APEX Modular Hip System BIOLOX® delta Femoral Head

Submitter

Preparation Date
Device Name
Common Name
Trade Name
Classification Name

Regulatory Class
Product Code

Legally Marketed
Predicate Devicels)

Device Description

Indications for Use

OMNIlife science Inc.

A0S JUN 22 2010

May 24, 2010

Radhika Pondicherry
Regulatory Affairs
774-226-1852

(508) 822-6030 (fax)

OMNI life science, Inc.
50 O'Connell Way
E. Taunton MA Q2718

Contact

24 May2010

Hip joint ceramic, uncemented prosthesis

APEX Modular Hip System BIOLOX® delta Femoral Head -

Hip joint metal/ceramic/polymer semi-constrained cemented or nonporous uncemented
prosthesis

Class Il per 21 CFR §888.3353

LZO

» K012918- Apex Modular™ Alumina Femoral Head, November 27, 2001

s KO073150- ApeX-LNK Poly Acetabular Cup Liners- 36mm Alumina Femoral Heads, February
27,2008 .

¢  K100555- ApeX-LNK Poly Acetabular Liners and Apex Modular Head, March 29, 2010

The Apex Modular Hip System BIOLOX® delta Femoral Head is composed of an alumina matrix
composite, the femoral heads include diameters ranging from 28mm to 40mm with various
offsets.

The Apex Modular™ Ceramic Femoral Heads are intended for use in combination with the
Apex Modular Hip Stem as the femoral component in total hip replacement procedures. This
ceramic head is intended to articulate with a polyethylene or metal-backed polyethylene
acetabular cup or bipolar component. This prosthesis is intended for single use implantation,
and may be used for the following conditions, as appropriate:

» Non-inflammatory degenerative joint disease, including osteoarthritis and avascular necrosis
* Rheumatoid arthritis

*Correction of functional deformity

« Congenital distocation

* Revision procedures where other treatments or devices have failed

¢Femoral neck and trochanteric fractures of the proximal femur.
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Delta Femoral head . Apex Modular
(subject device) Alumina Femoral head Head
(K012918, K 073150} (K100555)
INTENDED USE
Modular Head,
primary and revision Yes, cementless Yes, cementless Yes, cementless
. . THA
zreducat'e Device DESIGN
omparison Taper design _ 12/14 12/14 T 12/14
Head Diameters 28-40mm 28-36mm
28-+0,+3.5,-3.5 28- +0,4+3.5,-3.5 A0mm
Head Size & Offsets 32-+0,44,+7 -4 32- +0,+4,-4
36-+0,+4,+8,-4 36-+0,+4,-4
40-+0,+4,+8,-4 40mm- not available in | 40mm- +0,+3.5,+7,-
Alumina material 35
MATERIALS BIOLOX delta BIOLOX forte CoCr Alloy
H _ [ N
Ceramic Head 7224?256@ lzz_%s 99.7% Al;0; ASTM-1537
Stem Trunion Titanium alloy Titanium alloy Titanium alloy
CoCr alloy CoCr alloy CoCr alloy
PACKAGING  AND
STERILIZATION '
Packaging Peelable Tyvek® Peelable Tyvek® Paper Board Box,
pouches {1073B pouches (10738 Double Tyvek inner
Tyvek®/2.5mi Tyvek®/2.5m| pouch
Mylar®},double Mylar?),double
pouched, in a pouched, in a cardboard
cardboard box, with | box, with foam inserts,
foam inserts, and and tamper resistant
tamper resistant outer labels; the inner
outer labels; the pouch for the ceramic
inner pouch for the | heads will be
ceramic heads will polyethylene with a
be polyethylene peelable Tyvek®panel.
with a peelable
Tyvek®panel.
Sterilization Ethylene oxide Ethylene oxide Ethylene oxide
SAL 10° 10° 10°
Non-Clinical Test The following tests were conducted:
Summary * Component testing of BIOLOX forte ball head 32-12/14 L on CoCr test tapers and BIOLOX

delta ball heads 28-12/14 L on CoCr test tapers supplied by OMNIlife science.- CeramTec
Procedure VA 02 04 4129, 150-7606-10 -

s Component testing of BIOLOX delta ball heads 28-12/14 L on titanium test tapers
supplied by OMNIlife science. CeramTec Procedure VA 02 04 4129, 150-7606-10

e Influence of diameter and neck length on burst strength of BIOLCX forte and BIOLOX
delta ball heads with taper type 12/14- Burst test setup as per [50-7206-10

e ETO Residuals per ANSI/AAMI/ISO 10993-7.

Clinical Test Summary  No clinical studies were performed.

Conclusions The - APEX Medular Hip System BIOLOX® delta Femnoral Head is substantially equivalent to the
predicate devices.
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’/@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WQ66-G609
Silver Spring, MD 20993-0002

OMNI life science, Inc. JUN 2 2 2010

% Ms. Radhika Pondicherry
Regulatory Affairs

50 O’Connell Way

East Taunton, Massachusetts 02718

Re: K101451
Trade/Device Name: APEX Modular Hip System BIOLOX delta Femoral Head
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class: 11
Product Code: LZO
Dated: May 24, 2010
Received: May 25, 2010

Dear Ms. Pondicherry:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set



Page 2 — Ms. Radhika Pondicherry

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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
g0 to http//www.fda.gov/AboutFDA/CentersOfficessf CORH/CDRHO(ffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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 (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default. htm.

Sincerely yours,

ark N. Melkerson
Director
Division of Surgical, Orthopedic,

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

Enclosure



- Indications for Use

510(k) Number (if known): K\ O\Li‘ ) \

Device Name: APEX Modular Hip System BIOLOX delta Femoral Head

The Apex Madular™ Ceramic Fernoral Heads are intended for use in combination with the Apex Modular
Hip Stem as the femoral component in total hip replacement procedures. This ceramic head is intended to
articulate with a polyethylene or metal-backed polyethylene acetabular cup or bipolar component. This
prosthesis is intended for single use implantation, and may be used for the following conditions, as
appropriate:

* Non-inflammatory degenerative joint disease, including osteoarthritis and avascular necrosis;
* Rheumatoid arthritis;

* Carrection of functional deformity;

» Congenital dislocation;

» Revision procedures where other treatments or devices have falled

» Femoral neck and trochanteric fractures of the proximal femur.

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Page 1 of |1

(IHvision Sign-O

Division of Surgical, Ortpopedlc
and Restorative Devices

510(k) Number A/Ol4' S_/

{
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-/(a DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service

Food and Drug Adminisiration
10903 New Hampshire Avenue

Document Control Room —W066-G609 .

Silver Spring, MDD 20993-0002

OMNI iife science, Inc. JUN 2 2 2010

% Ms. Radhika Pondicherry
Regulatory Affairs

50 O’Connell Way

East Taunton, Massachusetts 02718

Re: K101451
Trade/Device Name: APEX Modular Hip System BIOLOX delta Femoral Head
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class: I
Product Code: LZO
Dated: May 24, 2010
Received: May 25, 2010

Dear Ms. Pondicherry:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class III (PMA), it
may be subject to 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); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set



Page 2 — Ms. Radhika Pondicherry

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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficess CODRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/iMedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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 (301) 796-710C or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ow/Industry/default.htm.

