K(03({20
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3. 510(K) SUMMARY

. Applicant/Sponsor: Corin USA

10500 University Center Drive
Suite 190 FEB 2 8 250

Tampa, Florida 33612
Establishment Registration No.:

. Contact Person: Lucinda Gerber BA (Hons)
Regulatory Affairs Associate
Corin USA

813-977-4469

Lucinda.gerber@coringroup.com

. Proprietary Name:  Corin BIOLOX delta Modular Femoral Heads
. Common Name: Femoral Head

. Classification Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis (21 CFR 888.3353)

. Legally Marketed Devices to which Substantial Equivalence is claimed:
*  Zyranox Zirconia Ceramic Modular Heads (K992235)
* Smith & Nephew BIOLOX delta Ceramic Femoral Heads (K100412)

Device Description:

BIOLOX delta material is an aluminum oxide / zirconia ceramic composite composed of

approximately 75% aluminum oxide and approximately 25% zirconia.

The Corin BIOLOX delta Modular Femoral Heads are available in 28mm and 32mm
diameters. The 28mm heads are available with short (-3.5mm), medium (Omm) and long
{(+3.5mm) offsets. The 32mm heads are available with short (-4.0mm), medium (0mm), long

(+4mm) and extra long (+7mm) offsets.

The Corin Biolox Delta heads are compatible with Corin titanium stems (i.e. Tri-Fit, Metafix
and MiniHip femoral stems having a 12/14 taper trunnion) and the Trinity acetabular

system.
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8. Intended Use / Indications:

The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral
hip stems and ultra high molecular weight polyethylene (UHMWPE) acetabular cup liners to

reinstate function following the degenerative effects of:

o Non-inflammatory degenerative joint disease including osteoarthritis and avascular

necrosis
© Rheumatoid arthritis
o Correction of functional deformity and
o Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

9. Summary of Technologies/Substantial Equivalence:
The Corin Biolox Delta modular femoral heads have the same types of indications and
intended uses as the predicates. The technological characteristics are the same as the
predicates. Based on the materials, geometry, mechanical testing and indications for use, the

Biolox Delta heads are considered to be substantially equivalent to the predicate devices.

10. Non-Clinical Testing:
Nonclinical testing included burst strength testing on both the 28mm-12/14L and 32mm-
12/14XL Biolox delta heads on the Corin titanium taper trunnion to determine the worst
case construct. Subsequently, fatigue, post-fatigue burst and pull-off testing were then
performed on the worst case construct. The results of the ceramic head testing meet the
suggested values in the “Guidance Document for the Preparation of Premarket Notifications
for Ceramic Ball Hip Systems.” The results of the preclinical data provided indicate that the

subject system is wichin the range of legally marketed predicates.

11. Clinical Testing:
Clinical testing was not necessary to determine substantial equivalence between the Corin
BIOLOX delta Modular Femoral Heads and the predicate devices.
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4m Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —~WQ66-G609
Silver Spring, MD 20993-0002

Corin USA

% Lucinda Gerber, BA (Hons)
Regulatory Affairs Associate
10500 University Center Drive

Suite 190 FEB 2 8 Z0i
Tampa, Florida 33612

Re: K103120
Trade/Device Name: Biolox Delta Modular Femoral Heads
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class: Class II
Product Code: LZO
Dated: February 09, 2011
Received: February 10,2011

Dear Ms. Gerber;

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 I1I (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.
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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
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 CORH/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/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/ResourcesforYowIndustry/default.htm.

Sincerely yours, !

faw@ :"

Mark N. Melkerson

Director

Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



2. INDICATIONS FOR USE

510() Number f knowny: __#(¥3(20
Device Name: Corin BIOLOX delta Modular Femoral Heads

Indications for Use:

The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral
hip stems and ultra high molecular weight polyethylene (UHMYPE) acetabular cup liners to
reinstate function following the degenerative effects of:

o Non-inflammatory degenerative joint disease including osteoarthritis and avascular
necrosis

0 Rheumatoid arthritis

o Correction of functional deformity and

o Developmental dysplasia of the hip (ODDH) or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

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

Page 5 of 129
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Pt Food and Drug Administration
10903 New Hampshire Avenue
o ) Document Control Room —~WO66-G609

Silver Spring, MD 20993-0002

Corin USA _

% Lucinda Gerber, BA (Hons)

Regulatory Affairs Associate

10500 University Center Drive

Suite 190 | ~ FEB 2 8 2010
Tampa, Florida 33612 '

Re: K103120 :
Trade/Device Name: Biolox Delta Modular Femoral Heads
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class: Class 1
Product Code: LZO
Dated: February 09, 2011
Received: February 10, 2011

Dear Ms. Gerber:

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.
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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
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/CentersOffices/CDRII/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 regulatlon (21
CFR Part 803), please go to

http://www.fda. gov/MedlcalDev1cesfSafety/RepoﬁaProblem/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 1ts toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www fda.cov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm.

Mark N, Melkerson

/) “
/Lz/
Director

Division of Surgical, Orthopedlc
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Sincerely yours,

--‘—mh.a

Enclosure



2. INDICATIONS FOR USE

51009 Number (€ known): __#(5(20
Device Name: Corin BIOLOX delta Modular E‘emoral Heads

Indications for Use:

The Cotin BIOLOX delta Modular Femoral Heads are used in combination with femoral
hip stems and ultra high molecular weight polyethylene (UHMWPE) acetabular cup liners to
reinstate function following the degeneratlve effects of

o Non-inflammatory degenerative joint disease'including osteoarthiitis and avascular
nectosis

o Rheumatoid arthritis

o Correction of functional deformity and

o Developmental dysplasia of the hip (DDH)} or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for Single use only.

n

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
[F NEEDED) ‘

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division $i
Division ot Aurgical,

and Restor :
K103 (20

Page 1 of 1

“510(k) Number

! Page 5 of 129
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U.S. Food and Drug Administration

""‘h . Center for Devices and Radiclogical Health
: : Document Control Center WO66-G 609

10903 New Hampshire Avenue
Silver Spring, MD 209930002

February 10, 2011

CORIN USA 510k Number: K103120

10300 UNIVERSITY CENTER DRIVE SUITE 190
TAMPA, FLORIDA 33612

UNITED STATES

ATTN: LUCINDA GERBER

Product: CORIN BIOLOX DELTA FEMORAL

The additiondl information you have subnmtted has been received.

We will notify you when thé processing of this submission has been corhpleted or if any additional information is
required. Pleaseremember that all correspondence concermning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Corréspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Prematket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
Aungust 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.pov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistarice on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on Noveniber 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit 2 510(k) Summary as per 21 CFR 80"'1.92, or a 510(k) Statement as
per 21 CFR 807.93, it meéts the contént and format regulatory requiréments.

If you have procedural questions, please contact the Division of Small Manufacturers [nternational and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. ,

Sincerely,

510(k) Staff

g
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Document Mail Center ; WO66-G609
10903 New Hampshire Avenuc
Silver Spring, M) 20893-0002

January 13, 2011

510k Number: 103120

CORIN USA
Product: CORIN BIOLOX DELTA FEMORAL HEA

10500 UNIVERSITY CENTER DRIVE SUITE 190
TAMPA, FLORIDA 33612

UNITED STATES

ATTN: LUCINDA GERBER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
h_ttp://www.fda.gov/Medica]Devices/DeviccRegulationandGuidance/GuidanceDocumentsfucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k} submission can be successfuily completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug. and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. [f, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
hitp://www.fda.gov/Medical Devices/DeviceRegulationandGuidan ce/Overview/MedicalDevieeProvisionsof FDAModer
nizationAct/uem136685.htm.

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)} Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 51 (k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http:/’/www.fda.gov/MedicalDevices/DeviceRegu.!ationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission wil] be considered a
new premarket notification submission.

Alr
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Please remember that the Safe Medical Devices Act of 1990 states that You may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
L Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

)
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December 30, 2010

CORIN USA 510k Number: K103120

10500 UNIVERSITY CENTER DRIVE SUITE 190
TAMEPA, FLORIDA 33612

UNITED STATES

ATTN: LUCINDA GERBER

Product: CORIN BIOLOX DELTA FEMORAL

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Please remember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be‘considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402 htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/uem{(84365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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

If you have procedural questions, please contact the Division of Small Manufactuters International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the-510k staff at

(301)796-5640.

Sincerely,

510(k) Steff

A
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Corin USAH

10500 UNIVERSITY CENTER DRIVE
SUITE 190 = TAMPA, FLORIDA 33612
INEL: 813/977-4469 FAX: B13/979-0042

WWwW.coringroup.com

October 21, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Heath _
Document Mail Center — WO66-0609 neT 222010
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: Traditional 510(k) Premarket Notification —
Biolox Delta Modular Femoral Heads

Dear Madam/Sir:

Please find enclosed a Traditional 510(k) Premarket Notification for the Biolox Delta
Modular Femoral Heads. The official cover letter is enclosed in the submitted
documentation.

The original document and one copy are submitted for FDA review. The enclosed CD
provides an electronic version of the submission in PDF format. The Medical Device
User Fee has been submitted with payment identification number MD6052308-956733.

If there are any questions on this information please contact me by email at
Lucinda.gerber(@coringroup.com or by phone at 813-977-4469.

Best regards,

Z |

Lucinda Gerber, BA (Hons)
Regulatory Affairs Associate
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SUITE 190 « TAMPA, FLORIDA 33612
TEL: 813/977-4469  FAX: 813/979-0042
WWW.COringI‘OHp.COﬂl

October 21, 2010

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — W0O66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: Traditional 510(k) Premarket Notification —
Biolox Delta Modular Femoral Heads

Dear Madam/Sir:

Please find enclosed a Traditional 510(k) Premarket Notification for the Biolox Delta
Modular Femoral Heads. The official cover letter is enclosed in the submitted
documentation.

The original document and one copy are submitted for FDA review. The enclosed CD
provides an electronic version of the submission in PDF format. The Medical Device
User Fee has been submitted with payment identification number MD6052308-956733.

If there are any questions on this information please contact me by email at
Lucinda.gerber@coringroup.com or by phone at 813-977-4469.

B regardM

Lucinda Gerber, BA (Hons)
Regulatory Affairs Associate
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Form Approved: OMB No 0910-511 Expiration Date: January 31, 2010 See L 1ons for OMB S
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number on your chec!
MEDICAL DEVICE USER FEE COVER SHEET Y Y i

A completed cover sheet must accompany each original application or supplement subject to 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 at:
http://www fda.gov/oc/mdufma/coversheet_html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Kathy Trier
CORIN USA 2.1 E-MAIL ADDRESS
kathy trier@coringroup.com
-}-(2\5,\23: Elﬂ\g%lé%ﬂ CENTER DRIVE 2.2 TELEPHONE NUMBER (include Area code)
uUs 813-977-4469
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
- 813-979-0042

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: http://www_fda.gov/oc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[1513(g) Request for Information [1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplement Types:

[ 1 Product Development Protocol (PDP) [ ] Efficacy (BLA)

[ 1 Premarket Report (PMR) [1Panel Track (PMA, PMR, PDP)
[ 1 Annual Fee for Periodic Reporting (APR) [1Real-Time (PMA, PMR, PDP)
[130-Day Notice [1180-day (PMA, PMR, PDP)

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

[1YES, | meet the small business criteria and have submitted the required [X] NO, I am not a small business
qualifying documents to FDA

41 |If Yes, please enter your Small Business Decision Number:

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

[1NO (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://www fda_gov/cdrh/mdufma for additional information)

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

[ 1 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 pediatric population

[ 1 This biologics application is submitted under section 351 of the Public L1 The application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only ggr\:\mrrr::?gltlye niity for a device that is not to be distr buted

7. IS 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

_- 15-Oct-2010

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

https://userfees.fda.cov/OA HTML/mdufmaCScdCfeltemsPopup.jsp?vename=Kathy%?2... 10/15/2010
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1. 510(K) COVER LETTER

October 21, 2010

U.S. Food and Drug Administration
Center of Devices and Radiological Health
Office of Device Evaluation

Document Mail Center — WOG66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: Traditional 510(k) Premarket Notification — Corin BIOLOX" delta Modular Femoral Heads

Dear Madam/Sir:

Corin submits the enclosed information as a Traditional 510(k) Premarket Notification for
the Corin BIOLOX delta Modular Femoral Heads. The basis for this submission is that this
is a new material for an existing device design. The following regulation, product codes and
classification are recommended for this device:

Recommended Classification Regulation: 21CFR 888.3353: Hip joint
metal/ceramic/polymer semi-constrained

cemented or nonporous uncemented

prosthesis
Recommended Class: 11
Panel: 87 - Orthopedics
Product Code: LZO
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The following table briefly describes the design and use of the proposed device:

TABLE 1.1: DESIGN AND USE OF THE DEVICES

Question YES NO
Is the device intended for prescription use (21 CFR 801 Subpart D)?" X
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?* X
Does the device contain components derived from a tissue or other biologic <
source?
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device? X
If yes, does this device type require reprocessed validation data? N/A N/A
Does the device contain a drug? X
Does the device contain a biologic? X
Does the device use software? X
Does the submission include clinical information? X
Is the device implanted? X

* A device may be intended for both prescription and over-the-counter use. If so, the answer to both of

these questions is yes.

