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Summary of Safety and Effectiveness

Moy ,
Submiiter: Zimmer, Ing. 9 2007
PO Box 708
Warsaw, [N 463810708

Caontact Person; Patrivia Jenks
Specialist, Corporate Regolatory Affairs
Telephone: (374 371-8334
Fax: {574} 372-4605

Date: Fune 4, 2007

Trade Name: BIOLOX® defta* Ceramic Femoral Head
Common Nane: Ceramvic Femoral Head Prosthesis
Classification Name snd Hip joint metal/ceramicpolymer semsoonstrained
Reference: cemented or nonporous uncemented prosthesis

21 CFR § 888.3333

Predicate Device{s)y: Jomm Biolox deffe Ceramic Heads, manufactured
by Biomet, K061312, cleared June 6, 2006

DePay Delta Ceramic Femoral Head, manufactured
by DePuy, K062748, cleared Movember 30, 2004

Y30 Binlox detta Ceramic Femoral Hends.
manufisctured by Howmedics Osteonics, KBS2T1S,
cleared October 27, 2005

Device Description: The BIOLOX defta Ceramic Fermoral Heads are
fabricated trom an sluming matrix composite and
are avatlable tn diameters of 28, 32, 36, and 40 mm
with & range of offsets to sccommodate various
patient anatomies. They serve a3 an alternative ko
bath metal and sluming ceramic femorad heads for
use in total hip arthroplasty.

* Trademark of CormmmT oo ALl
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Intended LUse:

Comparison to Predicate Device(s):

Performance Data {Nonclinical
andsor Clinical):

The BIOLOX delta Ceramic Femoral Heads are
madular eotaponients used o total hip arthroplasty
and indicated for the following:

Patients saffering from severe hip pain and
disability due to rhewsnatold anthritis, osteoarthritis,
traumatic prthedtis, polvarthritis, collagen disorders,
avaseular necrosis of the femoral head, atd

patienss with congenital hip dysplasia, protrusio
aeetabuli, or shipped capital fomoral epiphyais;
patients suffering feom disability due to previous
fusion; patients with previcusly failed
enduprostheses andior total hip components in the
pperative extremity; and patients with acute neck
fracues,

The BIOLOX didte Ceramic Fermnoral Heads are
substuntiatly equivalent to the femoral heads bsted
above us predicate deviges, Both the proposed and
predicate designs are intended to Rinetion us a
modular femoral bead component in total buap
arthropdasty and are manufactured from fhe same
materials.

Non-Clinigal Performance and Conclusions:
Mechanical testing was performed and resulg
indicate that the BIOLOX delta Ceramic Femoral
Heads are equivalent to devices currently on the
market and capable of withstanding in vive loading,

Clintepl Performance and Conclusions:

Clinteat da and conclesions were aot fzedad for
this devies.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

NOV 1@ 9200 Corporate Boulevard
9 ZDEP Rockville MD 20850

Zimmer, Inc.

¢/o Ms. Patricia Jenks

Specialist, Corporate Regulatory Affairs
P.O. Box 708

Warsaw, Indiana 46581-0708

Re:  KO71535
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 11 '
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 IT (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 tn 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 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 Center for Devices and Radiological Health’s (CDRH’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 quesiions 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 Surveiilance Systems

at (240) 276-3464. You may obtain other general information 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
hitp://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours, Mﬂ’———

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use

SH{K) Number {if known):

Device Namue:

BIOLOX™ defra* Cermmic Femunal Head
Indications for Use:

The: BIOLOX delfa Ceramic Femaoral Heads are modular compotents used in total ip
arthroplasty and indicated for the following

Patients suffering from severs hip pain and disability due v rhevmatoid arthritis,
osteparthuitis. traumatic arthritis. polyarthritis, collapen disorders, nvaseular necrosis of the
femoral head, and nonunion of previous fractures of the fermur; patients with congenital hip
dysplasia, protrusio acetabuli, or slipped capital femoral epiphysis; patients suffering from
disability due to previous fusine; patiemts with previeusly failed endoprostheses and/or fotsl
hip components in the operstive extremity; snd patients with apate neck fractures.

Prescription Use X ANDIOR Over-The-Counter Use
{Part 21 CFR 801 Subpart D) {21 CFR BD7 Subpart C)

{Pheaae de nat weite bebow tils dine— Contintee on asthicr pegs i nondod)

 Concurrence of CDRH, Offive of Device Evaluation (ODE)
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