Sincerely yours,

Pl Bree

ark N. Melkerson
Dlrector
Division of Surgical, Orthopedic,
and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K' O\Lk 5 \

Device Name: APEX Modular Hip System BIOLOX delta Femoral Head

The Apex Modular™ Ceramic Femoral Heads are intended for use in combination with the Apex Modular
Hip Stem as the femoral component in total hip replacement procedures. This ceramic head is intended to
articulate with a polyethylene or metal-backed polyethylene acetabular cup or bipolar component. This
prosthesis is intended for single use implantation, and may be used for the following conditions, as
appropriate:

» Non-inflammatory degenerative joint disease, irictuding osteoarthritis and avascular necrosis;
* Rheumatoid arthritis;

e Correction of functional deformity;

e Congenital dislocation;

* Revision procedures where other treatments or devices have failed

« Femoral neck and trochanteric fractures of the proximal femur.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 GFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of De\)ice Evaluation {ODE)

Page 1 of 1
(IAvision Sign-Ofg - P
Division of Surgical, Orthopedic, i
and Restorative Devices R
5100y Number _/J014-51
e 3

f
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—/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘r(} 1.5, Food and Drug Administration
LT Center for Devices and Radiological Health

Document Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 209%3-0002

May 25, 2010

OMNI LIFE SCIENCE, INC. 510k Number: K101451

50 O'CONNELL WAY Received: 5/25/2010

EAST TAUNTON, MASSACHUSETTS 02718 Product: APEX MODULE HIP SYSTEM BIOLOX
UNITED STATES

ATTN: RADHIKA PONDICHERRY

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k)} submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at

http://www_fda.gov/Medical Devices/DeviceRegulationandGuidance/Overview/MedicalDevice UserFeeandMod
ernizationActMDUEFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at

http://www.fda.pov/AboutF DA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biclogical products) and devices. Section 402(j) requires that a certification
form http://www.fda.eov/AboutF DA/ReportsManualsForms/Forms/detault.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft.guidance titled: “Certifications To Accompany Drug, Biological




Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,

Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”

http.//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourbDevice/PremarketSubmissio
s/PremarketNotification510k/ucm|34034.htm. According to the draft guidance, 510(k) submissions that do not

. -ontain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at :
“http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, you will save FDA resources and may help reviewers navigate through longer documents more casily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www fda.eov/iMedical Devices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm 134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http-//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/uem07020! htm .

lease ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
1 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. 1f you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

14
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Form Approved: OMB No. 0910-211 Expiration Date: Jamuary 31, 2010, See Instroctions for OMB Statetbent.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
i, | FOOD AND DRUG ADMINISTRATION
. MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:

Wite the Payment Identification number on m

http:/fwww.fda.gov/oc/mdufma/coversheet.html

A completed cover sheet must accompany each original application or supplement subject (o fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found al:

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

OMNI LIFE SCIENCE INC
50 O'Connell Way

2. CONTACT NAME
Robert Zoletti
2.1 E-MAIL ADDRESS
rzoletti@omnils.com
2.2 TELEPHONE NUMBER (inciude Area code)

OMNillife science Inc.

#10
E. Taunton MA 02718 774-226-1845
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 508-8226030

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: hiip:/iwww.Ida.gov/oc/mdufma

Selecl an application type:

[X] Premarket notification{(510(k)}); except for third party
[1513(g) Request for Information

[ ] Biotogics License Application (BLA)

{ ] Premarket Approval Application (PMA)

3.1 Select a center At

[X] CORH

[]CBER

3.2 _Select one of the types below
[X]} Original Application

e

[] Modular PMA Supplement Types:
[ 1 Product Development Protocol (PDP) [ ] Efficacy (BLA)

[ ] Premarket Report (PMR)
.| [1Annual Fee for Periodic Reporting (APR)
' 1130-Day Notice

[ ] Panel Track (PMA, PMR, PDP)
[] Real-Time (PMA, PMR, PDP)
{1180-day (PFMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

; [X] YES, | meet the small business criteria and have submitted the required NO, | am not a small business
qualifying documents to FDA

4.1 f Yes, please enter your Small Business Decision Number: SBD106102

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE

;i | THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[ 1 NO (If “NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http:/iwww fda gov/cdrhimdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? (F SO, CHECK THE
. | APPLICABLE EXCEPTION.

' [] This application is the first PMA submitted by a qualified small business, {] The sole purpose of the application is to support

. [including any affiliates conditions of use for a pedialric population

[] The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

{1 This biologics application is submitted under section 351 of the Public
Health Service Acl for a product licensed for further manufacturing use only

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [X] NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

20-May-2010

{

Form FDA 3601 (01/2007)
“Close Window" Print Cover sheet

510(k)s-Apex Modular BIOLOX delta Head

1 of 161

' https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=6049542  5/20/2010
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET o e i

FDA Submission Document Number (if known)

Date of Submission
05/1%2010

User Fee Payment 10 Number

SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement POP 510(k) Meeting
[[] ©riginal Submission ] Requiar (180 day) [] original PDP K] Originai Submission: ] Pre-510(K) Meeting
7] Premarket Repart [ speciat [] Netice of Completion [] Traditionat ] Pre-IDE Meeting
[ Medutar Supmission [[] Panei Track (PMA Onty) | ] Amendment 10 PDP B4 special (] Pre-Ptaa Meeting
[:[ Amendment D 30-day Supplement E[ Ahb{evi?t'e:d (C%mpiete D Pre-PDP Meeting
[ Report [ 20-day Notice sedtion |, Page 5) [ ay 100 Meeting
[] repon Amendment 7] +35-day Supplement L] M_dmo"a’ Information [] Agraement Meeting
[ tlcensing Agreement | [_] Reat-time Review [] ird Party {7] oetermination Meeting
Amendment to PMA & Other. (specity):
D HDE Supplement E‘I fepecity)
{_] other
IDE Humanitarian Device Class Il Exemption Petition Evaiuation of Automatic Other Submission
Exemption (HDE) Class Il Designation
{De Novo)
|:] Original Submission [j Original Submission |:| Originai Submission D Original Submission D 513(g)
{71 Amendment {7 Amendment {_] Additional Information [ Additional information ] other
D Supplement i:.] Supplerent describe submission):
E] Report
[[] Report Amendment
Have you used or cited Standards in your submission? D Yess [ |No {If Yes, please complete Section i, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
OMNI life science Inc. 1226188
Division Name (if appiicable} Phone Number fincluding area code)
774-226-1852
Street Address FAX. Number (including area cods)
50 O'Connelt Way 508-822-6030
City State / Province ZIP/Postal Code Cauntry
East Taunion Ma 02718 usa
Contact Name
Radhika Pondicherry
Contact Title Contact E-mait Address
Regulatory Affairs Specialist rpendicherry@omniis.com

SECTION C APPLICATION CORRESPONDENT (e.q., consultant, if different from above)
Company / Institution Name

Division Name (if applicable) Phone Number {including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

Contact Title | Contact E-mail Address

FORM FDA 3514 (3/08) Page 1 of 5 Pages .
FSC Gruphics (363) 243109 EF 1 6

OMNIlife science Inc. 510(k)s-Apex Modular BIOLOX delta Head 2 of 161



SECTION D1 REAEON FOR APPLICATION - PMA, POP, OR HDE

D New Device D Change in design, component, or D Location change:
[] withdrawat specification: [ Manutaciurer
[] Additional or Expanded Indications [] sofware / Hardware ] stesitizer

[] Request for Extension [[] cotar Additive [ ] Packager
[J Post-approval Study Protoce! [ material

[ ] Request for Applicant Hold ] specifications

{"] Request for Removal of Applicant Hold (] Other {specity below)

[7] Repart Submission:
[] Annual or Periodic
{T] Post-approval Study

E| Request to Remove or Add Manufacturing Site

[J Process change: [] Labeling change: [ Adverse Reacion
(I Manutacturing [ Packaging [ inications a0 De:ice Defect
[ steriization [L] tnstructions [ Amendment
D Cither (specily below) D Performance Characteristics
] sheif Lite
{7 Trade Name [ change in Ownership
[] Other (specify betow) [[J change in Carrespendent
[[] Response to FDA corespondence: [] change of Applicant Address

D QOther Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

D New Device D Change in: E:] Response to FDA Letter Conceming:
D New Indication D Correspondent f Applicant C] Conditional Approval
B Addition of Enstitution |:| Design/Device D Deemed Approved
B Expansion / Extension of Study I:] Informed Consent L—_| Deficient Final Report
[} IRB Cexification {"] Manutacturer [] Deficient Progress Report
{] Termination of Study {] Manutacturing Process [[] eficient investigator Report
[[] withdrawal of Application [T] Protocol - Feasibility [] pisapproval
[[] Unanticipated Adverse Effect [] Protocol - Other [[] Request Extension of
[] Notification of Emergency Use (] sponsor Time to Respond to FDA
[[] compassionate Use Request [[] Request Mesting
|:| Treatment ICE D Report submission; D Request Hearing
[[] continued Access [] current Investigator

[] Annual Progress Report

] site Waiver Report

O Finar

[] Other Reason (specity):

SECTION D3 REASON FOR SUBMISSION - 510{k)

|:| New Device [:] Addilional or Expanded Indications [[] thange in Technology

[X] other Reason (specify;):

Muadification 1o a previousty cleared device.