Pursuant to 21 CFR 807.95(b)(1), Corin, considers this 510(k) submission to be confidential
commercial information and requests that FDA treats it as such. Corin has taken precautions

to protect the confidentiality of the intent to market these devices.

If there are any questions on this information please contact me by e-mail at

Lucinda.gerber@cotingroup.com ot by phone at 813-977-4469.

Sincerely,

TV

Lucinda Gerber BA (Hons)
Regulatory Affairs Associate
Corin USA
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2. INDICATIONS FOR USE

510(k) Number (if known):
Device Name: Corin BIOLOX delta Modular Femoral Heads
Indications for Use:

The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral
hip stems and ultra high molecular weight polyethylene (UHMWPE) acetabular cup liners to
reinstate function following the degenerative effects of:

O Non-inflammatory degenerative joint disease including osteoarthritis and avascular
necrosis

O Rheumatoid arthritis

0 Correction of functional deformity and

0 Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

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
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3. 510(K) SUMMARY

8.

. Applicant/Sponsor: ~ Corin USA

10500 University Center Drive
Suite 190

Tampa, Florida 33612
Establishment Registration No.:

Contact Person: Lucinda Gerber BA (Hons)
Regulatory Affairs Associate
Corin USA
813-977-4469
Lucinda.getber@coringroup.com

. Proprietary Name:  Corin BIOLOX delta Modular Femoral Heads

Common Name: Femoral Head

Classification Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis (21CFR 888.3353)

Legally Marketed Devices to which Substantial Equivalence is claimed:
» Zyranox Zirconia Ceramic Modular Heads (K992235)
* Smith & Nephew BIOLOX delta Ceramic Femoral Heads
(K100412)

Device Description:
BIOLOX delta material is an aluminum oxide / zirconia ceramic composite.

composed of approximately 75% aluminum oxide and approximately 25% zirconia.

The Corin BIOLOX delta Modular Femoral Heads are available in 28mm and 32mm
diameters. The 28mm heads are available with short (-3.5mm), medium (Omm) and
long (+3.5mm) offsets. The 32mm heads are available with short (-4.0mm), medium

(Omm), long (+4mm) and extra long (+7mm) offsets.

Intended Use / Indications:
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The Corin BIOLOX delta Modular Femoral Heads are used in combination with
femoral hip stems and ultra high molecular weight polyethylene (UHMWPE)

acetabular cup liners to reinstate function following the degenerative effects of:

O Non-inflammatory degenerative joint disease including osteoarthritis and

avascular necrosis
O Rheumatoid arthritis
0 Correction of functional deformity and

O Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip
(CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

9. Summary of Technologies/Substantial Equivalence:
The Corin BIOLOX delta Modular Femoral Heads have similar intended uses,
indications, designs and specifications as the predicate devices. The Biolox delta
material is the same material used in the Smith & Nephew BIOLOX delta Ceramic
Femoral Heads (IK100412). Based on these similarities, the Corin BIOLOX delta
Modular Femoral Heads are believed to be substantially equivalent to the predicate

devices.

10. Non-Clinical Testing:
Static compression burst strength and post-fatigue burst strength testing indicate that
the Corin BIOLOX delta Modular Femoral Heads meet FDA’s requirements. Axial
pull-off testing from worst case femoral stem tapers indicate that the Corin
BIOLOX delta Modular Femoral Heads are expected to be safe and effective for the

proposed indications.

11. Clinical Testing:
Clinical testing was not necessary to determine substantial equivalence between the
Corin BIOLOX delta Modular Femoral Heads and the predicate devices.
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4. TRUTHFUL AND ACCURACY STATEMENT

In accordance with 21 CFR 807.87 (k), I certify that, in my capacity as Regulatory Affairs
Associate for Corin USA, I believe to the best of my knowledge, that all data and
information submitted in the premarket notification are truthful and accurate and that no

material fact has been omitted.

37/% I = Qe - /O

Lucinda Gerber Date
Regulatory Affairs Associate
Corin USA
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5. CLASS III SUMMARY AND CERTIFICATION

N/A. This is a Class II device.

6. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT

N/A. Clinical data are not included in this submission.

7. DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS

N/A. This is a Traditional and not an Abbreviated 510(k) notification submission.

8. EXECUTIVE SUMMARY

Device Description:

BIOLOX delta material is an aluminum oxide / zirconia ceramic composite.

composed of approximately 75% aluminum oxide and approximately 25% zirconia.

The Corin BIOLOX delta Modular Femoral Heads are available in 28mm and 32mm

diameters. The 28mm heads are available with short (-3.5mm), medium (Omm) and

long (+3.5mm) offsets. The 32mm heads are available with short (-4.0mm), medium

(Omm), long (+4mm) and extra long (+7mm) offsets.

Intended Use / Indications:

The Corin BIOLOX delta Modular Femoral Heads are used in combination with
femoral hip stems and ultra high molecular weight polyethylene (UHMWPE)
acetabular cup liners to reinstate function following the degenerative effects of:

(0}

o
o
o

Non-inflammatory degenerative joint disease including osteoarthritis and
avascular necrosis

Rheumatoid arthritis

Correction of functional deformity and

Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip
(CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

Predicate Devices:

(0]

Zyranox Zirconia Ceramic Modular Heads (K992235)
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O  Smith & Nephew BIOLOX delta Ceramic Femoral Heads (K100412)

The Corin BIOLOX delta Modular Femoral Heads have similar intended uses,
indications and designs as the predicate devices. The Biolox delta material is the
same material used in the Smith & Nephew BIOLOX delta Ceramic Femoral Heads
(K100412). Mechanical testing indicates that the Corin BIOLOX delta Modular
Femoral Heads meet FDA’s requirements for static compression burst strength and
post-fatigue burst strength and that axial pull-off loads from the taper of the femoral
stem are sufficient for the femoral heads’ intended use. The results of this testing
show that the Corin BIOLOX delta Modular Femoral Heads are expected to be safe
and effective for the proposed indications and are substantially equivalent to the

predicate devices.

9. DEVICE DESCRIPTION
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surface changes (e.g. phases) and defects (e.g. cracks, pits) in and around the engraving are
described in the Report from 2004.04.26. A description of the engraving process and the
point in the manufacturing process where the engraving is made are provided in Folder 1 of
MAF-197, Page 11/34 in the Summary Document as well as in the Appendix 14 pages 4 and
7. See Appendix B for summary page.

Specifications for the BIOLOX delta heads are provided on the engineering prints included
in Appendix B. The specifications required by FDA’s “Guidance Document For The

Preparation of Premarket Notification For Ceramic Ball Hip Systems” are also provided
below in Table 2.

The Corin BIOLOX delta Modular Femoral Heads are designed to mate with Corin femoral

stems having a 12/14 taper. Specifications for the femoral stem taper are provided on the

engineering print (E000.020) included Appendix B and below in Table 3.




Descriptions, part numbers and representative engineering prints for the Corin Biolox delta

Modular Femoral Heads and compatible stem tapers are located in Appendix B. A list of
compatible modular femoral stems and acetabular cup systems is provided in Appendix C.
An instrument listing for the Biolox delta Modular Femoral Heads is provided in Appendix
D.

10. SUBSTANTIAL EQUIVALENCE DISCUSSION

PREDICATE DEVICES:
O  Zyranox Zirconia Ceramic Modular Heads (K992235)
O  Smith & Nephew Biolox Delta Ceramic Femoral Heads (K100412)

Clearance letters for the predicate devices are provided in Appendix E.

SUBSTANTIAL EQUIVALENCE COMPARISON:

Comparisons of the Corin BIOLOX delta Modular Femoral Heads with the predicate
devices are provided in Tables 4 and 5.
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Table 4: Comparison of the Corin BIOLOX delta Modular Femoral Heads with the
Corin Zirconia Ceramic Modular Heads (Predicate #1)

Subject Device

Company Name Corin

Device Name Biolox delta Modular Femoral Head
510(k) Number N/A — New Submission
Regulation 21 CFR 888.3353

Product Code(s) LZO

Intended Use /
Indications

The Corin BIOLOX delta Modular
Femoral Heads are used in
combination with femoral hip stem
and ultra high molecular weight
polyethylene (UHMWPE)
acetabular cup liners to reinstate
function following the degenerative
effects of:

O Non-inflammatory
degenerative joint disease
including osteoarthritis and
avascular necrosis

O Rheumatoid arthritis

0 Correction of functional
deformity and

0 Developmental / congenital
dysplasia of the hip (DDH /
CDH)

The Corin BIOLOX delta Modular
Femoral Heads are intended for
single use only.

Material Biolox delta aluminum oxide /

zirconia composite ceramic

Design 12/14 taper

28mm diameter
Short (-3.5mm)
Medium (Omm)
Long (+3.5mm) offsets
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Subject Device

32mm diameter
Short (-4.0mm)
Medium (0mm)
Long (+4.0mm)
Extra long (+7.0mm) offsets

Page 14 of 129



Table 5: Comparison of the Corin BIOLOX delta Modular Femoral Heads with the
Smith & Nephew BIOLOX delta Ceramic Femoral Heads (Predicate #2)

Subject Device

Predicate #2

Company Name

Cotin

Smith & Nephew

Device Name

Biolox delta Modular Femoral Heads

Biolox Delta Ceramic Femoral
Heads

510(k) Number

N/A — New Submission

K100412

Regulation

21 CFR 888.3353

21 CFR 888.3353

Product Code(s)

LZO

LZO

Intended Use /
Indications

'The Corin BIOLOX delta Modular
Femoral Heads are used in
combination with femoral hip stems
and ultra high molecular weight
polyethylene (UHMWPE) acetabular
cup liners to reinstate function
following the degenerative effects of:

O Non-inflammatory
degenerative joint disease
including osteoarthritis and
avascular necrosis

0 Rheumatoid arthritis

0 Cotrection of functional
deformity and

0 Developmental / congenital
dysplasia of the hip (DDH /
CDH)

The Corin BIOLOX delta Modular
Femoral Heads are intended for
single use only.

Total hip components are indicated
for individuals undergoing primary
and revision surgery where other
treatments ot devices have failed in
rehabilitating hips damaged as a
result of trauma, inflammatory joint
disease such as rheumatoid arthritis,
or noninflammatory degenerative
joint disease (NIDJD) or any of its
composite diagnoses such as
osteoarthritis; avascular necrosis;
traumatic arthritis; slipped capital
epiphysis; fused hip; fracture of the
pelvis; diastrophic variant;

old, remote osteomyelitis with an
extended drainage-free period;
nonunion, femoral neck fracture
and trochanteric fractures of the
proximal femur with head
involvement that are unmanageable
using other techniques; femoral
osteotomy, or Girdlestone
resection; fracture dislocation of the
hip; and correction of deformity.

The Biolox Delta Ceramic femoral
heads are for single use only.

Material

Biolox delta aluminum oxide /
zirconia composite ceramic

Biolox delta aluminum oxide /
zirconia composite ceramic
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Subject Device

Predicate #2

Design

12/14 taper

28mm diameter

Short (-3.5mm)

Medium (Omm)

Long (+3.5mm) offsets
32mm diameter

Short (-4.0mm)

Medium (Omm)

Long (+4.0mm)

Extra long (+7.0mm) offsets

12/14 taper

28mm diameter
32mm diameter
Offsets unknown
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11. PROPOSED LABELING

Draft labels, a draft package insert and a draft surgical technique for the proposed devices

are provided in Appendix F.

12. STERILIZATION AND SHELF LIFE

Corin Biolox delta Modular Femoral Heads are sterilized by gamma irradiation delivered

from a cobalt, source.

After manufacture, the implants are transferred to a clean room operating to the level of
Class 7 as defined by BS EN ISO 14644-1:1999  Clean Rooms and Associated Controlled
Environments Part 1:  Classification of Air Cleanliness. Here the devices are subjected to a
cleaning process following which they are packaged. Sterility is preserved by packing into a

special packaging system designed to comply with the requirements of EN 868 Part 1.

ﬁ
I
—

The implants are sterilized by a contract sterilizer using a dose in the range 25 to 42 kGy.

The sterilization process has been validated to achieve a routine sterility assurance level
(SAL) of 10° at a minimum dose of 25kGy. The process is validated in accordance with the
requirements of ISO 11137:1995 Sterilization of Health Care Products - Requirements for 1 alidation
and Routine Control - Radiation Sterilization. 'The method used to validate the irradiation process

is in accordance with AAMI TIR27:2001 — Sterilization of health care products — Radiation
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Dose audits are

sterilization — Substantiation of 25 &Gy as a sterilization dose — Method 17D

max*

performed on a quarterly basis to ensure the ongoing validity of the irradiation sterilization
process.
13. BIOCOMPATIBILITY

Biocompatibility testing was not conducted, because the material used in this device has
been used in other implant devices that have been cleared for the same intended uses and
indications (see Substantial Equivalence Discussion).

14. SOFTWARE

N/A. There is no software contained in this medical device.

15. ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL
SAFETY

N/A. This device contains no electronic components.

16. PERFORMANCE TESTING - BENCH
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17. PERFORMANCE TESTING - ANIMAL

Animal testing was not performed. Substantial equivalence of this device to the predicate
devices was demonstrated through a comparison of intended use, indications, materials,

design and bench testing.

