayonet Handle w/Hudson Revision Shell Rim Impactor 6260-25 Universal Screwdriver
L P Adapter (Plunger included) T E Sh:u T 6260-26 Modular Universal Handle
4t 7050-4 Provisional Shell Impactor Handle i - el ‘ 6260-13 Screw Holding Forceps, 15°
REVISION SHELLLINER -1¥ : 7330-50 Rev Shell Rim Impactor, Size 50
i 7050-35 Medial Cup Impactor . o 6260-14 Screw Holding Forceps, 45°
Catla. _Descrigtion 70052 Rev Shell Rim Impactor, Size 52
el . {Manoblack Cup only) ] 561108 Depth Gauge
10104828 28 10, d8mm Cup Size 7050-36 Acetabular Impactor Head, 28mm 7330-54 Rev Shell Rim Impactor, Size 54 e -
7010-50-28  28mm ID, 50mm Cup Size p U - - 6260-85-01  Case (including base and fid)
v = 7050-38 Acetabular Impactor Head, 22mm __1390:56 Rev Shell Rim Impactor, Size 5
MO - S0, Con G s TR0 e Sl A Imgacn S8 50—
7010-5628_ 28mm ID, 54mm Cup Size Provisional Liner — 0° (Monoblock Cup Only TI080 Rev Shel i Impactor, Size 60 Iur:tnremn::l‘:r: o
70105628 28mm 1D, S6mm Cup Size 73604022 22mm D, 80mm Cup Size T062  Aev Shell Rim Impactor, :
7010-58-28  28mm ID, 58mm Cup Size Through L~ Through & Size 62/64
1010-60-28  28mm 1D, 60mm Cup Size 73604622 22mm 10, 46mm Cup Size 7330-66 Rw Shell Rim Impactor,
7010-62-28  28mm 10, 62/64mm Cup Size 73604828 28mm |0, 48mm Cup Size Size 66/68/710
70106628 28mm ID, 66/68/70mm Cup Size Through L Through L 7050-81 Revision Shell Instrument Case
- holds 10° and 20° Provisional
REVISION SHELL LINER - 0° 1360-70-28  28mm (D, 48mm Cup Size Liners and Rim Impactors
e Available in Zmm increments.
Cat. No. Description
700548 B 1D 7 Pravisional Liner - 10° (Manoblock Cup Only )
- 20 0 Wb i S!II! il i sl S REVISION SHELL PROVISIONAL LINER - 0°
7005-50-28  28mm ID, 50mm Cup Size 7361-40-22  22mm ID, 40mm Cup Size {ORDERED SEPARATELY)
7005-52-28  28mm 1D, 52mm Cup Size Through L Through | Cat.No.  Description
7005-54-28  28mm D, 5émm Cup Size 7361-46-22  22mm |0, 46mm Cup Size ToBIT Provisional Uiner Kit, 0°
7005528 28mm 10, 56mm Cup Size 1%1-48-28  28mm [0, 48mm Cup Size 7305-48-2828mm 10, 46mm Cup Size
7005-58-28  28mm ID, 58mm Cup Size Through L~ Through 4 3055028 28mm 10, 50mm Cup Size
70056028 28mm ID, G0mm Cup Size 1561108 _ 28mm 10, J0mm Cup Size 7305-52-28 28mm I0, 52mm Cup Size
70056228 28mm ID, 62/64mm Cup Size Available in 2mm increments. 73055428 28mm 1D, S4mm Cup Size
005-66-28  28mm D, Cup Size R :
KT e 7050-95  General Instrument Case Holds 0° 155528 28m 10, Son Cup szp'
or 10° Monoblock Provisional Uners _ 1305:58:28 28mm ID, 58mm Cup Size
7305-60-28 28mm ID, 60mm Cup Size
R 7050-33-01  Plunger {replacement ordered 1305-62-28 28mm 0, 62/64mm Cup Size

separately)

1305-66-28 28mm 1D, 66/68/70mm Cup Size

Trabecular Metal Revision Shell system developed in cooperation

with David G. Lewallen, MD, Orthopedic Surgeon, Mayo Clinic.