FORM FDA 3514 {3/08) Page 2 of 5 Pages
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SECTIONE ADDITIONAL INFORMATION ON 51G(K) SUBMISSIONS

Product codes of devices fo which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| LZO 2 3 4
E 510 (k) summary sttached
5 6 7 8 [T} st0 (k) statement
Information on devices to which substantial equivalence is claimed {if known)
o . [y
] 510(k) Number 3. Trade or Proprietary or Modal Name x,f . Manufacturer
i
1| Ke12918 1] Apex Modular Alumina Femoral Head 1| OMNI life science, Inc,
2| K073130 2| ApeX-LNK Poly Acetabular Cup Liners 2| OMNI lile science, Inc.
ApeX-LNK Poly™ Acetabular Cup, Apex . .
3| K100555 3 Modular Head 3 OMNI Jife science, Inc.
4 4 4
E] S 5
6 g 6
O PROD ORMATIO APP ATIO D A APP ATIO
Commen or usual name or classification name
Hip jotnt metal/ceramic/polymer semi-constrained cemented or nonporous uncemented prosthesis
71 Trade or Proprietary or Model Name for This Device 21 Model Number
1| APEX Modular Hip System BIOLOX® delta Femoral Head 1
2 2
3 3
4 4
5 : 5
FOA document numbers of all prior related submissions {regardiess of outcoms)
1 ko750 2 Roz91R 3 K100855 4 5 6
7 8 g 10 13 12
Data Included in Submission
D Laboratory Testing l:| Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section {if applicable) Device Class
Lzo 8883353 [(Jctasst ] classn
Classification Panel
[ Tclassui [} Unclassified
Onhopedic (OR)
Indications (from labeling)
The Apex Modular™ Ceramic Femoral Heads are intended for use in combination with the Apex Modular Hip Stem as the femoral component in total hip replacement
procedures. This ceramic head is intended to articulase with a polyethylene or meial-backed polyethylene acetabular cup or bipelar component,

FORM FDA 3514 {3/08) Page 3 of5 Pages
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FDA bowmenl Number (if known)
Nore: Submission of this information does not affect the need 10 submit a 2851 or
{ 28912 Device Establishment Registration form.

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FORM FDA 3514 (3/08)

, 19
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SECTION t UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites slandards or includes a "Decfaration of Conformity lo a Recognized

Standard” statement.
Standards No. Slandards Standards Title Version Date
Organization
implants for surgery — Pantial and totalhip-joint prostheses
1 7206-10 150 Determination of resistance 1o static load 2003
of modutar femoral heads
Standards No. Standards Standards Titte Version Date
Organization
IS0 Biological evaluation of medical devices Part 7: Ethylene oxide 2008
2 | 109937 I .
sterilization residuals
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organizatien
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
B
Standards No. Standards Standards Titfe Version Date
Crgantzation
7

Please include any additional standards to be cited on a separate page.

Depariment of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

Public reporting burden for this colicction of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing daia sources, pathering and maintaining the data needed, and completing reviewing the collection of information. Send cormments regarding this burden
estimate or any other aspect of this collection of information. including suggestions for reducing this burden to-

An ugency may not conduct or sponsor, and a person is not required 1o respond io, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (3/08)
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Sy

OMNI life science, Inc.

50 O'Connell Way, Suite #10
E. Taunton, MA 02767
Voice: (774)-226-1852

[] M N I I ”(e SG l 8 ﬂ G B:M Eer!:ail:rp(gr?c?iz;ggsr;ﬁ(gi?nnils.com

Special 510{k): Device Modification

May 24, 2010

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — W066-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Reference:

. Apex Modular™ Alumina Femoral Head (K012918, November 27, 2001)

¢ ApeX-LNK Poly Acetabular Cup Liners {(36mm Alumina Femoral Heads -K073150, February
27, 2008)

¢ ApeX-LNK Poly™ Acetabular Cup, Apex Modular Head {40mm CoCr Femoral heads-K100555,
March 29, 2010)

Dear Madam/Sir:

OMNI life science, Inc hereby submits this Special 510(k); Device Modification to request a
modification for our Apex Modular™ Alumina Femoral Head. The modification is an addition of the
new material, BIOLOX® delta to the product line.

We believe this modification is eligible for the Special 510 (k) process since the APEX Modular Hip
System BIOLOX® delta Femoral Heads are similar in overall design, material and indications to the
Apex Modular™ Alumina Femoral Head (K012918, K073150,K100555). The BIOLOX delta heads are
supplied by CeramTec and the material has been used in previously cleared femoral head products.

We consider our intent to market this device as confidential commercial information and request
that it be treated as such by FDA. We have taken precautions to protect the confidentiality of our
intent to market these devices. We understand that the submission to the government of false
information is prohibited by 18 U.S.C. 1001 and 21 U.5.C. 331(q).

Two paper copies of the submission are enclosed along with a CD containing a full and true PDF
copy.

Thank you in advance for your consideration of our application. If there are any questions, please
feel free to contact me at 774-226-1852 or via email at rpondicherry@omnils.com

Sincerely,

RadhikaPondicherry
Regulatory Affairs Specialist

07
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510(k) Checklist
510(k) Number: Unknown

The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate

box):
X Special 510(k) - Do Sections 1 and 2
[0 Abbreviated 510(k) - Do Sections 1, 3 and 4

O Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or | Missing or
Adequate | Inadequate
Page #
Cover letter, containing the elements listed on page 3-2 of the 7
Premarket Notification [510)] Manual.
Table of Contents. 8
Truthful and Accurate Statement. 43
Device’s Trade Name, Device’s Classification Name and 12
IEstablishment Registration Number.
Device Classification Regulation Number and Regulatory Status 12
(Class 1, Class 11, Class 1T or Unclassified).
Proposed Labeling including the material listed on page 3-4 of the 18
Premarket Notification [510)] Manual.
Statement of Indications for Use that is on a separate page in the 37
ipremarket submission.
Substantial Equivalence Comparison, including comparisons of 14
the new device with the predicate in areas that are listed on page
i3-4 of the Premarket Notification [510)] Manual.
'510(k) Summary or 510(k) Statement. 40
Description of the device (or modification of the device) 13,44
including diagrams, engineering drawings, photographs or service
manuals.
Identification of legally marketed predicate device. * 12
‘Compliance with performance standards. * [See Section 514 of 39
the Act and 21 CFR 807.87 (d).]
Class III Certification and Summary. ** N/A
Financial Certification or Disclosure Statement for 510(k) 49
fnotiﬁcations with a clinical study. * [See 21 CFR 807.87 (i)]
510¢k) Kit Certification ***

* - May not be applicable for Special 510(k)s.
ok - Required for Class 11 devices, only.

oy
OMNIlife science Inc. 510{k)s-Apex Modular BIOLOX delta Head 9of161 g 5



OMNIlife science Inc.

[
oK e R

Convenience Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:

- See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

modified device, as described in its labeling are the same as the
intended uses and indications for the submitter’s unmodified
predicate device.

Present Inadequate or
Page # Missing
Name and 510(k) number of the submitter’s own, unmodified 12
predicate device.
A description of the modified device and a comparison to the 13,15
sponsor’s predicate device.
‘A statemment that the intended use(s) and indications of the 13

Reviewer’s confirmation that the modification has not altered the
fundamental scientific technology of the submitter’s predicate
device.

‘A Design Control Activities Summary that includes the following
elements (a-c):

a. Identification of Risk Analysis method(s) used to assess the
impact of the modification on the device and its components, and
the results of the analysis.

16

b. Based on the Risk Analysis, an identification of the required
werification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

16

¢. A Declaration of Conformity with design controls that includes
the following statements:

A statement that, as required by the risk analysis, all verification
and validation activities were performed by the designated
individual(s) and the results of the activities demonstrated that the
predetermined acceptance criteria were met. This statement is
signed by the individual responsible for those particular activities.

39

‘A statement that the manufacturing facility is in conformance
‘with the design control procedure requirements as specified in 21
CFR 820.30 and the records are available for review. This
statement is signed by the individual responsible for those
particular activities.

39

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

510(k)s-Apex Modular BIOLOX delta Head
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k)
submissions (If Applicable):

Items with checks in the “Present or Adequate” column do not require e additional information
Jrom the sponsor. Items with checks in the “Missing or Inadequate” column must be submitted

before substantive review of the document.