18. PERFORMANCE TESTING - CLINICAL

Clinical testing was not performed. Substantial equivalence of this device to the predicate
devices was demonstrated through a comparison of intended use, indications, materials,

design and bench testing.
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APPENDIX A:
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APPENDIX B:

DESCRIPTIONS, PART NUMBERS AND REPRESENTATIVE
ENGINEERING DRAWINGS

CORIN BIOLOX DELTA MODULAR FEMORAL HEADS
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BIOLOX DELTA MODULAR HEADS
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APPENDIX C:

COMPATIBLE FEMORAL HIP STEMS
AND ACETABULAR CUP SYSTEMS
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CORIN METAFIX HIP STEMS

CORIN MINIHIP STEMS
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CORIN TRINITY ACETABULAR CUP SYSTEM
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APPENDIX D:

INSTRUMENT LIST
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Biolox Delta Modular Heads

Instruments used to implant heads
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APPENDIX E:

PREDICATE DEVICE CLEARANCE LETTERS

Page 53 of 129



510(k) Premarket Notification Page 1 of 1

Quick Links: Skip to main page content Skip to Search Skip to Topics Menu Skip
to Section Content Menu Skip to Common Links

510(k) Premarket Notification

510 | Reaistration | Adverse | Recalls | PMA | Classification | Standards
e 2 K & Listing Events
CER Title | Radiation-Emitting | X-Ray |  Medsun | CLIA
21 Products Assembler Reports

New Search

Device Classification Name Prosthesis, Hip, Semi-Constrained, Metal/Ceramic/Po

510(K) Number K992235

Device Name ZYRANOX ZIRCONIA CERAMIC FEMORAL HEADS
CORIN U.S.A.

Applicant 10&_300 University Center Dr.,
Suite 190
Tampa, FL 33612

Contact Craig Corrance

Regulation Number 888.3353

Classification Product Code LZO

Date Received 07/02/1999

Decision Date 11/23/1999

Decision Substantially Equivalent (SE)

Classification Advisory Committee Orthopedic

Review Advisory Committee Orthopedic

Summary Summary

Type Traditional

Reviewed By Third Party No

Expedited Review No
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Nov-19-99 01:54P CORIN U.S5.A.

813 9790042

- EH K 773295
T 510(k) SUMMARY

Name of Company: Corin Medical
The Corinium Centre

Cirencester
Gloucestershire
GL.71Y]
England

Name of Device: Zyranox Zirconia Ceramic Modular Heads

Device Description: ‘ ' B _
A Modular Femoral Head, manufactured from high purity 3 mol% Yittria Stablized Zirconia

Polycrystals (Y-1¢ZP), used in total hip replacement surgery.

These Zirconia Ceramic Modular Heads are available in standard Corin trunnion and
Euroconc trunnion options. The devices arc available in short, standard and long neck and

28mm and 32mm outside diameters.

The bore of the Modular Head is designed so as to ensure compaubility with the cone
(trunnion) of the Femoral Stem, and hencee locking of the components in situ.

The Corin Medical Zirconia ceramic modular heads incorporate a female trunnion (taper).
The modular head is applied to the male trunnion of a Corin Mcdical femoral stem.

The Zirconia ccramic modular heads are designed to articulate with ulura high molecular
weight polyethylene (UHMWPE) acetabular cups or acctabular cup liners 10 rcinstate
function following the dcgenerative effects of osteo or rheumatoid arthnitis, post-trauma
diseasc cffcels, avascular necrosis and septic or ascptic total hip revision.

Zirconia ccramic modular heads offer an ultra smooth surfacc in order to decrease torque and
reduce stresses normally associated with the articulation of coball chromium alloy femoral
heads with ultra high molccular weight polycthylene (UHMWTPE) acctabular components.

Zirconia ceramic modular heads arc more resistant to third body wear from cement particles
than cobalt chromium alloy modular heads. This, in conjunction with their low friction and
decrecased torque, significantly reduces polycthylene wear related total hip prostheses
problems such as ostcolysis.

The use of zirconia ceramic modular heads also eliminates the releasc of metallic corrosion

particulates into the joint space, which can be found when cobalt chromium alloy heads arc

mounted onto cobalt chromium alloy femoral stems.  These ceramic modular heads are

::s(iignc[d for use with cobalt chromium alloy femoral hip stems manufactured by Corin
edical.

Sub-contract manufacture of Corin Medical's Zirconia Ceramic Modular Heads is performed
by Morgan Matroc Ltd, St Peter’s Road, Rugby, Warwickshire, CV21 3QR. England.

Morgan Matroc Litd’s master file held by the FDA is reference number MAF-343.
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‘) - .
-/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
o,
h Food and Drug Administration
9200 Corporate Boulevard
NOV 2 3 ’999 Rockville MD 20850

Mr. Craig Corrance

President

Corin U.S.A.

10500 University Center Drive, Suite 190
Tampa, Florida 33612

Re: K992235
Trade Name: Zyranox™ Zirconia Ceramic Femoral Heads
Regulatory Class: II
Product Code: LZO
Dated: September 15, 1999
Received: September 24, 1999

Dear Mr. Corrance:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device 1is classified (see above) into either class I1I
(Special Controls) or class III (Premarket Approval), 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 895. A
substantially equivalent determination assumes compliance with
the current Good Manufacturing Practice requirement, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Faillure to
comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements
concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or
regulations.
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Page 2 - Mr. Craig Corrance

This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 0594-46595. Additionally, for guestions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification” (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,
Al

VW #PC

James E. Dillar8 I11 41””

Acting Director

Division of General and
Restorative Devices

Qffice of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known): K 7 7 22057
Device Name: ?{“//}“M’”K ?"Acaﬂ/f‘q C;’/}aam/c/‘wn@/ /Aé«’é

INDICATIONS FOR USE

The Zirconia Ceramic Modular Heads are used in combination with femoral hip stems and
ultra high molccular weight polyethylene (UHMWPE) acetabular cups or acetabular cup
liners to reinstate function following the degenerative effects of osteo or rheumatoid arthritis,
post-trauma disease cffects, avascular necrosis and septic or aseptic total hip revision.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

KD &

g)ivision oSfign-Off) Devi

ivision of General Restorative Devices

610{k) Number K z23s”

Prescription Use A OR Over-The-Counter Use /L@

(Per 21 CFR 801.109)
(Optional Format 1-2-96)
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510(k) Premarket Notification Page 1 of 1

Quick Links: Skip to main page content Skip to Search Skip to Topics Menu Skip
to Section Content Menu Skip to Common Links

510(k) Premarket Notification

510 | Reaistration | Adverse | Recalls | PMA | Classification | Standards
e 2 K & Listing Events
CER Title | Radiation-Emitting | X-Ray |  Medsun | CLIA
21 Products Assembler Reports
New Search
Device Classification Name Prosthesis, Hip, Semi-Constrained, Metal/Ceramic/Po
510(K) Number K100412
Device Name BIOLOX DELTA CERAMIC FEMORAL HEADS
SMITH & NEPHEW, INC.
Applicant 1450 Brooks Road
Memphis, TN 38116
Contact Megan Beuvill
Regulation Number 888.3353
Classification Product Code LZO
Date Received 02/16/2010
Decision Date 05/05/2010
Decision Substantially Equivalent (SE)
Classification Advisory Committee Orthopedic
Review Advisory Committee Orthopedic
Summary Summary
Type Traditional
Reviewed By Third Party No
Expedited Review No
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Summary of Safety and Effectiveness
Biolox Delta Ceramic Femoral Heads
Smith & Nephew, Inc.

Contact Person and Address Date of Summary: April 27, 2010
Megan Bevill

Regulatory Affairs Specialist

Smith & Nephew, Inc.

Orthopaedic Division

1450 Brooks Road MAY - 5 2010
Memphis, Tennessee 38116 .

T (901) 399-5340

Name of Device: Biolox Delta Ceramic Femorat Heads

Common Name: Femoral Heads

Device Classification Name and Reference: 21 CFR 888.3353 Hip joint metal/ceramic/polymer
semi-constrained cemented or nonporous uncemented prosthesis

Device Class: Class i

Panel Code: Orthopaedics/87 LZ0

Device Description

Subject of this Traditional Premarket Notification are Biolox Delta Ceramic Femoral Head line additions.
The subject devices are ceramic femoral head components which are intended to be used in
conjunction with existing Smith & Nephew 12/14 taper hip stems, and they are intended o articulate
against appropriately sized, existing XLPE acetabular liners. The Biolox Delta Ceramic Femoral Heads
are manufactured from Biolox delta ceramic material and will be offered in sizes 40 and44mm with
offsets of 0, +4, and +8mm.

Biolox Delta Ceramic Femoral Heads in smaller sizes (28, 32, and 36mm) have previously been
cleared for market via premarket notification K083762. The only difference between the subject Biolox
Delta Ceramic Femoral Heads and those cleared via K083762 is the size offering: the subject devices
are offered with a larger diameter than the predicate devices. All other design features, including
material choice, taper design, and articular surface finish, are identical. Additionally, Biclox Delta
Ceramic Femoral Heads in the same size range have previously been cleared for market via K082844.

intended Use

Hip components are indicated for individuals undergoing primary and revision surgery where other
treatments or devices have failed in rehabilitating hips damaged as a result of trauma or
noninflammatory degenerative joint disease (NIDJD} or any of its composite diagnoses of osteoarthritis,
avascular necrosis, fraumatic arthritis, slipped capital epiphysis, fused hip, fracture of the pelvis, and
diastrophic variant.

Hip components are also indicated for inflammatory degenerative joint disease including rheumatoid
arthritis, arthritis secondary to a variety of diseases and anomalies, and congenital dysplasia;
treatments of nonunion, femoral neck fracture and trochanteric fractures of the proximal femur with
head involvement that are unmanageable using other techniques; endoprosthesis, femoral osteotomy,
or Girdlestone resection; fracture-dislocation of the hip; and correction of deformity.
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Summary of Safety and Effectiveness
Biolox Delta Ceramic Femoral Heads
Smith & Nephew, Inc.

Performance Data

Performance testing has been conducted for the subject devices in accordance with the guidance
titled “Draft Guidance Document for Testing Non-articulating, ‘Mechanically Locked,” Modular Implant
Components,” dated May 1, 1995, “Guidance Document for Testing Acetabular Cup Prostheses,” dated
May 1995, and “Draft Guidance for the Preparation of Premarket Notifications for Ceramic Ball Hip
Systems”, dated January 10, 1995. Range of motion, femoral head burst, femoral head fatigue, wear
performance, assembly/disassembly strength, and head/stem construct fatigue have been evaluated.
A review of the testing has demonstrated that there are no new issues related to the safety or
effectiveness of the subject devices.

Clinicat data was not needed to support the safety and effectiveness of the subject device.

Substantial Equivalence Information

The subject Biolox Delta Ceramic Femoral Heads are substantially equivalent to the predicate devices
listed in the table below. Giving consideration to the device modifications described in the Device
Description section, no changes have been made to the overall design philosophy, intended use, and
matenial choices when compared to the predicate femoral heads.

T Submission -] Clearar
T i A R T
Number.." ; X

K083762
Zimmer, Inc. Biolox Delta Ceramic Femoral Heads K071535 1n/19/07
Encore Medical, LP Biolox Delta Ceramic Femoral Heads K082844 1/25/08

Conclusion

As previously noted, this Traditional 510(k} Premarket Notification is being submitted to request
clearance for the Biolox Delta Ceramic Femoral Heads. Based on the similarities fo the predicate
devices and a review of the testing, the devices are substantially equivalent {o femoral head
components currently marketed under K083762, K071535, and K0O82844.
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reara Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WOG6-G609
Silver Spring, MD 209%3-0002

Smith & Nephew, Inc.

% Ms. Megan Bevili MAY ~ b 2010
Regulatory Affairs Specialist '

1450 Brooks Road

Memphis, Tennessee 38116

Re: K100412
Trade/Device Name: Biolox Delta Ceramic Femoral Heads
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: February 11, 2010
Received: February 16, 2010

Dear Ms. Bevill:

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
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Page 2 - Ms. Megan Bevill

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
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.cov/Aboutl DA/CentersOftices/CDRH/CDRHOffices/ucm 1 5809.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

hitp://www.tda.coviMedical Devices/Safety/ReportalProblem/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,

(oo freetar

1]

Mark N. Melkerson

Director

Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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Indications for Use
510(k) Number (if known): K.\ OCOHIZ

Device Name: Biolox Delta Ceramic Femoral Heads

Hip components are indicated for individuals undergoing primary and revision surgery where other
treatmenits or devices have failed in rehabilitating hips damaged as a result of trauma or noninflammatory
degenerative joint disease {NIDID) or any of its composite diagnoses of osteoarthritis, avascular necrosis,
traumatic arthritis, slipped capital epiphysis, fused hip, fracture of the pelvis, and diastrophic variant.

