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510(K) SUMMARY

OMNINIIife science* K 082468
Apex Hip System Eﬁmia? Head - January 14, 2009
1. Eu’bmmm O %Eﬁa SCLBTICS, NG, Contact Willam MeCalium %
175 Paramount Tiiva Reguiztony ang Cuality Sy s!Pmsa
Raynhar, M Q2TET (B3 8242444 wd13
2. Device Nams
Proprietary Name: Apax Hip Sys%am Bipolar Head :
Commen Name:  Hemi-ip prosthesis, untementad ;
Classification Name:  ip joint fernoral themi-hip) malalfpdlymer camanterd or
uitceineited prosthesis :
Regutatory Class: Class 8§ per 21 CFR §888.3380 é
3. Intenced Use §

The Apex Hip System Bipotar Head is imended for use in combination with an fpex His:
System femoval stemn for uncemenied primany or mision hamiaﬁhmpﬁamy of the hlp. !
This prosthesis may be used for the following conditions, as appropriale:

i
S
» Femoval neck and trochantetic ractures of the proximat femur; %
» (steonecrosis of the femoral hesd; ;

+ Reidsion procedures where other dewms ar fragtents {or these Indlcations 5
have Taitad, ‘

4. Device Description

The Apex Hip Systern Bipoler Mead consisty of a factory assembled UMHMWPE Sinarin.a
cohalt chreme cuter shefl, and UHAWEPE retendion rng, These bipotar heads include -
catter diameters ranging from 28 160 mim, in 1 mm increments, to propery il the paimi
anatomy. The smaller bipolar heads (38 to 42 mm) have an inner diameter that males |
vidth & 22 mm diamater femoral head: the larger bipolar haads (43 mm to 80 mm) have
aninner dismeter that metes with a 28 mm disreter fomorad head, The Apex Hip
Systesn Bipolar Head may be ssed for hemiarthroplasty I conjunction with the following
Apex Hip System femoral stams Agex K1™, Apax K2™ and Apex Moduler™ |

T SRR TR

Pega b of 2

2 i st TR




Secoon IV - BupsTanTal EQUIVALENCE INFORMATION

5. Predicate Device Comparison

Subsstantish eguivelence is claimed fo e Pived Bipofar Fermnoral Head {‘}ﬁﬁ%ﬁﬁ%ﬁj
distributed by Ortho Development, the PLUS Blpolar Prosthesis (K982447) tistributed by

[T R S| -

Flus Crihopaedics {now Smith & Mephew!, and the BioPro Bipoler Head (KO827053. The
foltowing tatde summarnizes the simifarities and differences between the Apex Hip :
System Bipolar Head and thaese predicate devices;
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
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OMNI Life Science, Inc. EB 1 ,2009

% 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 CER 888.3390
~.Regulation Name: Hip joint femoral { heml hip) metdl/polymcr cemﬁnied fe)c8 um:emented
' ' 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 predicale 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 manufactunng practlce labelmg, and prohibitions against mlsbrandlng and
dud]termfnn ' : .
If your dev'ice 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.



Page 2 — Mr, William McCall'um

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, permlts 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 reférence 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 240-276-3474. For-questions regarding the reporting of device adverse events
(Medical Device Reportirig (MDR)), please contact the Division of: Surveiliance: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 its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address

http://www.fda.gov/edrh/industry/support/index.htmi. .

‘Sincerely yours,

. X{Q(i’«’ .
Mark N. Melkerton

Director _
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
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Andigations for Use

B10(k) Number (if known): K HF 24 EF

Device Name: Apex Hip System Bipotar Head

indications for Uss: 3

The Apex Hip System Bipolar Head Is intended for use in combination wiits a
Apex Hip Systerm femoral stem for uncemented primary or reviston
hamiathroplasty of the hip. This prosthests mﬂ:g ba u&‘sﬁaﬁi fm ﬂm Tollowing

' ﬁ@nmmns as apgropyiate;
Feroral neck and Sochants i fracruras @! sm pmximaﬁ@mmu

+  Osteonecrosis-of the temorat head;
» Revision procedures whens other devices ar treatmets for these

indications have failed.
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