Passed Screening Yes No

Reviewer:

Concurrence by Review Branch:

Date:

OMNIlife science Inc. 510(k)s-Apex Modular BIOLOX delta Head 11 of1B1 2 5



Device Trade Name
APEX Modular Hip System BIOLOX® delta Femoral Head

Common Name/Classification Name
Hip joint metal/ceramic/polymer semi-constrained cemented or nonparous uncemented prosthesis

Address and Registration #

OMNI life science

50 O’Connell Way, Suite 10

E. Taunton, MA 02718
Registration Number: 1226188

Contract Manufacturer

Packager / Labeler

ntract Sterilizer

Device Class

APEX Modular Hip System BIOLOX® delta Femoral Head has been classified as Class Ii
21 CFR § 888.3353

Product Code: LZO

These products are reviewed by the Orthopedic Devices panel

Predicate Device Information

K012918- Apex Madular™ Alumina Femoral Head, November 27, 2001

K073150- ApeX-LNK Poly Acetabular Cup Liners- 36mm Alumina Femoral Heads, February 27, 2008
K100555- ApeX-LNK Poly Acetabular Liners and Apex Modular Head, March 29, 2010

OMNIlife science Inc. 510(k)s-Apex Modular BIOLOX delta Head 120161 2 6



Labeling and Indications for use

Draft labels can be found in Attachment #1.

The IFU is in Attachment #2

No changes have been made to the indications for the APEX Modular Hip System with the addition of
the BIOLOX® delta Femoral Head.

Indications for Use
The Indications for Use Statement can be found in Attachment #3.

This is the same intended use as previously cleared for the Apex Modular™ Alumina Femoral Head:
* K012918- Apex Modular™ Alumina Femoral Head, November 27, 2001
* K073150- ApeX-LNK Poly Acetabular Cup Liners- 36mm Alumina Femoral Heads, February 27, 2008

e K100555- ApeX-LNK Poly Acetabular Liners and Apex Modular Head, March 29, 2010

Description of the Device Modification

Material
e The predicate BIOLOX® forte material is 99.7% aluminum oxide (A0},
e The subject BIOLOX® delta material is composed of approximately 75% aluminum oxide and
25% zirconia.

Head Design

Head Material and Offsets

The bores on the BIOLOX forte and BIOLOX deita Apex Modular Femoral Heads are the same. The
bore was designed and tested for compatibility with the neck taper on the Apex Modular Hip Stem
{K000788) and the Apex ARC™ Hip Stem (K090845). (Ref to Attachment # 11 for Test reports)

The femoral head design is identical to the Apex Modular Femoral Head, KG12918, K073150, and
K100555 other than the following modifications:

e K012918: The BIOLOX forte femaral heads, sizes 28mm to 32mm, were cleared on
November 27, 2001 and are identical to the femoral head design of the Apex BIOLOX delta
femoral heads. The 32mm Apex BIOLOX deita femoral head is available in an additional +7

offset.

* K073150: The 36mm Apex BIOLOX forte femoral head, cleared on February 27, 2008 has
the identical head design as the subject Apex BIOLOX delta heads. The 36mm Apex BIOLOX
delta femoral head is available in an additional +8 offset.

e K100555: The 40mm CoCr femoral head, cleared on March 29, 2010 has the identical head
design as the subject Apex BIOLOX delta femoral heads. The 40mm Apex BIOLOX delta
femoral head is available in various offsets ( see Attachment 12 for product code list).

OMNIlifa science Inc. 510(k)s-Apex Madular BIOLOX defta Head 13 of 161
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Head Size
Size: 28mm, 32mm, 36mm, 40mm with various offsets for each respective head size

BIOLOX® delta femoral heads are available in an additional, larger, 40mm size with various offsets.
The 40mm Apex BIOLOX delta head is identical in design to the Apex Modular 40mm CoCr Head
FDA cleared in K100555.

The BIOLOX delta 40mm head [[SENIEEEISERIEEE v orst case scenario for burst strength of the
ceramic heads. The SN ENIEEEed remains as the worst case scenario for the delta heads (ref:
Attachment # 11 Test Report- Influence of Diameter and Neck Length on burst strength of BIOLOX
forte and BIOLOX delta bali heads with taper type 12/14).

See Attachment # 12 for Product Code List

FDA References

e BIOLOX® forte, BIOLOX® delta ceramic ball heads- Master Files SN
(i (0)(d) rade Secretbrocess |
The only modifications made to Apex BIOLOX delta femoral heads are:

1. BIOLOX® delta is composed of 75% Aluminum Oxide and 25% Zircenia, as compared to the
predicate device Apex Modular Alumina Femoral Head (BIOLOX® forte) which is composed
of 99% Aluminum Oxide.

2. 40 mm BIOLOX® delta heads with various offsets. Worst case head size for burst strength is
the S For test reports showing the worst case scenario femoral heads
compatibility with the Cobalt Chromium and Titanium stem tapers see Attachment # 12.

3. Addition of 32mm +7 and 36mm +8 femoral head offsets.

Substantial Equivalence Comparison

Equivalence

The modified APEX Modular Hip System BIOLOX® delta Femoral Head has the following similarities to
the following predicate devices:

» Same operating principle(s): Modular Head, primary and revision Total Hip Arthroplasty (THA),
cementless application

e Same basic design: The femoral head, mates with the APEX Modular Necks, the 40mm delta
head is substantially equivalent in design to the FDA cleared Apex Modular Head-40mm -
K100555.

» Same shelf life: 5 years from date of manufacture

» Packaged and sterilized using the same materials and processes: ETO, SAL 10°®

CeramTec AG manufactures the APEX Modular BIOLOX delta heads. CeramTec AG manufactured
BIOLOX delta femoral heads have been cleared in the following:

¢ Smith & Nephew BIOLOX ® Delta Ceramic Femoral Heads (K083762, March 11, 2009)
s BIOLOX® delta Ceramic Femoral Head by Zimmer Inc. (K071535, November 19, 2007)

OMNIlife science Inc. 510(k)s-Apex Modutar BIOLOX delta Head L fMefret 9 8



Difference

The APEX Modular Hip System BIOLOX® delta Femoral Head is manufactured from BIOLOX® delta, the

current Apex Modular Hip System ceramic head is manufactured from BIOLOX forte.

APEX Modular™ Hip System BIOLOX® delta Femoral Head, Apex Modular™ Alumina Femoral Head
and Apex Modular™ Head Device Comparison

Delta Femoral head
{subject device)

Alumina Femoral head
(K012918, K 073150)

Apex Modular Head
{K100555)

INTENDED USE "

Modular Head, primary
and revision THA

Yes, cementless

Yes, cementless

Yes, cementless

24-26 % 2,05

DESIGN . S
Taper design 12/14 12/14 12/14
Head Diameters 28-40mm 28-36mm
28-+0,+3.5,-3.5 28-+0,43.5,-3.5
Head Size and Offsets 32-40,+4,47,-4 32- +0,+4,4 A0mm
36-+0,+4,+8,-4 36-+0,+4,-4
40-+0,+4,+8,-4 4¢mm- not available in Alumina 40mm- +0,+3.5,4+7,-3.5
material
MATERIALS * BIOLOX delta’ .* BIOLOX forte CoCr Alloy
Ceramic Head 72-75 %AL0; ., 99.7% AL,O, ASTM-1537

Stem Trunion

Titanium alloy

Titanium alloy

Titanium alloy

CoCr alloy CoCr alloy CoCr alloy
PACKAGING AND
STERILIZATION .
Packaging Peelable Tyvek® pouches Peelable Tyvek® pouches (10738 | Paper Board Box, Double
{1073B Tyvek®/2.5ml Tyvek®/2.5ml Mylar®),double Tyvek inner pouch
Mylar®),double pouched, in a pouched, in a cardboard box,
cardboard box, with foam with foam inserts, and tamper
inserts, and tamper resistant resistant outer labels; the inner
outer lahels; the inner pouch pouch for the ceramic heads will
for the ceramic heads will be be polyethylene with a peelable
polyethylene with a peelable Tyvek®panel.
Tyvek®panel.
Sterilization Ethylene oxide Ethylene oxide Ethylene oxide
SAL 10" 10° 10°

In summary, the APEX Modular Hip System BIOLOX® delta Femoral Head described in this submission
is, in our opinion, substantially equivalent to the predicate device.