Hip components are also indicated for inflammatory degenerative joint disease including rheumatoid
arthritis, arthritis secondary to a variety of diseases and anomalies, and congenital dysplasia; trealments of
nonunion, femoral neck fracture and trochanteric fractures of the proximal femur with head involvement
that are unmanageable using other techniques; endoprosthesis, femoral osteotomy, or Girdleslone
resection; fracture-dislocation of the hip; and correction of deformity.

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 OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE}

(Di#sion Sign-0

Division of Surgical, Orthopedic
and Restoratijye Devices ’

510(k) Number_KJ 80 42
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APPENDIX F:

DRAFT LABELING -
LABELS, PACKAGE INSERT, SURGICAL TECHNIQUE
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APPENDIX G:

BENCH TESTING
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APPENDIX G1:

MECHANICAL TESTING - RESISTANCE TO TORQUE
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APPENDIX G2:

MECHANICAL TESTING - AXIAL PULL-OFF
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APPENDIX G3:

MECHANICAL TESTING — RESISTANCE TO STATIC LOAD/
COMPRESSION TESTING
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APPENDIX G4:

MECHANICAL TESTING - FATIGUE/ POST FATIGUE TESTING
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APPENDIX H:

STANDARDS FORMS
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
71 Traditional [] special [] Abbreviated

STANDARD TITLE" ASTM F 2009-00 (reapproved 2005) Standard Test Method for Determining the Axial Disassembly Force of
Taper Connections of Modular Prostheses

Please answer the following questions Yes No
Is this standard recognized BY FDAZ 2 .......c.ieeeeeeeeeeeeeeeeeeeeeeeeeeeeee s ee s ees e ssaseeeesesseaesens e seeseseee oo ¥4 ]
FDA RECOGNIEION NUMDEI3 ...ttt ettt ettt se et et eeseeseseeestesresessaassesssees e e sasssessansseesenssaees # Not Available

Was a third party laboratory responsible for testing conformity of the device to this standard identified

I ENE BTO(K)? werveeereeee e eceeeeeees et esessesese et et seees e es e seeeesee s seseeee st en e es e e e e s ese s emee e seeeen e seee e ss e N

Is a summary report* describing the extent of conformance of the standard used included in the
BTO(K)? o veroversesseensssssessesssssesssessssssssasessssssesssesss seesssnsseessessssesassssssesesensseesseesenssensesesessseesensaeessee st eessenennn 1 ]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
Pertains tohiSIAEVITER . v i iviuis v vt s e s s e e s R S L S

N
[

]
&l

Does this standard include acceptance CrItEMAT ..........ooivi it e et r e
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tESIS? .......cccovvvvvi e Il ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............occooooioeiiiiieenen. ] ¥4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%7? ............. [ ]
Were deviations or adaptations made beyond what is specified in the FDASIS? ..o, ] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ........cccccovovvievieeiceiceeeceee, et et aeaaaa [l ¥4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this STANAAIA? ..........oveeieereeiee e eeseseererese s V] L]
If yes, was the guidance document followed in preparation of this 510K? ......ccocvevecv e []
Title of guidance:
' The formatting convention for the fitle is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cidocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
* The summary report should include: any adaptations used to adapt http://wwfw.accessdata.fda.gov.’scnp:s.fcdrh!cfdocslcfStandardsf
to the device under review (for example, alternative test methods); search.é m ]
choices made when options or a selection of methods are described; ¢ The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090  EF

Page 121 of 129



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

m Yes ﬁ No r] N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Cves CIno A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves Cino Dina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
M Traditional l:] Special [} Abbreviated

STANDARD TITLE"  ASTM F 2345-03 Standard Test Method for Determination of Static and Cyclic Fatigue Strength of Ceramic
Modular Femoral Heads

Please answer the following questions Yes No
Is this standard reCoGNIZEA BY FDAZ? ... oieeeeeeeeeeeeeee et s s eee et et eet e eee e e ¥ ]
FDA RECOGNIION NUMDEI 2 ......oeoviiestiececectenseses et enes et sess s sse s e s et sesssses s ns s sensssesessesnssnssnsne s seae # Not Available

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I EIE BTO(K)? oo ee e eeee s e e s e se e b e s et et en s eee e se et ee st et et se e Ll

Is a summary report* describing the extent of conformance of the standard used included in the
BAO(K)? cvereeeeeeeeee oo e ee e eeeeeeeeee s e e e et s et et eae st en s e e et a st es e es s e bt en s en st e e st aneens st s s e s et e V1 ]

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEHEINS OIS THEVIBET ... ssmsssnesmse esms s s seessdsss i35 8 00 F oo L O A e i B T

N
L]

]
&

Boesthisstandard include acCeptante CHEBTIAT «issvsmiersmorives o i s s et s oo s s S v s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ............ooovevieeerecereeereenne ] V|
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ............cccoceeeevveverereerinnns O
If yes, were deviations in accordance with the FDA supplemental information sheet (S1S)3? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ... [] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... L] 1
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? .........cc..ccceieeiieirinssinriesssnsaseasinnes Vi ]
If yes, was the guidance document followed in preparation of this S10K? .......coviiiviiinici v ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
% hitp:/Awww.accessdata.fda.gov/scripts/cdrh/cidocs/ciStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http://r\;w\;w.accessdata.fda.govlscrlptslcdrh.’cfdocslcfStandards.f
to the device under review (for example, alternative test methods); SEarc C il )
choices made when options or a selection of methods are described; ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/edrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090  EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

m Yes m No i—] N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Cyes [no [CIna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves Cino Dina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of

options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion" on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number. ‘

FORM FDA 3654 (9/07) Page 2
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Farm Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [ special [] Abbreviated

STANDARD TITLE ! 1ISO 7206-9:1994 Implants for Surgery- Partial and Total Hip Joint Prostheses - Part 9: Determination of

Resistance to Torque of Head Fixation of Stemmed Femoral Components.

Please answer the following questions Yes No
Is this standard recognized BY FDAZ? ..o et ] Wi
FDA RECOGNIION MUMBET ..o e ee e e s ee et ee e s es e et e enee et # Not Available

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I EIE STO(K)? cvvvvereeseeeceseeersscesceeassss e sassss st es s s stsseessesaessssssansenssssss st ansen s sassanssns st ss s sensansansesansntaranen ]

Is a summary report* describing the extent of conformance of the standard used included in the
BAD(KY? cvvvvveovssresssasssessesssssessssassssessses sssss s s e o2 st s e V4| Ol

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PErtAINS TOTNIS UOVICEH? woiimvcrmmmissmvemsmmsoimssimnssesssmse iy sas v y5s 39 00ws P vs L 07 L3 0 0000 S VS G T st

[]

0
N

Does this standard include acceptance criteria? .........ccccovcvcrniiiicniae T SV TR R
If no, include the results of testing in the 510(k).

Does this standard include maore than one option or selection of testS? ..., ] V1
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ..., L] ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®7............ Cl L]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ... L] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... C /1
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this Standard? ...............cceeoveiervecieeirecenseeeeeeseeenns ¥4 O]
If yes, was the guidance document followed in preparation of this 510K? ..., ¥4 L]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 hitp:/iwww.accessdata. fda.gov/scripts/edrh/cidocs/cfStandards/ 5 The supplemental information sheat (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
“ The summary report should include: any adaptations used to adapt http:ffrv]vwfw.acnessdata.fda.gov.’scnptsicdrh/cfdocsfcfStandardsl
to the device under review (for example, alternative test methods); . SEALG C ) )
choices made when options or a selection of methods are described; ® The online search f°"_ CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090  EF

Page 125 of 129



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

Myes [nNo [Ina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
E Yes m No L__} N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[zl Yes [ No i.j N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [] special [] Abbreviated

STANDARD TITLE I1SO 7206-10 Implants for Surgery - Partial and Total hip-joint prostheses - Part 10; Determination of
resistance to static load of modular heads

Please answer the following questions Yes No
Is this standard recogniZed DY FDAZ? ........oiceiiieeceeeeseeeseesiessaesseseses s e s s sesseteeeeeseeeeeeeeeeeeeseeasaeaes ] W7
FDA RECOGNITION MUMDEI3 ... oeoeoeis et eteeeee e es et ees et eeon s eeee s eesees e enees e ete s et et ee et eeereeeeeeeseeeeseesserees # Not Available

Was a third party laboratory responsible for testing conformity of the device to this standard identified

I ENE BTO(K)? cvuvvevreeseraesseeestesseesseeseeses e tss s sess st ettt eseeseeeeesseeseeessessenesenesessens st sesn e s eesensanes s eenees ]

Is a summary report* describing the extent of conformance of the standard used included in the
BAO(K)? vovvreeeeereseeresse e ssesensesseteess e e et oo es e ee et e2 s ee s s e eeeeeeseeeeeeet e eeseenee et e e s st s eseeee et eraeean ] Ul

If no, complete a summary report table,

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEILAINS 10 TS UBVICET ....vcviveeee ettt ettt sttt ettt et e et st e et et eeem e e ettt ee e e eeneneees et eenens ]
Does this standard include aCCEPtANTE CHILEMIAT ......vueveivrieeeeeeeeeeieeeeereeeeeesseeereseeeeseeseeeeesseseeeseeeeseen ] /]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or SEIECHON OF tESS? ..........vvreeereeeeeceeeneeeeerressiens O /1
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ...........ocoeveeeeeeeereerrennn. Ul ¥4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)® 7 .............. ] ]
Were deviations or adaptations made beyond what is specified inthe FDA SIS7 ..o Cd ¥4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... e ] ¥
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ... e ¥4 L]
If yes, was the guidance document followed in preparation of this 510K? ...ovecvivive i ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprag.html utilized during the development of the device.
8 http://www.accessdata.fda.gov/scripts/cdrh/cidocs/cfStandards/ ¥ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary befare FDA recognizes the standard. Found at
* The summary report should include: any adaptations used to adapt http:/!r\:pwfw.accessdata.fda.gov/scrlptsfcdrhlcfdocslcfStandards.'
to the device under review (for example, alternative test methods); . Sedre C m )
choices made when options or a selection of methods are described; ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 4431000 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

Mves [Cno [wa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

CIyves no [Clwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Clves Cino Dlna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2
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a; . Food and Drug Administration
3; é ‘ Office of Device Evaluation &
5 . Office of In Vitro Diagnostics
""*m COVER SHEET MEMORANDUM
From: Reviewer Name ___Gantenberg
Subject: 510(k) Number K103120/52
To: The Record
Please |ISt CTS decision code SE

0 Refused to accept (Note: this is considered the first review cycle, See Screenlng Checklist
http://eroom.fda.govieRoomReaq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist?%207%
202%2007.doc)

OHold (Additianal Information or Telephone Hold).

X Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.). .

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 0

Indications for Use Page Original ecopy p.7/131 ' Attach IFU X
510(k) Summary /510(k) Statement - $2 ecopy p.41/42 Attach Summary X
Truthful and Accurate Statement Must be present for a Final Decision X
Is the device Class IIt? - ) X
If yes, does firm include Class Il Summary? Must be present for a Final Decision
Does firm reference standards? : X
(If yes, please attach form from http:ffwww.fda. qov!opacom!morecho|ces!fdaforms/FDA- :
3654.pdf) &
Is this a combination product? ' : : X
{Please specify category _N see

http:/feroom.fda.govieRoomReq/Files/CDRH3I/CDRHPremarketNotification510kProgram/0 _413b/CO
MBINATION%20PRODUCTY%20AL GORITHM%20(REVISED%203-12-03).D0C

Is this a reprocessed single use device? X
{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510{k)s for
Reprocessed Single-Use Medical Devices, hitp:/iwww.fda.govicdrh/ode/guidance/1216.html)

Is this device intended for pediatric use only? ' X
Is this a prescription device? (If both prescription & OTC, check both boxes.) X
Is clinical data necessary to support the review of this 510(k)? N X

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Ammal Tlssue Source"f‘

All Pediatric Patients age<—21
' Neonate/Newborn (Blrth to 28 days)
Infant (29 days < 2 years old)
Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Pl e e R R R

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age = 21 (different device design or testing, different protocol
procedures, efc.)

Transitional Ado[escent B {18 -<= 21; No special considerations compared to adults => 21 years X
old) :

Rev, 7/2/07 | | \.{



Nanotechnology

s

Is this device subject to Section 522 Postmarket Surveillance? Contact OSB.
(Postmarket Surveillance Guidance, ?

hitp:/iwvew.fda govicdrh/osb/guidance/316.html}

Is this device subject to the Trackfng Regulation? (Medical Device Tracking Contact OC.
Guidance, http.//www.fda.gov/cdrh/comp/guidance/169. html) 5

Regulation Number Class* : Product Code

21 CFR _ 888.3353 {87 Panel} - LZO

(*If unclassified, see 510{(k) Staff)
Additional Product Codes:

Review:

I IpR 2{2&(>01

!

