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DePuy SPAY™ Porsas Coated Proxmat Sleeves

Femorsl Prosimasl Sleeve

21 CFR 888333 Hip foans metal feetal seembesnstmined,
wirh aar uncemented acetabislee coamponent, pensthests, Class 171

21 CFR #88.235% Map joint metal coramee Spolymer sema-
cugstramnod comented ar ponpotous uneemented prosthess,

£ ass 11

21 CFR 8883358 Hip jomt metl/ polymer semi-constrained
puorsus coated onremented possthesis, Cia B

FVCFR BER330: Py fodnd ety podviner constonined
eirreneed o snvernensed yreosthesss, Ulass 11

KOWA, L0, METL 1P, K7

5-ROM™ 133 Posous Coated Fermorsd Stem Collar,
BRGIZOT cleared Aagust &, 1986

Coated ZT™ Proximal Slevve, K934412 cleared June 5, 1994

The 5PA Porous Cnged Prosumsl Sleeve s 3 component of the 5-ROM Toal Hip Replacemen:
Swstem. 1vs aoporous comted Thanioem femor] COTPOREnE with an dliptecad shape that matches de
craour of dhe bone and & stepped exterion to maximizs compressive swesses, Fixanon of the
pmmmﬂ steeve 1o the femur 1 achieved by hiclogic fixation via tissae in-geeesth i the presus
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INDHEHIATIONS AND INTESNDED USE:

The SPA Pasaus Conted Proximal Bleeve comprnents of the S-ROM Toml Hip Sesm are indioaed
fror use mtonl hip wjﬂmemmf procedures for patients suffenng severs pais and dmbﬂ;r} g 1o
sreuctural demage ue the hup joint framn cheematond arthostes, ostecarhrits, post-tomnmatic asthriv,
collagen disordees, svaneular necensty, and nopontom of femorsd Gactures. Ulse of the ?Iﬁgﬂfﬁ&sm i
aless ipdicated fue sevision of previous hip .mhrnpiﬁgiv atzd foz pam*m;; with, um*mimi hipr dysplasia.
protrusio acetsbul, slipped capinal femoral eprphysis, and disabilior due o previeus fusion,

The SFA Porous Coated Presimal Sleeves ave drrended for comentliss pse.

SUBS TANTIAL EQUIVALENCE:

The SPA Posous Coated Proxaal Sleeve 15 dentcal in design, materds sod rrmauiacaring method
o the B-ROM 135 Poross Cosred Femaoryd Stem Codine, olearod i KBO02T for comented use a-mj-;_g

The porous woacng o the 8PA Porous Couted Sleeve is idenneal to fhe porous coating used an the
Ceogted &1 Proocurad Slreve, cleared n KA34412 for comendess use. Based om these samilamses,
DrePur helieves thar the 3A Porous Coared Peooumal Sleeve e substannsfly equivident to the
reierenced predicatr devizes.
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DEPARTMENT OFHEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

N 3
DuPuy Orthopaedics, Inc. 0V 0 9 2007

% Ms. Kathy Harmns
Director, Regulatory Affairs
700 Orthopaedic Drive
Warsaw, IN 46581-0988

Re: KO71059
Trade/Device Name: DePuy SPA™ Porous Coated Proximal Sleeves
Regulation Number: 21 CFR 888.3330
Regulation Name: Single/multiple component metallic bone
Fixation appliances and accessories
Regulatory Class: Class III
Product Code: LPH, MEH, LZQ, and KWZ
Dated: October 23, 2007
Received: October 24, 2007

Dear Ms. Harris:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050.
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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 1o
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. TFor 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 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
http.//www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

o

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

STO0k) Nusber (ifknown) _ KO TL0599

Dievice Name: DePuy SPA Porous Coated Proximal Steeves

Indications for Use:

The SPA Porvus Coated Proximal Sleeve components of the 5-ROM Total Hip System
are indseated for use in total hip replacement procedures for patients suffering severe pain
andt disability due to structural damage in the hip joint from theumatoid arthritis,
osteoarthritis, post-traumalti rifis, collagen disorders, avascular necrosis, and
nonunion of femoral Eactures. Use of the prosthesis is also indicated for revision of
previous hip ardwoplasty and for patients with congenital hip sysplasia, protrusio
acetabuli, lipped capital fersoral epiphysis, and disability due to previvus fusion,

The SPA Porous Coated Proximal Sleeves are intended for cementless nse.

Preseriprinle _ X =~ Ny Ower The-Counser Use
(Part 21 CFR 801 Subpart D) AND/OR {21 OFR 801 Subpart G
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