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I. Subtt~Tu' OMNI4l kite sctemo, lc. Contact Wlfiam McCalurn
175 Paramount Ddive Regutatory and Quality :Sys.ems
Raynham, MA O276 (508) B24-244 x413

2. Device Name :

Propiietwy Name: Apex Hip System Bipolar Head
Conrnme Name; H ;i-hip prosthesis, u enmted

Cllasslf¢aticim Name: Hip joint fefrlool (qimi-hip) melal/pofymer cemented O
~itkl~d prce4 s

ReguIat"ry CDws.:: Class II per21 CFR §888,3390

3. Intended Use

The Apex Hip System Blpol:at Head is intended for use in ormINnation with an Apex Hip
System femoral stern for unromented pdrh'ry or revision hemiarthroasty of the hip,
This prosthesis may be used fwr the following conditions, as appropdate:

* Femocai neck and trochanteric rracts of the, proximal femtuir
a Osteonecrosis of the femoral hed:;
* Revision procedures where other devices or !reat rents for these Inicoits

have failed.

4, D'4c¢ Descrlption

The Apex Hip System Bipolar Head .Oosist of a factory assembled UFEMWVPE liner in, a
cobalftchrome outef shell and ULIkWPE retention drg, These bipolar heads indu'de
outer ddiameters rangin§ ftrm 38 to60 mm, in 1 mm increments, to properly fit the patient
anatorny. The sma Ier bipolar heads (38 to 42 mm) have arn inner diameter that mates
vlh a 22 mm diameter femoral head: the larger. bipolar h-ead;s (43 mm io 60n m) havo
an ~ inner dianeter that mates with a 28 mm diameter femor8l head. The Apex Hip:
System Bipolar Head may be used for hemiarthoplasy iii conjunction 'wit the fo4oidn
Apex Hip System fernrml stems;KApex K! , APexs2;: ' , and Apex ModularT1,
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SECTION IV - SUBSTANTIAL EQUIVALENCE INFORMATION

5. Preditate Device Comparisorn

S; st~amlah ~e v0er is laimed to 1ke IPi,¢ ftopoar Femof- Head (K05£8O66i
distribt.ed by Ot:ho Deve-iopment, the PLUS .Iipo1ar Prosthesis {K,8(2447k distrbuted by
Plus Orthopaedics (now Smith & Nephew), and the BioPro Bipoiar Head (K0827058),: Te
folbo,.ing table urmmarizes the simierriaies aid d~fferences belwen hMe Apex Hip
System Bipolar Head and lhese predicate dev.s;i

Apex Orip Plus 'BloPro
System Developmnent Orthopedics Bipolar Head
ilia i _5I . 5L-Pioar PLU$ Bipolar

510(k) Pendifg : K... K982447 K08270
Number
FDA, Product KWVY KWY'K~
Code

'lterpShell LIMWPE; URhMVPE- LHM)OPE- !HMWPE-
__________ CoCr CoCr Cocr COQr

lead QU.ktr 111Omn i ~~m In t 60 mm in 38 to 6G ,nm'
Diarneter Immr rr Mmm in l mni

________'__ irbIremrents increment/s Incuerrbaif .nmeremef:ls
Slf-' Yes Yes Yes Yes
aligning
(acemric"·
head)
Lineir Inner 22,Z25or28 ' .22,225 r28 28 mm 22,25 of 28
Diameter mm mm ... mm
Liner H-ead Head snepit Head sa.p-t Heat held in by Head srtap-fl
Assembly into bipolar liner Into blpgar liner retentw ring Into bipolar

UHMVWE Yes Yes Yes
retenton

Fernoral CoCr or Co4,aft Coba[lt Coar or
head akrnmina chrofe-irm C-6;h ium alu ina

ceramic (COCrO {CO0 ceramic
Ovber sheli 0Qo31t. Cobalt coatcoa

chromium hromiuim hromiun im chmmium
________ (A.T F5) (AST Fti ASTM F5 (ASTM F75)j

Liner and UH~fWPE UHfMWWE UHM1WPE UHMVWPE
retention (ASTM F64-B), (ASTM FM). (ASTM F648),. (ASTM
dng EIO Stoendizead Omma mr)O sterilized. F(4) E1O

(not h:igly sterilized (not (rnot highly sterilized (not
aiossfihke4) highly mssi ed~ iq~

: orosslirakedM ...... erosslinke;
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 1 8 2009
OMNI Life Science, Inc.
% Mr. William McCallum
Director, Regulatory and Quality Systems
175 Paramount Drive
Raynham, Massachusetts 02767

Re: K082468
Trade/Device Name: Apex Hip System Bipolar Head
Regulation Number: 21 CFR 888.3390
.Regulation-Name: Hip joint femoral (hem'i-hip)metal/polynmer..ceementedor.uncemented,

prosthesis
Regulatory Class: II
Product Code: KWY
Dated: January 14, 2009
Received: January 15, 2009

Dear Mr. McCallum:

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
auulterati..),'n

'If your device is classified (see above) into either class II (Special Controls) orclass 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 82.0); 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 questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometrics' (OSB's) Division of Postmarket
Surveillance at 24.0-276-34.74. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)); please contact the. Division ofSur-tmveiJtanceSystems 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 its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

-Sincerely yours,

Mark N. Melker 'on
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

E! clcsic



I1ndloaltons for use

6 1 O(k), N~um ber Oif know) 6
Device Naie Apex 'Hip; System 64 podar Klead1

t17 niJ~~on"S for Use:
The, Apex Hip ytm, fipoiaf Read is nbnded for use in combin atib ih~
Apex Hip Sysmem femoral Momn for uircernented msyo evs

be~r~~a~ 0 W hi. hisprstesis may be usafor tholIovinq
Cndftieonsas'a ar ar1

Fc,.r 1 niI;arsa tcba rZI mt of' the Prox-Imat'fn Ur,'i
O'steone Crois051' ft'he: femrneral head;,*Reyislon. procedes hereotther devices ortrearn ~for these
nindhiations have WIai~d.

Pesc~pti~ U~,,Y~ANDIOf, A 7me

(PLEASE DO NOT WRITE MEOW TN$IJS NFC 1NTI ONi ANT1-IER PAGE IF NEEDO

(Dvsio 11 in -O
Division of Genera 9 Restomr
and Neurological Devices

510(k) Number__________