Compliance with Performance Standards

No Performance Standards applicable to this device have been adopted under Section 514 of the Act.

OMNIlife science Inc. 510(k)s-Apex Modular BIOLOX delta Head 150161



Summary of Design Control Activities

See Attachment # 10 CeramTec Authorization Letter, S EIEEEEEEEN

m Verification Activity Acceptance Criteria Results of
Modification erification/Validati

Statement of Conformance
Design Controls & Manufacturing See Attachment #4.
Truthful and Accuracy Certification

A certification of the truthfulness and accuracy is provided in Attachment #6.

OMNIlife science inc. 510(k)s-Apex Modular BIOLOX delta Head © MBf161



510(k} Summary

A 510(k) Summary for the APEX Modular Hip System BIOLOX delta Femoral Head is included in
Attachment #5.

Labels and IFUs

The product labels are provided in Attachment #1.
The IFU is provided in Attachment #2.

Clinicat Studies

No clinical studies were conducted to support this submission. See Form FDA 3674, Attachment #9.

OMNllife science In¢. 510(k)s-Apex Modular BIOLOX delta Head 17 of 161 3 1



Attachment 1
Draft {abels
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Pouch Label Z Patient Label

Ref. No: H352800 PACKAGE STERILE UNLESS TR - g
PN ~ M 1| I i | TR
O ol - ' ["“” [|I”|“I|!“I‘"”l"“i'”‘ H"'I”' II‘IIMIHIHIIHIH
o) WAR R 0 AT AT L
Femoral Head ﬁ YYYY-MM : *H3.£2800* XXX
| 28mm dia x +0mm (12/14M)] [ToT]  XXXXX RefNo. H3.52800 AFFIX TO PATIENT RECORD

BIOLOX® defta Femoral Head [sreris [ g0 ]
[28mm dia x +0mm (12/14M)]

OMNI life science, Inc.

ﬁ YYYY-MM

A ] . : ’ MAT'L: aluminum oxide-zirconium
| : S kS g - oxide composite
3 ¥l : 2 : ‘ OMNI life science, Inc. XXXXX
‘ E. Taunton, MA 02748 USA www.omnils.com
Box Label
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Pouch Label

Ref. No.: H3-52804 'PACKAGE STERILE UNLESS
BIOLOX® de/ta OPENED OR DAMAGED
Femoral Head 2 YYYY-MM

| 28mm dia x +3.5mm (12/14L)] .C'. XXXXX

OMNI life science, Inc. E. Taunton, MA 02718 USA
Box Label

% e o
ATERIAL 2 m'rwn oxc:-z rco
METHOD OF STERILIZATION

F-éen;oraf Head :

5*\»3 2 L..g:;,fc £

»% M» $- ..
‘ SEE,NS"RUC""ONS

‘,.,,.,f'_x‘“

Patient Label

L

wo: H3.52804

T

AFFIX TO PATIE‘J' RECORD

BIOLOX® delta Femoral Head [sremie

[28mm dia x +3.5mm (12/14L)]

MAT'L: aluminum oxide-2irconium
oxide composite

OMN life science, Inc,

E. Taunton, MA 02718 USA

8 YYYY-MM

XXXXX

www.omnils.com




Pbuch Label

Ref. No:: H3- 52899 PACKAGE STERILE UNLESS

BIOLOX ® deita OPENED OR DAMAGED

Femoral Head YYYY-MM
| 28mm dia x -3.5mm (12/44S)] L? XXXXX
OMNi life science, Inc. E. Taunton, h,« ./’18 USA
i R TR SR 1 -
Box Label

/AN R)gp,nly“

e Uit sterile. unless inner packaging

]
1
{

3

Patient Label

IRUEAN M

Ref No.: H3 52899 AFFIX TO P,.T|=mnscmaa
BIOLOX® de/ta Femoral Head STERILE | £O |

[28mm dia x -3.5mm (12/14S)]

28 YYYY-MM
MAT'L: aluminum oxide-zirconium i
oxide composite
OMNI life science, Inc, XXXXX
E. Taunton, MA 07718 L;S»« www.omnils.com




Pouch Label

Ref. No.: H3-53200
BIOLOX® delta
Femoral Head

B2mm dia x +0mm (12/14M)]

. OMNI life science, Inc.

: Pat;ent Label

PACKAGE STERILE UNLESS | : ; i T
CPENED OR DAWAGED I HH”I e llll‘ml i
= wlhm | i i
CJ X XXX
= AWYY e Ref No.: H3-53200 AFFIX TO PATENT RECORD
LOT] XXXXX BIOLOX® deita Femoral Head [sterie | £0 |
it oo ok o His . [32mm dia x +0mm (12/141) o vrvvam

‘ 2 : y MATL: aluminum oxide-zirconium '

oxide composite .
OMNI life science, Inc, m XXXXX

E Taunto~ MA 02718 USA WWW. omm)s com




Pouch Label

Ref.No.: H3-53204
BIOLOX® defta

Femoral Head
[B2mm dia x +4mm (12/14L)]

OMNI life science, Inc.

Box Labe_l

PACKAGE STERILE UNLESS |
OPENED ORDAMAGED |

G MM
P YYYY-MM
LOT| XXXXX

E. Taunton, MA 02718 USA

Patie'nt Label A i

T

Il

XXXX™ '

Ref No.: H3 53204 AFFIX wOPATIENTRPCORD

BIOLOX® de/ta Femoral Head | s-m
me dia x ¥mm (12.’147

MAT'L: aluminum oxide-zirconium 2 e

oxide composite
OMNI life science, Inc. - XXXXX

. E. Taunton, MA 02718 USA Www.omnils.com




Pouch Label

Ref. No.: H3-53208
BIOLOX® delta
Femoral Head

[32mm dia x +7mm (12/14XL)|

OMNI life science, Inc,

PACKAGE STERILE UNLESS
OPENED OR DAMAGED

§ YYYY-MM

[LoT]  XXXXX

E Taunton, MA 02

718 USA

Patient Label:
e
Hh I/ i i 1 il | -
T |
*H353208° XXXXXF i
Ref No. H3_53208 AFFIX TO PATIENT RECORD !
BIOLOX® delta Femoral Head @ [
B2mm dia x +7mm (1214XL) 8 ‘ i
MA;I"L: alumin'um oxide-zirconium LAl
oxi € composite
OMNI life science, Inc. XXXXX
VE._Ia www,omnils,com J N
|
{
i
|
|
i




ST . Patient label i ‘ i

Bt s promocereus e (SR o IUURmA .
B sooxeas oo (SR MINNANMINY (WAWRNAN S
1 Femoral Head g YYYY-MM . ‘ SR Ref No.: H3-53299 AFFIX TO PATIENT RECORD |
‘ {32mm dia x 4mm (12/14S)| XXXXX LA VAt BIOLOX® delta Femoral Head EO | |
OMNI life science, Inc. € Taunton, MA 02718 USA T AT | B2mm diax dmm (12/745) 8 YYYY-MM :
s - z £ SR MAT'L: aluminum oxide-zirconium :

oxide composite
CMNI life science, Inc. Lot] XXXXX

E Taunton, MA 02718 USA www.omnils.com

it




Ref. No.: H3.536voAa”
BIOLOX ® defta
Femoral Head

[36mm dia x +0mm (12/1aM)|

! OMNI life science, Inc.

Patient Label

PACKAGE STERILE UNLESS |

OPENED OR DAMAGED
g YYYY-MM
fLot] xxxxx

E. Taunton, MA 02718 USA

TN

H3-53600

AFFIX TO PATIENT RECORD

BIOLOX® delta Femoral Head [ srerie | €0 |

[38mm dia x +0mm (12/14M)}

MATL: _aluminum oxide-zirconium

XXXXX

OMNI life science, Inc.
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Attachment 3

Indications for Use Statement
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Indications for Use
510(k) Number (if known):

Device Name: APEX Modular Hip System BIOLOX delta Femoral Head

The Apex Modular™ Ceramic Femoral Heads are intended for use in combination with the Apex Modular
Hip Stem as the femoral component in total hip replacement procedures. This ceramic head is intended to
articulate with a polyethylene or metal-backed polyethylene acetabular cup or bipolar component. This
prosthesis is intended for single use implantation, and may be used for the following conditions, as
appropriate:

* Non-inflammatory degenerative joint disease, including osteoarthritis and avascular necrosis;
s Rheumatoid arthritis;

» Correction of functional deformity;

¢ Congenital dislocation;

» Revision procedures where other treatments or devices have failed

» Femoral neck and trochanteric fractures of the proximal femur.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Page 1 of |
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Attachment 4

Declaration of Conformity with Design Controls

Verification To the best of my knowledge, the verification activities, as required by the risk
Activities analysis, for the modification were performed by the designated individual{s) and the
results demonstrated that the predetermined acceptance criteria were met.