‘(Bi@ch Chiety/ V (Branch Code) (Date)

Final Review:

{Division Director) ' /] (Date)




sLAYICy,
» LD
oF v,

&
v
&

2,

“Uvgg

wc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
",

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Ave.
Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional

K103120/S2
Date: 2/24/11 )
To: The Record . Office: ODE
From: Gantenberg Division/Branch: DSORD/OJDB

510(k) Holder: Corin USA {Tampa, FL)
Device Name:  Biolox Delta Modular Femoral Heads

Official Contact: Lucinda Gerber, BA (Hons) [) /\/ ',]
Regulatory Affairs Associate ' () \ 1// I
44

10500 University Center Drive

Suite 190

Tampa, Florida 33612 :

Phone: 813-977-4469 / Email: Lucinda.gerber@coringroup.com

Product Code: LZO (21 CFR 888.3353)

l. Purpose
The 510(k) holder would like to introduce the Biolox Delta Modular Femoral Heads into interstate commerce. |

received S2 ecopy on 2/9/11. My review began on 2/24/11. Based on the similarities of the device materials, geometry
and mechanical testing to predicates, ] recommend the device be found substantially equivalent.

1. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) - Original ecopy p.7/131

Truthful and Accuracy Statement - Original ecopy p.10/131

510(k) Summary or 510(K) Statement — $2, p.41/42
Standards Form (Effective 1/2/08 and later) — Form FDA 3654 Original ecopy p.123/131

Reviewer Comment: Effective Dec. 26, 2007 and later
Certificate of Compliance of Clinical Trials — Form FDA 3674 Original X
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lll. Device Descrigtion {Executive summary and Premarket Nofification Sections)

Yes | No | N/A

Is the dewce I|fe supportmg or life- sustamlng'? ; X
|S thewc'iheﬁ\}lhc.:he.an |mplant (lmplanted Ionger than 30&53@) - 7 . X E T )
M'Does the device deS|gn use software’) - HH o ‘ E X
Is the device sterile? PoX ‘ N
Is the device reusable (not reprocessed single use)? No for implants, Yes for instruments ; x
|

Are “cleaning” instructions included for the end user?

Device Description Summary .
A predicate comparison table was provided in Original, p.15/131.

was worst case per Sz testing.

The BIOLOX delta heads are engraved with diameter, taper size, offset, year of manufacture, manufacturer, a delta sign
(symbolizing the BIOLOX delta material) and a sequential manufacturing number on the rim of the head (see Engineering
Prints included in Appendix B). Magnified photographs of the femoral head engravings, an evaluation of any surface changes
(e.g. phases) and defects (e.g. cracks, pits) in and around the engraving are described in the Report from 2004.04.26. A
description of the engraving process and the point in the manufacturing process where the engraving is made are provided in
Folder 1 of MAF-197, Page 11/34 in the Summary Document as well as in the Appendix 14 pages 4 and 7. See Appendix B for
© summary page.

The following data is derived from Original, p.13/131:
Table 2: Corin BIOLOX delta Modular Femoral Head Specificatdons
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MATERIAL:

Mechanical drawings for the subject device are found in Original, App.B, p.31/131.

Catalogue listing of subject components are found below and in Original App.C, p.49/131,

Instruments -- Original, p.53/131
Compatible Components (Original App.C, p.50/131): Titanium Stems -K010243, K082525 and K083312 and Trinity
Acctabular Cup System (K093472).

Reviewer Comment: Note that K010243, K082525 and K083312 are the only titanium stems on the market
by Corin at present and were all cleared previously for use with the K992235 Zirconia heads. All 3 titanium
stems are being evaluated for use with the Biolox delta heads in this 510(k). :

Deficiencies Addressed:
- For your subject components, please provide the purpose of the subject design components and whether or not the
components ar¢ addressing any adverse events seen in your legally marketed predicates. See deficiency item #la.
Although not provided in original submission, in S1 response dated 12/28/10, in item #1a, sponsor states that the heads
do not represent design modification to legally marketed predicates to address any adverse events. Adequate.

- Please clarify the purpose of p.129 (ecopy p.131/131) in your submission regarding the Orthoplastics Medical Grade
Polyoxymethylene Copolymer (POM). Please clarify if this material is an instrument material and whether or not this
material has been cleared (identify submission number) previously. See deficiency item #1b.
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" Although not provided in original submission, in S1 response dated 12/28/10, in item #1a, sponsor stated that the POM
material is used for the head trials. The Certificate of Conformity documents the vendor's compliance with applicable FDA regulation.

Review: Adequate. The material is for a head trial instrument and not an implant. JNG reviewed the certificate again
in original submission. The material is also known as POM C, polyacetal copolymer, and acetal copolymer. Acetal
copolymers appear to be used in numerous 510(k)s as noted in the Image search. The FDA regulations identified are 21
CFR 177.2470 and the colorant used conforms to21 CFR 178.3297:

The material supphed has been mam}fectumd to the reqmrements specatreﬂ on the purclmse x}rd o me ' 'ed :

*I‘R Part 73 ot ?.1 LFR 178. 3297

JNG took this information to Joint Team Hip subgroup. This information is sufficient as FDA has seen numerous
submissions with trials made of the acetal copolymer. No additional biocompatibility information is needed.

de
Sec

S -
Pro

Spe

We did not locate FDA Form 3674 with your submission. Section 402(j)(5)(B) of the Public Health Service Act, as
amended by Title VIII of the Food and Drug Administration Amendments of 2007 (FDAAA), requires that certifications
be submitted with certain applications/submissions to FDA. Please complete and submit this Certification Form. When
submitting the Certification Form, please reference the submission the form should have accompanied. Form 3674 may be
found at: http://www.fda.gov/downloads/ AboutFDA/ReportsManualsForms/Forms/ATCM048364 pdf.
See deficiency item #1d.
Although not provided in original submission, in S1 response dated 12/28/10, in item #1d, sponsor provided the form.
Adequate.

510(k) Summary advisory provided in original deficiency list that modifications to summary will be needed once all

testing is finalized. FDA will work interactively with sponsor upon submitting response. See S1 deficiency item #3.
Although not provided in ortginal submission, in S2 submission dated 2/9/11, in item #3, sponsor provided revised summary
as requested. Adequate. :

. Indications for Use (ecopy Original, p.7/131)

The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral hip stems and ultra high
molecular weight polyethylene (UII\dWPE) acetabular cup liners to reinstate funcuon following the deg,encralwe effects
of:

o Non-inflammatory degenerative joint disease including osteoarthritis and avascular necrosis

o Rheumatoid arthritis

o Correction of functional deformity and

o Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip (CDH)



VI
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The Corin BIOLOX delta Modular Femoral Heads are intended for single use onty.
Review: Adequate.

Predicate Device Comparison
A predicate comparison table was provided in Original submission (ecopy, p.15/131).

Sponsor’s information in support of SE determination as provided in 81 Response:
Zyranox Zirconia Ceramic Modular Heads (K992235)
Smith & Nephew BIOLOX delta Ceramic Femoral Heads (K100412)

Review of other 510(k)s for SE determination:
K041940 (Howmedica Osteonics) Zirconia Toughened Alumma (Biolox delta) heads
K071535 (Zimmer) BIOLOX® delta Ceramic Femoral Head

Reviewer Note: K071535 cleared with the following head sizes and offsets:
LYk = iz HNTEAI NP ERE L ]

B B iE

Labeling (Original, App. F, p.67/131)
Package label, package insert, and STM provided.

Package Label — (Original, ecopy p.75/131)

System Name / Sponsor Address:  Yes

Component Name, Article #, lot number: Address is needed.
Sample package labeling reflects type of Sterile notation? Yes.

W) D -

Outer package label (A2 dated 12/1/10) — legend with text and symbols defined. Corin has provided a copy of an
additional label that contains a legend defining the symbols used on the outer box label.

Review: Appears adequate.

Package Insert — A draft package insert was provided — (Revised and adequate in 52, App.B (ecopy p.24/42), Previously
provided in S1 App.C, Criginal, ecopy p.75/131)

History:

Original insert:

1. System name? No, for incorporation with Trinity Acetabular System

Specific intended uses and indications? Yes :

List of contraindications, warnings, precautions and potential risks, adverse effects provided. Deficient
“Sterile” notation provided? Yes.

Nonsterile Recommended process parameters: N/A for implants.

[nstruments are to be resterilized. 1nstructions based on validated sterilization are provlded

FCRR UV S ]
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+» Method: Moist-Heat Sterilization

» Cycle: Pre-Vacuum (Pre-Vac)

* Temperature: 270 F (132 C)

«» Exposure Time: 4 minutes

* Pressure: 2-15 PSIA

* Dry-Time: 30 minutes (minimum, in chamber)

+» Cool-Time: 60 minutes (minimum, at room temperature)
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VIl. Sterilization/Shelf Life/Reuse (A1, dated 10/28/10)

Single use for implants.
Shelf-life- 5 vears

[. Sterilant:

a. Sterilization method description
{e.g., Steam, EtO, Radiation):
b. Dose, for radiation
(e.g., 25 - 40 kGy):

c. Sterilant residuals remaining on the device:
For EQ, the maximum levels of residuals of EQ and ethylene
chlorhydrin that remain on the device (note: not to include ethylene
glycol residual level because the recognized standard,

Devices — Part 7: Ethylene Oxide sterilization residuals,” does not
include measurement of ethylene glycol residuals);

"ANSHAAMI/ISO 10993-7:1993 Biological Evaluation of Medical

K103120/82 - Page 9 of 28

YES -

Gamma radiation from Co60

25-35 kGy

2. A description of the Validation Method for the sterilization cycle
{not data):
(e.g., Overkill/Half-cycle method, bioburden mcthod, combination
method)

validated per ISO 11137:2006
Sterilization of Health Care
Products- Part | - Requirements for
Validation and Routine Control -
Radiation sterilization using Method
VDmax.25 as described in ISO
11137-3:2007 Sterilization of Health
Care Products — Radiation-Part 2.
Establishing the sterilization Dose.

(e.g., LAL {Limulus Amebocyte Lysate test))

3, Sterility assurance level (SAL): _ 108
{e.g., 10°® for all devices (except 10°? for devices that contact intact
skin))

4. Is it labeled “Pyrogen Free”?

If so, a description of the method: N/A

5. A description of the packaging (p.25/605)
{nol including package integrity test data):

N/A :
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Viil. Biocompatibility (Original, ecopy p.19/131)
On p.30/131, CeramTec provides references for the biocompatibility and hydrothermal slabllnt) (adequate). The implant”
materials lme a long history of use in the orthopedic industry. .

IX. Software
N/A

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
MR language is addressed in the IFU. '

Xl. Performance Testing — Bench- (Original p.20/131)

1. Torque to Resistance Testing (Original, p.91/131) Test date 10/20/10
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3. Burst Testing (Original, p.106/131): Test date 10/20/10
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3. Fatigue Testing (Original, p.111/131): Test date 10/18/10 by CeramTec
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XIl. Performance Testing — Animal
None.
Xlll.Perfermance Testing — Clinical
None.
XIV. Substantial Equivalence Discussicn
' Yes No
1. Same Indication Statement? | X | |IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise New If YES = Stop NSE
Issues of Safety Or Effectlveness'7
3. Same Technological Characterlstlcs'7 X ' IFYES=GoTo5
4. Could The New Charactenstlcs Affect Safety or i fYES=GoTo6
Effectiveness? | ‘
5. Descrlptlve Characterlstlcs Precnse Enough’? X IfNO=GoTo8
. IfYES = - Stop SE
6. New Types Of Safety Or Effectlveness Questlons’7 i IfYES Stop NSE
7. Accepted Scientific Methods Exist? ' IFNO = Stop NSE
8. Performance Data Available? X (1fNO = RequestData
9 Data Demonsfrate Equnvalence" X . .
| Final Decision: SE

o

Explain how the new indication differs from the predicate device's indication:

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
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Sincerely,

Julie B. Ganlenbérg, M.S.
Biomedical Engineer
FDA Reviewer for DSORD/OJDB
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Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

FDA Reviewer for DSORD/OJDB

XV]Y. Contact History

Best regards,
Kathy
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Kathy Trier
VP Clinical and Regutatory Affairs

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: I (813) 977-4469 | Fax: | (813) 979-0042 | Mobile: 1 (813) 766-2112
Email; Kathy Ttier@coringroup.com

WWW.COringroup.com

Please consider the environment before printing this e-mail

From: Gantenberg, Julie * [mailto:Julie.Gantenberg(@fda hhs.gov]

Sent: Monday, November 29, 2010 3:48 PM :

To: Kathy Trier

Cec: Foy, Jonette; Lucinda Gerber: Richard Sharp; Gantenberg, Julie * -
Subject: RE: K093472 Trinity Acetabular System and K103120 Bivlox Delta heads

Dear Kathy,

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phaone: 301-796-6910 :
Fax: 301-847-8119

julie gantenberg@fda.hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or capying is strictly prohibited. If you think you have received this e-mail
message in error, please e-mail julie.gantenberg@fda.hhs.gov immediately,

From: Kathy Trier [mailto:Kathy. Trier@coringroup.com]

Sent: Monday, November 29, 2010 5:22 PM

To: Gantenberg, Julie *

Cc: Foy, Jonette; Lucinda Gerber; Richard Sharp

Subject: RE: K093472 Trinity Acetabular System and K103 120 Bicolox Delta heads

Dear Julic

We appreciate your guidance.
Best regards,
Kathy

Kathy Trier
VP Clinical and Regulatory Affairs

Corin USA Limited | 10500 University Center Drive | Suite 190 { Tampa | Florida 33612 | USA
Main: 1 (813} 977-4469 | Fax: | (813) 979-0042 | Mobile: 1 (813) 766-2112
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Email: Kathy. Trier@dcoringroup.com

WWW.COringroup.com

Please consider the environment before printing this c-mail

From: Lucinda Gerber [mailte:Lucinda.Gerber@coringroup.com]
Sent: Thursday, December 02, 2010 12:54 PM

To: Gantenberg, Julie *

Cc: Kathy Trier

Subject: Biolox Delta K103120 Add to File

Impertance: High

Hi Jutie,
Please {ind attached an electrenic copy of the “add to file” I sent to you yesterday for our Biolox Delta 310K, K103120.
If you need anything else from me please let me know.

