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Contact Person Patricia Jenks
Specialist, Cororate Reguaktory AITairs
Telephoe: (574) 371-8354
Fax: (574)372-4605

Date: June 4, 2007

Trade Name: RIOLOX &dtI* Cermic Femnora] Head

Commron Name: Cemmic Femoral Head Prosthesis

Claussilcation Name and Hip iotin me.naceamniipoler se:rnicontrained
Reference: cemerited or nonporou uincemented prosthesis

21 CFR § 8883353

Predkate Device(s): 36rmm Biolox dIna Ceramic Heads, manufacturcd
by Biomet, K0613 t2, cleared June 6, 2006

DePuy Delta Ceramic Fernoral Head, manmfacturcd
by De P y, K062748, cleared November 30. 2006

V4(W'~' Hiolax delta Ceramic Femoral Heads,
manufactured by Hownmedioa Osteonics, K0527 1$.
cleared October 27, 2005

Device Description: The BIOLOX Se/ha Ceramic Fernoril Hcads are
fabricated from an alumina matrix composite ani
are available in diameters of 28, 32. 36, and 40 mm
with a range of offsets to accommodate various
patient anatomies. They serve as an altemrivc to
both metal and alumina ceramic lkmral heads flr
use in total hip arthroplasiyv

Tradnmark of CcramTec AG
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Intended Use: The BIOLOX Crd ha Ceramic Femoral Heads are
modular compounertt, used in total hip arthrop Wrty
and imdicatcd for the foIlowing.-

Platientts sutfering from secere hip pain and
disability dtte to dieumatotd arthrits, osreoarthrittis
trautuxii; arthrukc potlyarthtritis, collgrcn diksorders,
rivasguljr necrosis atfthe remoral bnad, and
nonunlion of previouw Fracturcs if the femur;
patim xts with Cnngerdtal hip dya~plosiri prrruon& f

aicctabuli, or slipped capital Fbrnorat cpiphyIs;s
patients siafferina erom disability due to Previou
fusion; patielms xitii previously failed
endoprosthoezse dndior total hip compcnents in the
operative cxtremity; and patients with acute neck
feacwnrs.

Comptrlsan to Predicate flviee(s): The BIOL OX ddul Ceramic Femnoral Heads arc
substantially equivalent to the femormi head: li sted~
above axs predhidae dfvtyie, Both the prtipo"'d odn
predicatc desi igts ire intended to frnction as a
tmodu dr fintoral head ctn1oropcmen in totalihip
arnhroptasty, at d are manufaaiured from fit sv me
niaterials

Perrormsnce flata (Nonclinlicul Noti4CIinhat Perfonnance and Conclwi oims:
audiwr Clinical):

Mechanical testiog was pedibrmedf and rLSuLIIS
i ndfctun that the H IOLOX de in Ccramwl Feora l
Heiads ame equivalent to dcvioes currcndvy on the
market and c-agrable of withstanding in viv loading,

Clinical Pertbrmancc and Conclusions:

Clinial data and cone lusio is were not. needed for

this devicef,



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Nov 1 9 2007 9200 Corporate Boulevard

Rockville MD 20850

Zimmer, Inc.
c/o Ms. Patricia Jenks
Specialist, Corporate Regulatory Affairs
P.O. Box 708
Warsaw, Indiana 46581-0708

Re: K071535
Trade/Device Name: Biolox® delta Ceramic Femoral Head
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained

cemented or nonporous uncemented prosthesis
Regulatory Class: Class II
Product Code: LZO
Dated: October 25, 2007
Received: October 26, 2007

Dear Ms. Jenks:

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

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRIT's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. You may obtain other general inlbrmation on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at toll-free number (800) 638-2041 or (240) 276-3150 or the Internet address
http://wwwfda.gov/cdrh/industrv/support/index html

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

5!0(k) Number (if knownl:

Device Nnrnv

B[OLOX dJ/t, 4*Ceraaitc Femoral ]lead

Indications for Use:

Tbe BIOLOX de4/r Ceramic Femoral Heads are modular components used in total lip
arthtp;asty and indica ed fo the l lowing,

Patients suffering from severe hip pain tmd disability due to rheumatoid arhritis,
osteawrthrifis. traumatic arthritis. polyarvhritis, callagen disorders, avascular I>:ecrosis of the
fedoral head, and nonurnon of previous fractures of the feard; patients w ith congenital hip
dysplasia, pmtrnsio acetabuli, or slipped capital feoral epiphysis; patients sufferng from
disability due to previou5 fusion, patiens with previously fai ed endopmotheses ankr total
hip componerts in the operative extremity; and patients$ lit ac ute neck fractsres

Pre nption Use Xj AND[OR Ovhr-Tbe ounter Use
(Part 21 CFR $0I Subpart D) (21 CFR 807 Subpart C)'

(flatdastwt r bohw tI ie- i i at iq ir ef

Concurrone of CDRH, Offic of Device Evn tion (ODE)

( ivisio. t rn
Division of General, Restorative,
and Neuroiog:aj Devices Page I of I

510(k) Number o/i 026
026