@Q 20 (%u,%zwo

20May 2010

Radhika Pondicherry
Regulatory Affairs Specialist
OMNliife science Inc.

Manufacturing OMNI life science, Inc., is the specification developer and is in conformance with the
Facility design control requirements as specified in 21 CFR 820.30 and the records are
available for review.

e P oot

Edward 1. Cheal, Ph.D. 20May 2010
Vice President of Research and

Development

OMNI life science, Inc.

(1
o
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Attachment 5
510(k) Summary
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APEX Modular Hip System BIOLOX® delta Femoral Head

Submitter

Preparation Date
Device Name
Common Name
Trade Name
Classification Name

Regulatory Class
Product Code

Legally Marketed
Predicate Device(s)

Device Description

Indications for Use

OMNIlife science Inc.

May 24, 2010

OMNI life science, Inc.
50 O'Connell Way
E. Taunton MA 02718

Radhika Pondicherry
Regulatory Affairs
774-226-1852

{508} 822-6030 (fax)

Contact

24 May2010

Hip joint ceramic, uncemented prosthesis

APEX Modular Hip System BIOLOX® delta Femoral Head

Hip joint metal/ceramic/polymer semi-constrained cemented or nonporous uncemented
prosthesis

Class Il per 21 CFR §888.3353

LZo

s K012918- Apex Modular™ Alumina Femoral Head, November 27, 2001

e KO73150- ApeX-LNK Poly Acetabular Cup Liners- 36mm Alumina Femoral Heads, February
27, 2008

*  K100555- ApeX-LNK Poly Acetabular Liners and Apex Modular Head, March 29, 2010

The Apex Modular Hip System BIOLOX® delta Femoral Head is compesed of an alumina matrix
composite, the femoral heads include diameters ranging from 28mm to 40mm with various
offsets.

The Apex Modular™ Ceramic Femoral Heads are intended for use in combination with the
Apex Modular Hip Stem as the femoral component in total hip replacement procedures. This
ceramic head is intended to articulate with a polyethylene or metal-backed polyethylene
acetabular cup or bipolar component. This prosthesis is intended for single use implantation,
and may be used for the following conditions, as appropriate:

» Non-inflammatory degenerative joint disease, including osteoarthritis and avascular necrosis
» Rheumatoid arthritis

sCorrection of functional deformity

» Congenital dislocation

» Revision procedures where other treatments or devices have failed

sFemoral neck and trochanteric fractures of the proximat femur.

A
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Predicate Device
Comparison

Non-Clinical Test
Summary

Clinical Test Summary

Conclusions

OMNIlife science Inc.

Delta Femoral head . Apex Modular
(subject device) Alumina Femoral head Head
{K012918, K 073150)

INTENDEDUSE .- | ¢

PP R IR N LT SN PR e L

{K100555)

Modular Head,
primary and revision
THA

Yes, cementless

Yes, cementless

Yes, cementless

Taper design 12/14 12/14 12/14
Head Diameters 28-40mm 28-36mm
28-+0,+3.5,-3.5 28- +0,+3.5,-3.5
Head Size & Offsets 32-10,+4,+7,4 32-+0,44,4 40mm
36-+0,+4,+8,-4 36-+0,+4,-4

40-+0,+4,+8,-4

40mm- not available in

40mm- +0,+3.5,+7 -

24-26 % 2,0,

Alumina material 35
_MATERIALS ", o BIOLOXdelta . |~ - BiOWOXforte ,. | CoCrAlloy -
Ceramic Head 72-75 %A 0a,, 99.7% AL,O, ASTM-1537

Stem Trunion

Titanium alloy

Titanium alloy

Titanium alloy

PACKAGING ~AND | =

CoCr alloy

i

CoCr alloy

CoCr alloy

STERILIZATION, ~ | ‘< v b ee oo
Packaging Peelable Tyvek® Peelable Tyvek® Paper Board Box,
pouches {1073B pouches {1073B Double Tyvek inner
Tyvek®/2.5ml Tyvek®/2.5ml pouch
Mylar®),double Mylar®),double
pouched, in a pouched, in a cardboard
cardboard box, with | box, with foam inserts,
foam inserts, and and tamper resistant
tamper resistant outer labels; the inner
outer labels; the pouch for the ceramic
inner pouch for the | heads will be
ceramic heads will polyethylene with a
be polyethylene peelable Tyvek®panel.
with a peelable
Tyvek®panel.
Sterilization Ethylene oxide Ethylene oxide Ethylene oxide
SAL 10° 10° 10°

The following tests were conducted:

¢ Component testing of BIOLOX forte ball head 32-12/14 L on CoCr test tapers and BIOLOX
delta ball heads 28-12/14 L on CoCr test tapers supplied by OMNIlife science.- CeramTec
Procedure VA 02 04 4129, IS0-7606-10

s Component testing of BIOLOX delta ball heads 28-12/14 L on titanium test tapers
supplied by OMNIlife science. CeramTec Procedure VA 02 04 4129, 150-7606-10

¢ Influence of diameter and neck length on burst strength of BIOLOX forte and BIOLOX
delta ball heads with taper type 12/14- Burst test setup as per 150-7206-10

s  ETO Residuals per ANSI/AAMI/ISO 10993-7.

No clinical studies were performed.

The - APEX Modular Hip System BIOLOX® delta Femoral Head is substantially eguivalent to the

predicate devices.

510(k)s-Apex Modular BIOLOX delta Head
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Attachment 6

Certificate of Truthfulness and Accuracy

In accordance with 21 CFR BO7.87 {j), | certify that, in my capacity as Regulatory Affairs Specialist for
OMNI life science, Inc., | believe to the best of my knowledge, that all the data and information
submitted in this premarket notification for the APEX Modular Hip System BIOLOX?® delta Femoral Head are
truthful and accurate and that no material fact has been omitted.

‘%a_ﬁé Zo Ma,Z/ZDllﬁ

Radhika Pondicherry 20May 2010




Attachment 7

Device Drawings
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Attachment 8

Financial Interest

510{k)s-Apex Modular BIOLOX delta Head
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Form Approved: OMB No. 0910-0396
Expiration Date: August 31, 2012

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL. INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinicat studies listed below (if appropriate)) submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

L Please mark the applicable checkbox. |

(1)} As the sponsor of the submitted studies, | certify that | have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in
the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. | further certify that no
listed investigator was the recipient of significant payments of other sorts as defined in 21 CFR 54 2(f).

[None

Clinical Investigators

[ ] (2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | cerify that based on information cbtained from the sponsor or from participating clinical
investigaters, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)).

[] (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible to
do so. The reason why this information could not be obtained is attached.