Many thanks,
Lucinda

Add to File 1Dec10
LG.pdf (570...

Lucinda Gerber BA (Hons)
Regulatory Affairs Associate |

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: Fax: 1 (813) 979-0042 ‘

Email: lucinda.gerber{@coringroup.com

www.coringroup.com

Please consider the environment before printing this e-mail

The contents of this email (and any attachments created by uskare the property of Corin Limited and are intended for the confidential use of
the named recipieni(s) only. If you are not the intended recipient please delete the message (including any attachments) and notify us
immediately by email at postmasterg@coringroup.com or by telephoning 1285 649186,

Any disclosure, copying or distribution is prohibited, Any files attached to this email will have been checked with virus detection software
before transmission. However, you should carry out your own virus check before opening any attachment. Corin Limited accepts no liability
for any loss or damage, which may be caused by software viruses.

CORIN LIMITED
Registered Office: The Corinium Centre, Cirencester, Gloucestcrsh)rc GL7 1Y
Registered in England: Number 01910453

From: Gantenberg, Julie *

Sent: Wednesday, December 08, 2010 11:22 AM

To: 'Lucinda Gerber'

Cc: Kathy Trier; Dang, Jiyoung M; Gantenberg, Julie *
Subject: K103120 deficiencics

Importance: High

Dear Lucinda,
To complete our review of your 310(k) entitled, “Bialox Delta Modular Heads,” K103 120, we will need to place your document on hold until

we receive the mfbrmatlon presented in the attachment. Please send in your response in duplicate to the Document Mail Center via standard
mail.

A
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if the information, or a request for an extension of time, is not received within 30 days, we will consider your premarket notification to be
withdrawn and your submission will be deleted from our sysiem. If you submit the requested information after 30 days it will be considered
and processed as a new 510(k) (21 CFR 807.87(1)); therefore, all information previously submitted must be resubmilied so that your new
510(k) is complete. Please note our guidance document entitled, “Guidance for Industry and FDA Staflf FDA and Industry Actions on
Premarket Notification {510{k)) Submissions: Effect on FDA Review Clock and Performance Assessment.” [f the submitter does submit a
written request for an extension, FDA will permit the 510¢k) to remain on hold for up to a maximum of 180 days from the date of the
additional information request.

Please note that T copied Dr. Jivoung Dang on this email. She is now acting OJDB branch chief while Dr. Foy is on a detail position,

PLEASE EMAIL ME TO VERIFY RECEIPT OF THIS REQUEST.

If you need to contact me, please email me at julie. gantenberg@fda.hhs.gov.

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Deviges Branch
U.8. Faod and Drug Administration
Phone; 301-796-6210

Fax: 301-847-8119

julig. pantenberg@fda.hhs.pov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail
message in crror, please c-mail julie.gantenberg@dida.bhs.gov immediately.

See Original deficiency attachment in Deficiency section.

From: Lucinda Gerber [mailto: Lucinda. Gerber@coringroup.com]
Sent: Wednesday, December 08, 2010 11:29 AM

To: Gantenberg, Julie *

Cc: Kathy Trier; Dang, Jivoung M

Subject: RE: K103120 deficiencies

Dear Julie,

Thank you 1 received your e-mail request for further information. I will get the requested information back o you as soon [ can.
Kind Regards,

Lucinda

Lucinda Gerber BA (Hons)

Regulatory Affairs Associate [

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main; 1 {813) 977-4469 | Fax: Fax: 1 (813) 979-0042

Email: lucinda.gerber@@coringroup.com

WWW.COringroup.com

Please consider 1he environment before printing this e-mail

From: Gantenberg, Julig *

Sent: Thursday, December 30, 2010 3:50 PM
" Te: "Lucinda Gerber'

Ce: Kathy Trier; Dang, Jiyoung M

Subject: RE: K103120 deficiencies

Dear Lucinda, . .

Could you please provide me an ecopy of your 51 response to facilitatc our review?
Thanks,

Julie B. Gantenberg, M.S.

Biomedical Engineer

Orthopedic Joint Devices Branch
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U.S. Food and Drug Administration
Phone: 301-796-6514

Fax: 301-847-8119
julie.gantenbergefda. hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any disscmination, distribution or copying is strictly prohibited. Ifyou think you have received this c-mail
message in error, please e-mail julie. gantenberg(@fda. hhs. L0V immediately.

From: Lucinda Gerber [mailto:Lucinda.Gerber@coringroup.com]
Sent: Thursday, December 30, 2010 5: 34 PM

To: Gantenberg, Julie *

Cc: Kathy Trier; Dang, Jiyoung M

Subject: RE: K103120 deficiencies

Dear Julie, N
Please find attached a copy of our S1 response as per your request.

Many Thanks,
Lucinda
Sponsor emailed ecopy of response.

From: Gantenberg, Julie *

Sent: Monday, January 03, 2011 6:30 AM
To: 'Lucinda Gerber' '

Ce: Gantenberg, Julie *

Subject: RE: K103120 deficiencies

Hi Lucinda,
T was unable to open your attachment due ta an "error,” Could you please check and then resend the ecopy of $17
Thanks,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
1.8, Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julie.gantenberg(@fda hhs. gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized 1o receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is stricily prohlblted 1f you think you have received this e-mail
message in error, please e-mail julie.pantenberg(@fda.hhs.gov immediately.

From: Lucinda Gerber [mailto:Lucinda.Gerber{@coringroup.com]

Sent: Monday, January 03, 2011 8:17 AM .

To: Gantenberg, Julie *

Subject: RE: K103120 deficiencies

Hi Julie,
[’'m sorry about that, please find the deficiency response attached. Please let me know if you can not open this and T will send itto youina
dlffercnt format.

Many Thanks,
Lucinda

Lucinda Gerber BA (Hons)
Regulatory Affairs Associate |

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: Fax: | (813) 979-0042

24
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Email: lucinda.gerber@coringroup.com

www.coringroup.com

Please consider the environment before printing this e-mail

From: Gantenberg, Julie *

Sent: Monday, January 03, 2011 8:33 AM
To: 'Lucinda Gerber'

Cc: Gantenberg, Julie *

Subject: RE: K103120 deficiencies

Lucinda,
Thanks for resending the attachment. 1 was able to open this one.
Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julic.gantenberg@ida.hhs.pov

Tt

This e-mail message is intended for the exclusive use of the recipicnt(s) named above. It may contain information that is protected,
privileged, or confldential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail
message in error, please e-mail julie.gantenberp@fda.hhs.gov immediately.

From: Gantenberg, Julic *

Sent: Wednesday, January 12, 2011 12:17 PM
Te: 'Lucinda Gerber’

Cc: Dang, Jiyoung M; Gantenberg, Julic *
Subject: RE: K 103120 deficiencies

Dear Lucinda,

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer
Orthopedic Joint Devices Branch
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U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julie.gantenbergfafda. hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized ta receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have rcceived this e-mail
message in crror, please e-mail julie.gantenberg@fda.hhs.gov immediately.

See S1 attachment in deficiency section.

From: Lucinda Gerber [mailto:Lucinda.Gerber{@coringroup.com]
: Tuesday, January 25,2011 11:45 AM
antenberg, Julie *

Cc: Dang, Jiyoung M; Kathy Trier

Subject: RE: K103120 deficiencies

Dear Julie,

Best regards,
Lucinda Gerber
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Lucinda Gerber BA (Hons)
Regulatory Affairs Associate |

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: Fax: | (813) 979-0042

Email: lucinda.gerber@goringroup.com

“’\\’W.COfiﬂEl‘Oll p.com

Please consider the environment before printing this e-mail

From: Gantenberg, Julie *

Sent: Wednesday, January 26, 2011 8:51 AM

To: 'Lucinda Gerber'

Ce: Dang, Jiyoung M; Kathy Tricr; Shepherd, Tara N; Gantenberg, Julie *
Subject: RE: K1031208]1 deficiencies

I-{i Lucind

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julie.gantenberg@fda hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminated, distributed, or capied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail
message in error, please e-mail julie gantenberg@fda.hhs.gov immediately.

From: Lucinda Gerber [mailto:Lucinda.Gerber@coringroup.com]
Sent: Wednesday, February 09, 2011 1:38 PM

To: Gantenberg, Julic ¥

Cc: Dang, Jiyoung M; Kathy Trier

Subject: RE: K103120 deficiencies

Dear Julie,

Kind Regards,
Lucinda

Lucinda Gerber BA (Hons)
Regulatory Affairs Associate |

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA

Y
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Main (SH) 977 4469| Fd.\ Fax: l (813)979-0042

\V‘WW.COI'il]ErOUE'COM

Please consider the environment before printing this e-mail

From: Gantenberg, Julie *

Sent: Thursday, February 10, 2011 8:08 AM

To: 'Lucinda Gerber’

Ce: Dang, liyoung M; Gantenberg, Julie *

Subject: RE: K103120 deficiencies- ecopy received

Dear Lucinda,

Sincerely,

Julie B, Gantenberg, M.S.
Biomedical Engincer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phone: 3¢1-796-6910

Fax: 301-847-8119
julie.gantenberg@fda.hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and it should not be disseminaled, distributed, or copied to persons not authorized to receive such information. If
you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail
message 1 error, please e-mail julie. gamcnhcrg,wfda hhs.gov immediately.

From: Kathy Tricr [mailto:Kathy. Trier@coringroup.com]
Sent: Friday, February 11, 2011 3:53 PM

To: Gantenberg, Julie *

Ce: Lucinda Gerber

Subject: FW: K103120 deficiencies- ecopy received

Best regards,
Kathy

Kathy Trier
VP Clinical and Regulatory Affairs

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: 1 (813) 979-0042 | Mobile: 1 (813) 766-2112
Email: Kathy. Triet@coringroup.com

wWWw.coringroup.comn

Please consider the environment before printing this e-mail
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From: Gantenberg, Julie *

Sent: Monday, February 14, 2011 10:03 AM

To: ‘Kathy Trier’

Cc: Lucinda Gerber; Dang, Jivoung M; Shepherd, Tara N; Gantenberg, Julic *
Subject: RE; K103120 deficiencies- ecopy rececived

Dear Kathy,

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engincer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julic.gantenberg@fda.hhs.gov

This e-maif message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected,
privileged, or confidential, and il should not be disseminated, distributed, or copied to persons not authorized to receive such information. 1f
vou are not the intended recipient, any dissemination,-distribution or copying is strictly prohibited. If you think you have received this e-mail
message in error, please e-mail julie. gantenbergfdfda.hhs.gov immediately.

-~===Original Me¢ssage---—--

From: Kathy Trier [mailto:Kathy. Trier@coringroup.com]
Sent: Monday, February 14, 2011 11:46 AM -

To: Gantenberg, Julie *

Cc: Lucinda Gerber; Dang, Jiyoung M; Shepherd, Tara N
Subject: RE: K103120 deficiencics- ccopy received

Dear Julie,

Best regards,
Kathy

XVIl. Recommendation

Regulation Number: 21 CFR 888.3353
. Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or nonporous uncemented prosthesis
Regulatory Class: Class 11
Product Code: LZO
Other Product Codes for system: N/A

Gantenberg 2/24/11
Reviewer Date

Branch Chief U ‘b - Date

e

2 (2¢[20l

™
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aal
. . Foad and Drug Administration
( Office of Device Evaluation &

‘S}
Office of In Vitro Diagnostics

o WA,

~ COVER SHEET MEMORANDUM
From: Reviewer Name Gantenberg
Subject: 510(k) Number K103120/81
To: The Record

Please list CTS decision code AE

i Refused to accept (Note: this is cansidered the first review cycle, See Screening Checklist
http:fercom fda. qov/eRoomReq/Frles/CDRHSlCDRH PremarketNotification510kProgram/0 5631/Screening%20Checklist?%207%
202%2007 .doc }

X Held (Additional Information or Telephone Hold).

|7 Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.); 0
Indlcatlons for Use Page Qriginal ecopy p.7/131 Aftach IFU X
51 O(k) Summary /51 O(k) Statement - Ongma! ecopy p. 8/] 31 Attach Summafy X
Truthful and Accurate Statement Must be Pfesenf for a Final Decision X
Is the device Class Iil? ' X
If yes, does firm include Class Ili Su mmary'? Must be present for a Final Decision |
Dces frrm reference stenderds'? ’ D ¢
{If yes, please attach form from http://www fda.gov/opacomymorechoices/fdaforms/FDA-
3654, Qdf)
Is this a combination product’? X
(Please specify category _N , see :
htto: /eroom fda. qov!eRoomReu/FlIes/CDRHB/CDRHPremarketNot|foat|on510kProqram/D 413b/CO
MBINATION%2OPRODUCT%2{)ALGORITHM%20(REVISED%203 12-03.DQC
Is this a reprocessed smgle use device? ¥

{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for :
Reprocessed Single-Use Medical Devices, http://www fda.gov/cdrh/ode/quidance/1216. html)

Is this devrce mtended for pedratnc use only‘? ' o X
Is thrs a prescrlptron devrce’P (If both preserrptron & OTC, check both boxes.) - X
Is clinical data necessary to support the review of this 510(k)? N ‘ ' X

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)

Does thls device lnclude an Anlmal Tissue Source?