Manufactured by

Sllmplex: <

Questions? Contact FDA/CDRH/Eiiii'i ii miiiiﬂiiiil Iiﬁﬂi iii iiii ii iﬂiiii-iiii r\l l

Distributed by

zimmer

Confidence in your hands™

Please refer to package
insert for complete product
information, including
contraindications, warnings,
precautions, and adverse
effects.

Contact your Zimmer
Representative or visit
us at www.zimmer.com.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s) /( -~

Subject:  510(k) Number, K ()% (%q 37

To: The Record - It is my recommendation that the subject 5 10(k) Notification:
.D Refused to accept.
ORrequires additional information (other than refuse to accept). -

s substantially equivalent to marketed devices.

CINOT substantially equivalent to marketed devices.
Cother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Section 522 Postmarket Surveillance? Oves NO
Is this device subject to the Tracking Regulation? [(dves NO
Was clinical data necessary to support the review of this 510(k)? C1vES NO
Is this a prescription device? XIves [ No
Was this 510(k) reviewed by a Third Party? Oves M NO
Special 510(k)? KYES O ~o
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Oves Ej NO

Truthful and Accurate Statement DRequested B Enclosed
mA 510(k) summary OR [JA 510(k) statement

[ The required certification and summary for class 1II devices
’Ej The indication for use form

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

Animal Tissue Source 1 YES [ANO  Material of Biological Origin L1 YES Kl ~no

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
o Confidentiality O confidentiality for 90 days O Continued Confidentiality exceeding 90 days

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

?H/a ,. B
oo LW vine M oD b 5//10/

(Branch Chleﬂ ranch Code) (Dat ’)
Final Review: m\ @’9{ (// ( /OS

(Division Director) (Date)
Revised:4/2/03 ' 7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
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Re:  KO050937

Trade/Device Name: Trabecular Metal Acetabular Revision Shells

Regulation Number: 21 CFR 888.3358

Regulation Name: Hip joint metal/polymer/metal semi-constrained porous-coated uncemented

prosthesis | o
Regulatory Class: Class II v g//\o/(}g J. 3/{,,«[ M
Product Code: LPH ' 7j

Dated: April 11, 2005
Received: April 14, 2005

Recommendation:
This subject Special 510(k) notification:

uﬁfulﬁlls the requirements for a “Special” 510(k)
[1 requires more data.
[1 changes to traditional 510(k).

Type letter and wording suggested:

& “SE” Letter Attached
0 “SN” Letter Attached
{1 “Al” Letter Attached
L] “AI” via Telephone and/or FAX

Summary:
This modified device is modified from K983837 and K001759.

The sponsor has stated on the front page (April 11, 2005 letter) that “There are no changes to the
Indications for Use, Intended Use, or Fundamental Technology of cited predicated devices.”

The purpose of this 510(k) application is to add new larger sizes of shells (72mm - 80mm in 2mm
increments) and to allow two minor design modifications. The modifications are: (1) a modified
instrument interface face ring that allows for use with a new impaction instrument for all sizes (from
40mm-80mm); and (2) a change in screw hole pattern within the shells for all sizes (40-80 mm).

This submission does contain information/data on modifications made to the submitter’s own
device and 510(k).

The sponsor has provided the necessary to fulfill the requirements for a Special 510(k). As part
of a “Special” 510(k), the sponsor is not required to provide much of the information in the
traditional 510(k). The “SE” decision is primarily based on an administrative review as the
Special regulations were intended.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 b
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This Special 510(k) Includes:

Coversheet identifying the application as “Special 510(k): Device Modification™;

Name and 510(k) of device for which it is a modification;

Description of the device modifications;

Statement that intended use of modified device as described in its labeling have not changed,

Information that fundamental scientific technology of the modified device has not changed;

Design control activities summary:

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;

¢) Declaration of conformity with design; and

7. General information required for all 510(k) submissions.

AN e

510(k)# and Name of the Device Modified From:
K983837 and K001759, Trabecular Metal (formerly called Hedrocel) Acetabular Cage
System/Revision Cup

Indications for Use:

= Painful, disabling joint disease of the hip resulting from: degenerative arthritis, rheumatoid
arthritis or late stage avascular necrosis.