NAME TITLE
Radhika Pondicherry Regulatory Affairs Specialist

FIRM/ORGANIZATION
OMNI life science Inc

SIGNATURE DATE (mm/ddyyyy)

Kz ./:Z . ( 05/20/2010

Paperwork Reduction Act Statement

,_'\n agency may not ct_:nduc! ©OF SPONSOr, anr:l a person is not required to _respond 10,3 collection qf Department of Health and Human Services
information unless it displays a currently valid OMB control number. Public reposting burden fpr this Food and Drug Administration

c_:o]!ecuqn of mfor:qanon is gsnmated to average | hc_)ur per response, _mcludmg time for reviewing Office of Chief Information Officer
instructions, searching existing data sources, gathering and maintaining the necessary data,_ and 1350 Piccard Drive. 420A

completing and reviewing the collection of information. Send comments regarding this burden estimate Rockville, MD 208,50

or any other aspect of this collection of information to the address to the right:

PSC Grephics (301) 443-1090 EF

90

FORM FDA 3454 (10/09)
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Attachment 9

Certificate of Compliance- Clinical Trials
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See OMB Staternent on Reverse. Form Approved: OMB No. 0910-0616, Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

|'=? A Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520{m}, or 510(k) of the
Federal Food, Drug, and Cosmetlc Act or § 351 of the Public Health Service Act.)

s ~ . SPONSOR /APPLICANT / SUBMITTER INFORMATION =~ *

1. NAME OF SPONSORIAPPLICANT.'SUBMI'I‘FER 2. DATE OF THE APPLICATION/SUBMISSION
OMN] Jife sciense WHICH THIS CERTIFICATION ACCOMPANIES
May 20, 2010
3. ADDRESS (Number, Streel, State, and ZIP Code} 4. TELEPHONE AND FAX NUMBERS
{Include Area Code)
771-226-1852
50 O'Connell Way, East Taunton, MA 02718 (Tel)

(Fax) 508 822-6030

-PRODUCT INFORMATION. - -3 . =« . - .= - -

5. FOR DRUGSIBIOLOGICS Include AnyIArl Avanlabte Established, Proprietary andfor Chemrcah'B|ochem|callB!oodfCeilurariGene Therapy Produci Name(s)
FOR DEVICES: include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s}
(Attach extra pages as necessaty)

APEX Modular Hip System BIOLOX® delta Femoral Head

: . - < APPLICATION/SUBMISSION INFORMATION ~ ~ ~ - =~ * *
6. TYPE OF APPLICATION/SUBMISSION WHIGH THIS CERTIFICATION ACCOMPANIES

[]ND [ npa [(Janoa  [JeLA ] pPma (] HoE ¥lswowy [ PoP [ other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/S10(k)/PDP/OTHER NUMBER (If number previously assigned)

8. SERIAL NUMBER ASSIGNED TC APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

y ) - CERTIFICATION STATEMENT / INFORMATICN
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

K] A. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do nat apply because the application/submission which this certification accompanies does not reference any clinical trial.

[:| B. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

[] € 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402()) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical frials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10, IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"

UNDER 42 U.S.C. § 282({1)(A)i), SECTION 462()(1)(A)i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/

SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Aftach extra pages as necessary)

NCT Number(s):

The ‘undersigned declares, to the best of her/his - knowledge, that this is an accurate, true, and cornp1ete submission of information: | understand that the
failure to submit the:certification. required by.42. U.5.C. § 282()}(5)(B). sect:on 402{))(5)(B) of the Public Health. “Service Act; and the knowing submission
of a false certification under such section are prohibited acts-under 21 U.S. c. § 331, section 301 of the Federal. Food, Dmg. and Cosmetic Act.

Warning: A willfully and knowingly falsé statement is a criminal offense, U.S. Code, title 18, section 1001,

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
IZED REPRESENTATIVE (Si
AUTHORIZE (Sign) Radhika Pondichemy
{Name)
1
Regulatory Affairs Specialist
ao%L THE) o
13, ADDRESS (Number, Street, State, and ZiP Cade) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) {Include Area Code) CERTIFICATION
(Tet) 774-226-1852
50 O'Connell Way, E. Taunion,MA 02718 ’ - [May 20, 2010
(Fax) 508-822-6030

PSC Graphics: (301) 443-10900 EF

Form FDA 3674 (11/08) (FRONT)
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instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.5.C. § 282(j){5}(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k} of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter,

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemicalfhiochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or medel number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other.”

7. IND/NDAJ/ANDA/BLAI/PMA/HDE/S10(k}PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. if there is no such number, leave this field blank.

9. Certification - This section contains three different check-off boxes. .
Box A shouid be checked if the sponsor/fapplicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies. -

Box B should be checked if the sponsor/fapplicant/submitter has concluded that the requirements of 42 U.5.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U.5.C.
§ 282(0( 1A, section 402} 1)(A)i) of the Public Health Service Act, on the date the certification is signed, 42 U.5.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those clinical trials.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial {NCT} Numbers - If you have checked Box C in number 9 (Certification)}, provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282()(1)(A)(i), section 402())(1){A)(i) of the
Public Health Service Act, and that is included, relied upan, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, refied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical triais” included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the “applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsorfapplicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.

15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of applicationlsubmissi_on)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond to, @ collection of information,
Office of the Chief Information Officer (HFA-250} unlass it displays a currently valid OMB control number.

5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11/08) (BACK)
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Attachment 11
Test Reports
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OMNIlife science Inc.

Attachment 12
Product Code List

APEX Modular Hip System BiOLOX® delta Femoral Head

Product Code Description

40 mm -4 Head, Delta
H3-54099 (12/14S)

40 mm +8 Head, Delta
H3-54008 (12/14XL)

40 mm +4 Head, Delta
H3-54004 (12/141)

40 mm +0 Head, Delta
H3-54000 (12/14M)

36 mm -4 Head, Delta
H3-53699 (12/145)

36 mm +8 Head, Delta
H3-53608 (12/14XL)

36 mm +4 Head, Delta
H3-53604 {12/14L)

36 mm +0 Head, Delta
H3-53600 {12/14M)

32 mm -4 Head, Delta
H3-53299 (12/145)

32 mm +7 Head, Delta
H3-53208 {12/14XL)

32 mm +4 Head, Delta
H3-53204 (12/14L)

32 mm +0 Head, Delta
H3-53200 (12/14M)

28 mm -3.5 Head, Delta
H3-52899 (12/14S)

28 mm +3.5 Head, Deita
H3-52804 {12/14L)

28 mm +0 Head, Delta
H3-52800 (12/14M)

510(k)s-Apex Modular BIOLOX delta Head

Part #

161 of 161
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7! . . Food and Drug Adminislration
Cffice ol Device Evalualion &
G110 | )

. . Ofiice of In Vilro Diagnostics
COVER SHEET EMORANDUM

Fro_m:' . Reviewer Name bmu{’ H(-Cm(\
Subject: . 510(k) Number | CIOIAY S |

To: The Record

Please list CTS decision code ~4

(1 Refused 1o accept (Note: this is considered tre first review cycle, See Screening Checklist

hllp_:!leroom.fda.qov!eRoomRequiIesICDRHSICDRHPremarkelNolificalionS‘iOkProqramIO 5631/Screening
202%2007 doc ) : ' '

(3 Hold (Additionatl Information or Teiephone Hold},
A Final Decisio SE with Limilations, NSE, Withdrawn, etc.).

%20Checklist%207

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page , o | Aftach IFU _ | N
510k} Summary /510(k) Statement ’ ~ Attach Summary , o
Truthful and Accurate Statement. + Must be present for a Final Decision - >
Is ihe device Class It? ' : . - X
If yes, does firm include Class 1l Summary? i Must be preserit for a Final Decision
Does firm reference standards? : ‘
(If yes, pléase attach form from wp:!/www.ftiaqovlopacomlmore_choices!fdaformleDA'— \43
3654.pdf) :

Is this a combination product? |\/
(Please specify category see

’ hllg:lleroom.fda.gov.’eRoomRegiFiIes!CDRH3ICDRHPremarketNoiiﬁcation510kProgramIO_ 413b/C ' .

MBINATiON%20PRODUCT%2DALGORl'THM%ZO{RE\I_ISED%ZE}3—12-03).DOC S i

Is thwié_ang_r—ocgé_s—e?sirigle use device? ' ST
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for

. Reprocessed Single-Use Medical Devices, http:/lwww.fda.qov/cdrh/ode/quidanceﬂ216.htm|)_

Is this device intended for pediatric use only?

g e

Ié this a p}é—scription device? (If both prescription & OTC, check both.bt;(es.) ,

Did the application include a completed FORM FDA 3674, Certification with Requirements of
. ClinicalTrials.gov Data Bank?. - A i
Is clinlcal data necessary to support the review of this 510(k}? -
Did the application include 3 completed FORM FDA 3674, Certification with Requirements of !
ClinicalTrials.gov Déta Bank? - |
(If not, then applicant must be contacted to obtain complated farm.) : i
|

Does this device include an Animat Tissue Source?

e
t

S SO o

'—/-‘\_IrPediatrif_: Patients age<=2t

r

: Néon.ateli\!ewborn (Birth td 28 days)

Infant (28 days <3 years o

Chitd (2 years <12 years o).