All Pediatric Patients age< =21
Neonete/Newborn (Blrth to 28 days)
Infant (29 days <2 years old)

Chrld (2 years -< 12 years old)

Adolescent {12 yeers -< 18 years old)

N R

Transitional Adolescent A (18 <21 years old) Special considerations are being given to this
group, different from adults age 2 21  (different device design or testing, different protocol
procedures, etc.)

Transitional Adolescent B (18 -<= 21 No specral considerations compared to adults => 21 years g X
old) 3

Rev. 7/207 - - | _ | R



Nanotechnology

ts this device subject to Section 522 Postmarket Survemance'? . Contact OSB.
(Postmarket Surveillance Guidance, :
http lfwww fda qov/cdrhfosb/qu;dance/31 6.html)

Is this device subjeot to the Tracking Regutation? (Medical Device Tracking Contact OC.
Guidance, http./fwww fda.gov/cdrh/compiquidance/169.htmil)
Regulation Number Class* ' Product Code
21 CFR 8883353 [1{87 Panel) LZ0

(*if unclassified, see 510({k} Staff)
Additional Product Codes:

Review: C)(-\/\ s U:}‘D« l { IUMLz

(Brahdh Chief) A (Branch Code) ~ (Date)

Final Review:

M{Divisiorﬁ)irector) o . . (Date)



FRVIC
R Cts. "11

“ w@ DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Ave.,
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K103120/31
Date: 1/12/11
To: The Record . Office: ODE
From: Gantenberg Division/Branch: DSORD/OJDB

510(i) Holder: Corin USA (Tampa, FL)
Device Name:  Biolox Delta Modular Femoral Heads

Official Contact: Lucinda Gerber, BA (Hons)
Regulatory Affairs Associate
10500 University Center Drive
Suite 190
Tampa, Florida 33612

Phone: 813-977-4469 / Email; Lucinda gerber@coringroup.com

Product Code: LZO (21 CFR 888.3353)

. Purpose
The 510(k) holder would like to introduce the Biolox Delta Modular Femoral Heads into interstate commerce. |

received S1 Image ecopy on 1/6/11. My review began on 1/6/11. 1 recommend telephone hold.

l[. Administrative Requirements

Indwanons for bse page (Indlcate 1F Prescrlptlon or OTC) Orlcmal ecopy p 7/] 31

Truthful and A»curac;, Statement - Orlglml ecopy p- 10 131

X
X
310k} Summarv or 3 10(/() Slatcmem O zgmal ecopy p 8/13/ dcfczem L X | o
o

Standards Form (Effecmn 1,2’08 and Iaier) Form F DA 1654 ()ngmal ecnpy p-123/131

Reviewer Comment: Effective Dec. 26,2007 and later
Certificate of Compliance of Clinical Trials - Form FDA 3674 Original X
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lll. Device Description (Executive summary and Premarket Nofification Sections

Is the device life-supporting or life-sustaining? | S

| 1s the device an implant (implanted longer thanBOdays

| Does the device design use software?

‘ I's fhé dé'vi.c;ev ‘;sitverile’;“ | | |
Is the device reusable (not reprocessed single use)? No for implants, Yes for instruments |
Are “cleaning” instructions included for the end user? ;

Device Description Summary
A predicate comparison table was provided in Original, p.15/131.

The following data is derived from Original, p.13/131:
Table 2; Corint BIOLOX delta Modular Femoral Head $Specificatons
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Per Drawings:
| Head size - | Bore‘Axial *
| Length (mm).’

|

_The stem magnified taper trunnion drawing wa

s pr

Stem Axiat | Cone. | Cone Dianjeter
{ Taper- Taper. .| Anglé re)"
| Material o

.| Length: |
ineh

MATERIAL:

Mechanical drawings for the subject device are found in Original, App.B, p.31/131,

Catalogue listing of subject components are found below and in Original App.C, p.49/131.

Part Number

Instruments ~ Original, p.53/131]
Compatible Components
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IV. indications for Use (ecopy p.7/131)
The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral hip stems and ultra high
molecular weight polyethylene (UHMWPE) acetabular cup liners to reinstate function following the degenerative effects
of’




VI,

K103120/S1 - Page 5 of 24

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

o Carrection of functional deformity and

o Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

Review: Adequate.

Labeling (Original, App. F, p.67/131)
Package label, package insert, and STM provided.

Package Label — (Original, ecopy p.75/131)

I.  System Name / Sponsor Address:  Yes

2. Component Name, Article #, lot number: Address is needed.
3. Sample package labeling reflects type of Sterile notation? Yes.

Puciage insers S I
b .

4
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Surgical Technique Manua (5T71) (RN A

Vil Sterilization/Shelf Life/Reuse [N B

Single use for implants.

1. Sterilant:

a. Sterilization method description
(e.g., Steam, EtO, Radiation):

b. Dose, for radiation
{e.g, 25 —40 kGy):

¢. Sterilant residuals remaining on the device:
For EQ, the maximum levels of residuals of EO and cthylene
chlorhydrin that remain on the device (note; not to include ethylene
glycol residual level because the recognized standard,
"ANSIAAMIISO 10993-7:1995 Bioiogical Evaluation of Medical
Devices — Part 7: Ethylence Oxide steritization residuals," does not
include measurement of ethylene glyco! residuals);

YES

| Gamma radiation from Co60
|

25.35 kGy

N/A

2. A description of the Yalidation Method for the sterilization cycle
(not data):
(e.g.. Overkill/Half-cycle method, bioburden method, combination
method)

validated per [SO 11137:2006

Sterilization of Health Care

Products- Part 1 - Requirements for
t Vatidation and Routine Control -

| Radiation sterifization using Method |

VDmax.25 as described in [SO

11137-3:2007 Sterilization of Health

i Care Products — Radiation-Part 2:
i Establishing the sterilization Dose.

3. Sterility assurance level (SAL):
(e.g.. 10 for all devices (except 107 for devices that contact intact
skin))

10°

4, Is it labeled “Pyrogen Free"?

[f s0, & description of the method:
(e.8., LAL (Limutus Amehocyte Lysate test))

N/A




VI

XI.
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5. A description of the packaging (p.25/603)
{notincluding package integrity test datg):

Biocompatibility (Original, ecopy p.19/131)

Software

N/A

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

MR language is addressed in the [FU.

Performance Testing — Bench-(Original p.20/131)

gt
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XIll.Performance Testing — Clinical
None.

XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement'> X § IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise New | | If YES = Stop NSE
Issues of Safety Or Effectweness? ! 3
3 Same Technologlcal Characterlstrcs‘> ' X : IfYES=GoTob
4 Couid The New Characteristics Affect Safety Or i ‘ tIFYES=GoTo6
Effectlveness7 E i
5. Descrlptwe Characteristics Preuse Enough’? . - X | IfFNO=GoTo8
| IfYES = Stop SE
6 New Types Of Safety Or Effect'veness Questlons7 ! 1 If YES . Stop NSE
7. Accepted Scuentmc Methods Exust’? w If NO = Stop NSE
T R, - oy oy g1 g g —— .._........N‘;.. b e e '~ TR j " - Vi - . v .
8 Performance Data Avallable’) i X | If NO = Request Data
9. Data Demonstrate Equlvalence? ' | | .
| Final Decision:

l. Explain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3. Describe the new technological characteristics: |

4. Explain how new characteristics could or could not affect safety or effectiveness:

5. Explait how descriptive characteristics are not precise enough:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
7. Explain why existing scientific methods can not be used:

s. Explain what performance data is needed:

9. Explain how the performance data demonstrates that the device is or is not substantially equivalent:
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Sincerely,

lulie B. Gantenberg, M.S.
Biomedical Engineer

FDA Reviewer for DSORD/OJDB
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Sincerely,

Julie B. Gantenberg, M.S,
Biomedical Engineer

FDA Reviewer for DSORD/QJDB




K103120/S1 - Page 18 of 24

XVIL.  Contact History

From: Kathy Trier [mailto:Kathy. Trier@coringroup.com]

Sent: Monday, November 29, 20101 3:28 PM

To: Gantenberg, Julie *

Ce: Foy, Jonette; Lucinda Gerber; Richard Sharp

Subject: KOY3472 Trinity Acetabular System and K103120 Biolox Delta heads

Dear Julie,

Best regurds,
Kathy

Kathy Trier
VP Clinical and Regulatory Affairs

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813)977-4469 | Fax: | (813)979-0042 { Mobile: 1 (813) 766-2112
Email: Kathy Trier@coringroup.com

WWW.coringroup.com

Plzase consider the environment before printing this e-mail

From: Gantenberg, Julie * [mailto:Julie.Gantenberg@fda.hhs.gov]

Sent: Monday, November 29, 2010 3:48 PM

To: Kathy Trier

Ce: Foy. Jonette; Lucinda Gerber; Richard Sharp; Gantenberg, Julie *

Subject: RE: K093472 Trinity Acetabular System and K103120 Biolox Delta heads

Dear Kathy,

<1
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Sincerely,

Julic B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
{J.5. Food and Drug Administeation
Phone: 301-796-6910

Fax: 301-847-8119
julie.pantenberg@fda.bhs.gov

This e-mail message is intended for the cxclusive use o the recipient(s) named above. It may contain information that is protected,
privileged, or confideatial, and it should nol be disseminated, distributed, or copicd to persons not authorized to receive such information. [f
yvou are not the intended recipient, any dissemination, distribution or copying is strictly prohibited. [If you think you have received this e-mail
message in error, please c-mail julie ganienberg@fda hhs.gov immediately.

From: Kathy Tricr [mailio:Kathy. Triet@coringroup.comj

Sent: Monday, November 29, 2010 5:22 PM

To: Gantenberg, Julie ¥

Cc: Fay, lonette; Lucinda Gerber; Richard Sharp

Subject: RE: K{93472 Trinity Acetabular System and K103120 Biolox Delta heads

Dear Julie

est regards,

Kathy

Kathy Trier
VP Clinical and Regulatory Atfairs

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: | (813) 979-0042 { Mobile: 1 (813} 766-2112
Email: Kathy. Trierficoringroup.com

www.coringroup.com

Please consider the environment before printing this e-mail

l'rom: Lucinda Gerher {mailto:Lucinda.Gerber@coringroup.com]
Sent: Thursday, December 02, 2010 12:34 PM

To: Gantenherg, Julie *

Ce: Kathy Trier

Subject: Biolox Delta K103120 Add 1o File

Importance: High

Hi Julie,

Many thanks,
Lucinds

i

Add to File 1Dec10 y
LG pdf (570...

¢
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Lucinda Gerber BA (Hons)
Regulatory Affairs Associate [

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: 1 (813) 977-4469 | Fax: Fax: 1 (813) 979-0042

Email: fucinda.gerber{@icoringroup.com

WWW.COringroup.com

Please consider the environment before printing this e-mail

he contents of this email (and any attachments created by us) are the property of Corin Limited and are intended for the canfidential use of
the named recipient{s) only. If you are not the intended recipient please delete the message (including any attachments) and notify us
immediately by email at postmaster@icaringroup.com or by telephoning 01285 649186.

Any disclosure, capying or distribution is prohibited. Any files attached to this email will have been checked with virus detection soltware
before transmission. However, you should carry out your ‘own virus check before opening any attachment. Corin Limited accepts no liability
for any loss or damage, which may be caused by software viruses.

CORIN LIMITED
Registered Office: The Corinium Centre, Cirencester, Gloucestershire, GL7 1Y)
Registered in Enpgland: Number (1910453

From: Gantenberg, Julie *

Sent: Wednesday, December 08,2010 11:22 AM

To: 'Lucinda Gerber'

Cc: Kathy Tricr; Dang, Jiyoung M; Gantenberg, julie *
Subject: K103120 deficiencies

Importance: High

Drear Lucinda,

Sincerely,

Julie B. Gantenberg, M.S.

Biomedical Engineer -
Orthopedic Joint Devices Branch

U.S. Food and Drug Administration

Phone: 301-796-6910

Fax: 301-847-8119

julie.rantenberg(@fda.hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to

Y
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rcceive such information. 1f you are not the intended recipient, any dissemination, distribution or copying is strictly
prohibited. If you think you have received this e-mail message in error, please e-mail julie.gantenberg@fda.hhs.gov
immediately.

From: Lucinda Gerber [mailio: Lucinda. Gerber@coringroup.com]
Sent: Wednesday, December 08, 2010 11:29 AM

To: Gantenberg, fulie *

Ce: Kathiy Trier; Dang, Jiyoung M

Subject: RE: K103120 deficiencies

Dear Julie, .