= Revision of previous unsuccessful femoral head replacement, cup arthroplasty or other procedure.

» (Clinical management problem where arthrodesis or alternative reconstruction techniques are less
likely to achieve satisfactory results. Where bone stock is of poor quality or is inadequate for other
reconstructive techniques as indicated by deficiencies of the acetabulum.

The device is indicated for cemented or cementless use.

Type Modifications:

The device included in this subject 510(k) is a line extension to the cleared Trabecular Metal (formerly
called Hedrocel) Acetabular Cage System/Revision Cup cleared via K983837 and K001759.

K983837 cleared sizes 52mm-70mm shells and K001759 cleared sizes 40mm-50mm shells.

The purpose of this 510(k) application is to add new larger sizes range from 72mm - 80mm, in 2mm

increments with two minor design modifications. The modifications include:

= amodified surgical instrument that allows use with a new impaction instrument for all shell sizes
(from 40mm-80mm}) and

= achange in screw hole pattern within the shells for all sizes (40-80 mm).

Description of changes and validation/verification activities are attached in Section 1.5 (pp. 16-
17). Risk analysis is attached in Section 1.6 (from p.18).

Device comparison table is attached on p.31.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18‘ :l
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Conclusion:
The sponsor has provided the necessary to fulfill the requirements for a Special 510(k).

Contact Person:

Marci Halevi

Manager of Regulatory Affairs
Zimmer Trabecular Metal Technology
80 Commerce Drive

Allendale, NJ 07401-1600

Phone: 201-818-1800

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 13
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Decision Making Documentation

Product to which compared: see review

YES NO
1. Is Product A Device X IfNO = Stop
2. Is Device Subject To 510(k)? X IfNO = Stop
3. Same [ndication Statement? X IfYES=GoTo 5
4. Do Differences Alter The Effect Or Raise New Issues of If YES = Stop NE
Safety Or Effectiveness?
5. Same Technological Characteristics? X IfYES=GoTo7
6. Could The New Characteristics Affect  Safety Or IfYES =Go To 8
Effectiveness?
7. Descriptive Characteristics Precise  Enough? X IfNO=GoTo 10
If YES = Stop SE
8. New Types Of Safety Or Effectiveness  Questions? If YES = Stop NE
9. Accepted Scientific Methods Exist? [f NO = Stop NE
10. Performance Data Available? If NO = Request Data
11. Data Demonstrate Equivalence? Final Decision:

Note: “Yes” responses to questions 4,6,8,11, and every “No” response requires an explanation.
Explain why not a device:

Explain why not subject to 310(k):

How does the new indication differ from the predicate device’s indication:

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness questions raised or why the questions are not new:
Explain why existing scientific methods can not be used:

0. Explain what performances data are needed:

l. Explain how the performance data demonstrate that the device is or is not substantially equivalent:

e AR o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
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Internal Administrative Form