.Adolescé‘nt-(m ye'érs‘-< 1-8-.{/ears old) | o ' - ,

LA R

i
i

1 ox

Transiti-onal Adolescent A (18 - <21 years old) Special considerations are being given to this -
group, different frorh adults age = 21 (different device design or testing, different protocot
procedures, ete.) :

Rev. 7/2/07 ‘ T



Transilional Adolescent B (18 -<= 21; No special considerations compared to adulls => 21 years - ' k-
old) : , ‘ .

Nanotechnology e : T ' '

Is Ihis device subject to the Tracking Regulation? (Medical Device Tracking Contact OC. K
Guidance, hup:waw_fdaqowlcdrhlcomplquida_nceﬂ69.htm|) o
Regulation Number ‘ Class* Product Code

$¥%.3353 o LD

("If unclassified, see 510(K) Sial)

Adcditional Product Codes:

T S RN o™ fafio

J (Branchien - {Branch Codp) (Date)

Fina! Review:__’ }/\</u( | . VMZZ / Zﬁ[ﬁ

(Division Director) (Date)? -




To: The Record
RE: K101451 — Apex Modular Hip System Biolox delta Femoral Head

Date: 6/17/10
From: Dave McGurl, Biomedical Engineer, Reviewer Division: DSORD/OJDB
Device Name: Apex Modular Hip System Biolox delta Femoral Head

Classification: 21 CRF 888.3353 Hip joint metal/ceramic/polymer semi-constrained
cemented or nonporous uncemented prosthesis, LZO M

$_
Company: OMNI Life Science KDXQ @;\( W‘O

50 O’Connell Way
E. Taunton MA 02718

- Contact: Ms. Radhika Pondicherry
Tel: 774-226-1852
Fax: 508-882-6030

RECOMMENDATION: Substantially Equivalent (SE)

The 510(k) submission contains information/data on modifications made to the
SUBMITTER’S own Class Il device. The following items are present and acceptable:

1. The name and 510(k) number of the SUBMITTER’S lﬁrevidusly cleared device:

= Apex Modular Alumina Femoral Head (K012918)
»  ApeX-LNK Poly Acetabular Cup Liners — 36mm Alumina Femoral Heads (K073150)
»  ApeX-LNK Poly Acetabular Liners and Apex Modular Head (K100555)

Reviewer Comment: The predicates are the sponsors’ predicate devices. The predicates are
appropriate.

2. Submitter’s statement that the INDICATION/INTENDED USE of the modified.
device as described in its labeling HAS NOT CHANGED along with the proposed
labeling which includes instructions for use, package labeling, and, if available,
advertisements or promotional materials.

Indications for Use (Subject Device)

The Apex Modular Ceramic Femoral Heads are intended for use in combination with the Apex
Modular Hip Stem as the femoral component in total hip replacement procedures. This ceramic head
is intended to articulate with a polyethylene or metal-backed polyethylene acetabular cup or bipolar
component. This prosthesis is intended for single use implantation, and may be used for the
following conditions, as appropriate:

e Non-inflammatory degenerative joint disease, including osteoarthritis and avascular

necrosis;
e  Rheumatoid arthritis;
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3.

>

Correction of function deformity;

Congenital dislocation;

Revision procedures where other treatments or devices have failed
Femoral neck and trochanteric fractures of the proximal femur.

Reviewer Comment: The indications are identical to the predicate K0I12918, K073150, and
K100555 ‘

A description of the device MODIFICATION(S), including clearly labeled
diagrams, engineering drawings, photographs, user’s and/or service manuals in
sufficient detail to demonstrate that the FUNDAMENTAL SCIENTIFIC
TECHNOLOGY of the modified device has not changed.

Comparison Information (similaritics and differences) to applicant’s legally
marketed predicate device including labeling, intended use, physical characteristics,
etc.

Intended Use
The intended use is for total hip replacement.

Reviewer Comment: The intended use has not changed.

Labeling

Draft package labels were provided on pp. 19-33. The package label contains: the component name,
component size, material, expiration date, lot number, sterile notation, “Rx Only” label, company
name, company address, and company website.

A draft package insert was provided on pp. 35-36. The package insert contains the identical indications
statement as the Indication for Use Form. The package insert also contains a brief description of the
femoral heads and the material. The package insert contains the following additional sections:
contraindications, warnings and precautions, additional consideration for ceramic heads, possible
adverse events, and caution.

Sterilization
The sterilization method has not changed. The ceramic heads are sterilized using Ethylene oxide to a
Sterility Assurance Level of 10, The shelf life is the same as the predicate, 5 year from the date of

manufacture.

Physical Characteristic
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The major modification to the ceramic femoral heads is the sponsor is changing the ceramic material of
the femoral heads. The predicate device is manufactured from BIOLOX forte (99.7% aluminum
oxide). The ceramic femoral heads will now be manufactured from BIQOLOX delta (75% aluminum
oxide and 25% zirconia). The supplier of the ceramic femoral heads to the sponsor is still CeramTec
AG. An authorization letter for CeramTecs [|S}IIERER was provided on p. 55.

The bores on the BIOLOX forte and BIOLOX delta Apex Modular Femoral Heads are the same. The
bore was designed and tested for compatibility with the neck taper on the Apex Modular Hip Stem
(K000788) and the Apex ARC™ Hip Stem {(K090845).

The following femoral head design 4 modifications have been made to the Apex Modular Femoral
- Head from K012918, K073150, and K100555:
e« KO012918: The 32mm Apex BIOQLOX delta femoral head is available in an additional +7
offset. .
o KO073150: The 36mm Apex BIOLOX delta femoral head is available in an additional +8
offset.
e The addition of the 40mm Apex BIOLOX delta femoral head is available in the following
offsets: -4, +8, +4, +0,

The 40mm Apex BIOLOX delta head is identical in design to the Apex Modular 40mm CoCr Head
FDA cleared in K100555 but has different offsets. The ceramic heads are intended to only be used with
the Apex UHMWPE cups.

The BIOLOX delta 40mm head does not create a new worst case scenario for burst strength of the

 ceramic heads. [ -
I b

5. A Design Control Activities Summary which includes:
a) Identification of Risk Analysis method(s) used to assess the impact of the
modification on the device and its components, and the results of the analysis.

b) Based on the Risk Analysis, an identification of the verification and/or validation
activities required, including methods or tests used and acceptance criteria to be
applied.
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m Verification Activity Acceptance Criteria Results of
Modific atio Verification/Validation
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6. A Truthful and Accurate Statement, a S5I10(k) Summary of Safety and
Effectiveness and Indications for Use.are provided.

The Indications for Use Form was provided on p. 38. The 510(k) Summary was provided on pp. 41-42.
The Truthful and Accuracy Statement was provided on p. 43.

Reviewer Comment.: All these forms are acceptable. The sponsor followed the regulation for the 510¢k)
Summary and included the necessary predicate comparison and summary of the non-clinical data. The
information provided is adequate.

The labeling for this modified subject device has been reviewed to verify that the
indication/intended use for the device is unaffected by the modification. In addition, the
submitter’s description of the particular modifications and the comparative information
between the modified and unmodified devices demonstrate that the fundamental scientific
technology has not changed. The submitter has provided the design control information
as specified in The New 510(k) Paradigm and on this basis, | recommend the device be
determined substantially equivalent to the previously cleared device.

7. Summary

The major device modification being proposed in the subject 510(k) is a change in the ceramic material
from Bioclox forte to Biolox delta. The sponsor has included a letter of authorization from CeramTec AG.
The Biolox delta material has been used in several other sponsors femoral head systems. The Biolox delta
material has been used in several different medical devices and biocompatibility is not a concern. The
sponsor has performed testing on their worst-case femoral heads. In addition, the sponsor has included a
40mm femoral head and several other offsets. None of these new offsets or femoral heads represent a new
worst-case condition. The sponsor has provided adequate information to support the modifications made to
their device. Based on the similarities in device design and the information provided in the design controls
activities summary, 1 recommend the sponsors’ Apex Modular Hip System Biolox delta Femoral Head be
found substantially equivalent to the previously cleared devices. '

8. Contact History
There has been no contact with the sponsor.

Orthopedic Joint Devices Branch
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0(1) “SUBSTANTIAL EQUIVALENCE™
DECISION-MAKING PROCESS
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