Thank vou | received your e-mail request for further information. [ will get the requested information back to you as soon |
can,

Kmd Regards,

Lucinda

Lucinda Gerber BA (Hons)

Regulatory Affairs Associate |

Corin USA Limited [ 10500 University Center Drive | Suite 19¢ | Tampa | Florida 33612 | USA
Main: 1 (813)977-4469 | Fax: Fax: | (813)979-0042

Email: lucinda.gerberi@coringroup.com

WWW.Coringroup.com

Please consider the environment before printing this e-mail

From: Gantenberg, Julie *

Sent: Thursday, December 30, 2010 3:50 PM
To: 'Lucinda Gerber'

Cc: Kathy Trier; Dang, Jiyoung M

Subject: RE: K103120 deficiencies

Dear Lucinda, :

(b)(4) Trade Secret Process - Product Spees |
Thanks,

Julie B. Gantenberg, M.S.

Biomedical Engineer

Orthopedic Joint Devices Branch

U.S. Food and Drug Administration

Phone: 301-796-6910

Fax:301-847-8119

julie.gantenberg(@fda.hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. [t may contain information that is
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to
receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly
prohibited. [fyou think you have received this e-mail message in error, please e-mail julie.gantenberg@fda.hhs.gov
immediately. '

From: Lucinda Gerber [mailto:Lucinda.Gerber{@coringroup.com]
Sent: Thursday, December 30, 2010 5:34 PM

To: Gantenberg, Julie *

Cc: Kathy Trier; Dang, Jiyoung M

Subject: RE: K103120 deficiencies

Dear Julie,
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Many Thanks,
Lucinda
Spensor emailed ecopy of response.

From: Gantenberg, Julie *

Sent: Monday, January 03, 2011 6:30 AM
To: 'Lucinda Gerber'

Ce: Gantenberg, Julie *

Subject: RE: K103120 deficiencies

Hi Lucinda,

-_-_%

Thanks,

Julie B. Gantenberg, M.S:
Biomedical Engineer

Orthopedic foint Devices Branch
U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julie.gantenberg@fda.hhs.gov

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to
receive such information. [f you are not the intended recipient, any dissemination, distribution or copying is strictly prohibited.
1f you think you have received this e-mail message in error, please ¢-mail julie.gantenberg@fda.hhs.goy immediately.

From: Lucinda Gerber [mailto: Lucinda.Gerber@coringroup.com]

Sent: Monday, Januvary 03,2011 8:17 AM

To: Gantenberg, Julie *

Subject: RE: K103120 deficiencies

Hi lulie,

t. Trade N

Many Thanks,
Lucinda

Lucinda Gerber BA (Hans)
Regulatory Affairs Associate |

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa | Florida 33612 | USA
Main: i (813)977-4469 | Fax: Fax: 1 (813) 979-0042 '
Email: jucinda.gerberf@coringroup.com

WWW.Coringroup.com

Please consider the environment before printing this e-mail

From: Gantenberg, Julie ¥
Sent: Monday, January 03,2011 8:33 AM
To: 'Lucinda Gerber'

G
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Ce: Gantenberg, Julie *
Subject: RE: K103120 deficiencies

Lucinda, .

Sincerely,

Julic B. Gantenberg, M.S.
Biomedica! Engineer

Orthopedic Joint Devices Branch
U.S. Food and Drug Administration
Phone: 301-796-6910

Fax: 301-847-8119
julie.gantenberp@fda.hhs. pov

This e-mail message is intended for the exciusive use of the recipient(s) named above. 1t may contain information that is
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to.persons not authorized to
receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly
prohibited. [fyou think you have received this c-mail message in error, piease e-mail julie.gantenberg@fda.hhs.gov
immediately.

From: Gantenberg, lulie *

Sent: Wednesday, January 12,2011 12:17 PM
To: 'Lucinda Gerber’

Cc: Dang, Jiyoung M; Gantenberg, Julie *
Subject: RE: KK 103120 deficiencies

Dear Lucinda,

Sincerely,

Julie B. Gantenberg, M.S.
Biomedical Engineer

Orthopedic Joint Devices Branch
U.S. Faod and Drug Administration
Phone: 301-796-6910

4V
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Fax: 301-847-8119
juhie.eantenberp@fda.hhs.goy

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to petsons not authorized to

"receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly
prohibited. If you think you have received this e-mail message in error, please e-mail julie.gantenberg@fda.hhs.gov
immediately.

XVIl. Recommendation

: T d
Regulation Number: 21 CFR §88.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or nonporous uncemented prosthesis

Regulatory Class: Class II
Product Code: LZO
Other Product Codes for system: N/A

Gantenberg 1/12/11

Reviewe& ) Date
‘ / L/
Branch Chl‘ét'U 0 | Date




510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device *

Descriptive Information Does New Device Have Same WO Do the Differences Alter the Intended ) Not Substantially
about New or Marketed Indidation StatementT———®™  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on

l 2 Safety and Effectiveness)?**
New Device Has Same Intended : NO
Use and May bef“Substantially Equivalent” ‘ .
New Device Has O
@ . New Intended Use
Does New DEvice Have Same @
Technologicdl Characteristics, NO Could the New
e.g. Design, Characteristics Do the New Characteristics
Affect Safety or — Raise New Types of Safety YES
Effectiveness? or Effectiveness Questions?
3
Are the Descriptive NO
Characteristics Precise Enough NG
to Ensure Equivalence? @
Are Performance Data Do Accepted Scientific
Availablc to Asses Equivalence? YES Methods Exist for
Assessing Effects of NQ
the New Characteristics?
YES _
© |
k4 '
Are Performance Data Available  NO

Performance
ata Required : To Assess Etfects of New
Charactcristics? ***

YES

IO @

P Performance Data Demonstrate o

Equileence? —_—e)

Performance Data Demonstrate
Equivalence? — 4——
YES . NO

v @

F 3

NO

0 ()

* 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear,

** This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

*x Data maybe in the 510{k), other 510(k}s, the Center’s classification files, or the literature.

&
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December 28, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Heath
Document Mail Center — WO066-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention:  Julie B. Gantenberg, M.S., Biomedical Enginecr, FDA Reviewer for DSORD/OJDB

Re: K103120 Corin BIOLOX delta Modular Heads
Response to December 8, 2010 Hold Letter

Dear Ms. Gantenberg,

The purpose of this letter is to respond to the questions raised by FDA in the email dated December 8,
2010 regarding the review of the 510(k) submitted for the Corin BIOLOX delta Modular Heads
(K103120).

Please find enclosed one (1) original printed copy of the submission and a CD with an electronic version
of the document which is identical to the printed ori ginal.

Pursuant to 21 CFR 807.95(b)(1), Corin, considers this additional information for Corin’s 510(k)
cubmission (K093472) to be confidential commercial information and requests that FDA treats it as such.
Corin has taken precautions to protect the confidentiality of the intent to market these devices.

If there are any questions  on this information please contact me by e-mail at
Lucinda.gerbcr@coringroup.com or by phone at 81 3-977-4469.

Sincerely,
S /
% L
[ 4icinda Gerber, BA (Hons)

Regulatory Affairs Associate
Corin USA

www.coringroup.com

Corin USA Limited | 10 '

r 500 Universi i

sttt gl adl sity Center Drive | Sui '

s AR s usa@m{, ; te 190 | Tampa [ Florida 33612
: ngroup.com

| USA

B—
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December 28, 2010

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — W0O66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention: Julie B. Gantenberg, M.S., Biomedical Engineer, FDA Reviewer for DSORD/OJDB

Re: K103120 Corin BIOLOX delta Modular Heads
Response to December 8, 2010 Hold Letter

Dear Ms. Gantenberg,

12 | USA
14 | Var
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Sincerely,

7 Vi
< /

o S //
i Eannr b
Lucinda Gerber BA (Hons)

Regulatory Affairs Associate
Corin USA
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Appendix A
FDA Form 3674
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Appendix B
Testing
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Appendix C
Draft package insert
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Appendix D
Step-by-step cleaning instructions for instruments
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Corin

February 9, 2011 KLﬂ\

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center - WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention: ~ Julie B. Gantenberg, M.S., Biomedical Engineer, FDA Reviewer for DSORD/OJDB

Re: K103120 Corin BIOLOX delta Modular Heads
Response to December January 12, 2011 Hold e-mail

Dear Ms. Gantenberg,

The purpose of this letter is to respond to the questions raised by FDA in the email dated January 12,
2011 regarding the review of the 510(k) submitted for the Corin BIOLOX delta Modular Heads
(K103120).

Please find enclosed one (1) original printed copy of the submission and a CD with an electronic version
of the document which is identical to the printed original.

Pursuant to 21 CFR 807.95(b)(1), Corin, considers this additional information for Corin’s 510(k)
submission (K093472) to be confidential commercial information and requests that FDA treats it as such.
Corin has taken precautions to protect the confidentiality of the intent to market these devices.

If there are any questions on this information please contact me by e-mail at
Lucinda.gerber@coringroup.com or by phone at 813-977-4469.

Sincerely, ,

< 9 7
S A

ol
Lucinda Gerber, BA (Hons)
Regulatory Affairs Associate
Corin USA

Www.coringroup.com

Corin USA Limited | 10500 University Center Drive | Suite 190 | Tampa
(813) 977-4469 | Fax: (813) 979-0042 | Email: usa@coringroup.com

Florida 33612 | USA
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February 9, 2011

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — W066-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attention: Julie B. Gantenberg, M.S., Biomedical Engineer, FDA Reviewer for DSORD/OJDB

Re: K103120 Corin BIOLOX delta Modular Heads
Response to January 12, 2011 Hold Letter

Dear Ms. Gantenberg,

~rw

WWwWw.coringroup.com

antar NDrivie | S5+ 10N
sity Center Drive | Suite 190

Corin USA Limited | 10500 Uniy

(813) 977-4469

lampa | Florida 33612 | USA

Fax: (813) 979-0042 | Email: usa@coringroup.com












Sincerely,

. /]
rd f‘f P
Z -
i 1 L

Lucinda Gerber BA (Hons)
Regulatory Affairs Associate
Corin USA



Appendix A
Test Reports






















































Appendix B
Package Insert









Appendix C
Operative Technique







































Appendix D
510(k) Summary



3. 510(K) SUMMARY

. Applicant/Sponsor: Corin USA

10500 University Center Drive
Suite 190

Tampa, Florida 33612
Establishment Registration No.:

. Contact Person: Lucinda Gerber BA (Hons)
Regulatory Affairs Associate
Corin USA

813-977-4469
Lucinda.gerber@coringroup.com

. Proprietary Name: ~ Corin BIOLOX delta Modular Femoral Heads
. Common Name: Femoral Head

. Classification Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis (21CFR 888.3353)

. Legally Marketed Devices to which Substantial Equivalence is claimed:
" Zyranox Zirconia Ceramic Modular Heads (KK992235)
* Smith & Nephew BIOLOX delta Ceramic Femoral Heads (K100412)

Device Description:

BIOLOX delta material is an aluminum oxide / zirconia ceramic composite composed of

approximately 75% aluminum oxide and approximately 25% zirconia.

The Corin BIOLOX delta Modular Femoral Heads are available in 28mm and 32mm
diameters. The 28mm heads are available with short (-3.5mm), medium (Omm) and long
(+3.5mm) offsets. The 32mm heads are available with short (-4.0mm), medium (Omm), long

(+4mm) and extra long (+7mm) offsets.

The Corin Biolox Delta heads are compatible with Corin titanium stems (i.e. Tri-Fit, Metafix
and MiniHip femoral stems having a 12/14 taper trunnion) and the Trinity acetabular

system.



8. Intended Use / Indications:

The Corin BIOLOX delta Modular Femoral Heads are used in combination with femoral
hip stems and ultra high molecular weight polyethylene (UHMWPE) acetabular cup liners to

reinstate function following the degenerative effects of:

O Non-inflammatory degenerative joint disease including osteoarthritis and avascular

necrosis
O Rheumatoid arthritis
0 Correction of functional deformity and
0 Developmental dysplasia of the hip (DDH) or congenital dysplasia of the hip (CDH)

The Corin BIOLOX delta Modular Femoral Heads are intended for single use only.

9. Summary of Technologies/Substantial Equivalence:
The Corin Biolox Delta modular femoral heads have the same types of indications and
intended uses as the predicates. The technological characteristics are the same as the
predicates. Based on the materials, geometry, mechanical testing and indications for use, the

Biolox Delta heads are considered to be substantially equivalent to the predicate devices.

10. Non-Clinical Testing:
Nonclinical testing included burst strength testing on both the 28mm-12/14L and 32mm-
12/14X1L Biolox delta heads on the Corin titanium taper trunnion to determine the worst
case construct. Subsequently, fatigue, post-fatigue burst and pull-off testing were then
performed on the worst case construct. The results of the ceramic head testing meet the
suggested values in the “Guidance Document for the Preparation of Premarket Notifications
for Ceramic Ball Hip Systems.” The results of the preclinical data provided indicate that the

subject system is within the range of legally marketed predicates.

11. Clinical Testing:

Clinical testing was not necessary to determine substantial equivalence between the Corin
BIOLOX delta Modular Femoral Heads and the predicate devices.