YES NO
. Did the firm request expedited review?
2. Did we grant expedited review?
3 Have you verified that the Document is labeled Class 1lf for GMP purposes? X
4. If, not, has POS heen notified?
5. Is the product a device? X
6. Is the device exempt from 510(k) by regulation or policy? X
7. Is the device subject to review by CDRH? X
8 Are you aware that this device has been the subject of a previous NSE decision? i
9. Ifyes, does this new 510(k) address the NSE issuc(s), (e.g.. performance data)?
10.  Are you aware of the submitter being the subject of an integrily investigation? X
11.  If, yes, consult the ODE Integrity Officer.
12, Has the ODE Integrity Officer given permission to proceed with the review? (Biue Book Memo #191-2 and Federal
Register 90N0332, September 10, 1991,
Screening Chicklist
2. GENERAL INFORMATION: REQUIRED IN SPECIAL 510(K) SUBMISSIONS
Financial Certification or Disclosure Statement for 510(k)s with a Clinical Study NA YES NO
807.87(i)
SPECIALS ABBREVIAT | TRADITION
ED AL
YES | NO YES NO YES [ NO
a)  trade name, classification name, establishment registration number, device class X
b)  OR astatement that the device is not yet classified FDA-may be a classification request: see coordinator
c) _identitication of legally marketed equivalent device NA
d) compliance with Section 514 - performance standards NA
¢)  address of manufacturer X
£y Truthful and Accurate Statement X
g2) Indications for Use enclosure X
h)  SMDA Summary or Statement (FOR ALL DEVICE CLASSES) X
i} __Class IlI Certification & Summary (FOR ALL CLASS 1ll DEVICES)
J) Description of device (or modification) including dizgrams, engingering drawings, X
photographs, service manuals
k)  Proposed Labeling: X
[}  Comparison Information (similarities and ditferences) to named 3
legally marketed equivalent device
m) ICkit, kit certification
3. "SPECIALS" - ONLY FOR MODIFICATIONS TQ MANUFACTURER’S OWN CLASS [I , [Il OR RESERVED CLASS | DEVICE
a) _ Name & 510(k) number of legally marketed (unmodified) predicate device X I [
b)  STATEMENT - INTENDED USE AND INDICATIONS FOR USE COF X * If'no - STOP not a special
MODIFIED DEVICE AS DESCRIBED [N ITS LABELING HAVE NOT
CHANGED*
¢)  STATEMENT - FUNDAMENTAL SCIENTIFIC TECHNOLQGY OF THE X * If no - STOP not a special
MODIFIED DEVICE HAS NOT CIHANGED*
d)  Design Control Activities Summary X
i} ldentification of Risk Anabysis method(s) used to assess the impact of the X
modification on the device and its components, and the results of the
analysis
1) Based on the Risk Analysis, an identification of the verification and/or X
validation activities required. including methods or tests used and
acceptance criteria to be applied
iii) A declaration of conformity with design controls. X \

Passed Screening: Yes

Reviewed by: Pei Sung

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8[1?8

Coneurred by E’/ja"" /ﬁ;ﬂ?’\—"" ‘;/[ ¢ /(' g
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device * @

Descriptive Intormation Does New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed [ndication Statement™———®  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
(in Deciding, May Consider Impacton |

Device Requested as Needed
YES Safety and Effectiveness)?**
New Device Has Sgme Intended NO _
[Jse and May be “Substantially Equivalent” ¢ N
New Device Has O
@ @ New Intended Use
Does New Device Have Same
Technological Charaderistics, NO Could the New
e.g. Design, Materiald, ekc?  —® Characteristics Do the New Characteristics
YES Affect Safety or ——— Raise New Types of Safety YES _ 5
@ l Effectiveness? or Effectiveness Questions?**
A
NO Are the Descyiptive NO
NO

Characteristics Prdcise Enough
to Ensure Eqbiyvalence? @

Do Accepted Scientific
Methods Exist for

Assessing Effects of NO
the New Characteristics?

@ YES

Ate Performance Data Available  NO
To Assess Effects of New
Characteristics7***

NO
Are Performance Data

Available to Asses Equivalence?*

YES

Performance
Data Required

YES

]

() o QD)
A
Performance Data Demonstrate

P performance Data Demonstrate
Fquivalence? ——— {0 O < Equivalence?  #———

YES YES NO

NO

“Substantially Equivalent” @
To Determination To

5 S10K) Submissions compare new devices to marketed devices. FIDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

o e Data maivbe in the S10¢k), other 510(k)s, the Center’s classification files, or the literature.

-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18{)





