»

F“ O{L{D—’ Page 1 of 3

2. 510(k) SUMMARY APR - 1 ZGH

Sponsor Name: Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762

510(k) Contact: Matthew M. Hull, RAC
Phone: (916) 355-7156/ Fax: (916) 355-7190
mhull@consensusortho.com

Date Prepared: 24 February, 2011

Trade Name: Consensus® Hip System, Unisyn Hip System, TaperSet™ Hip
System

Common Name: Porous-coated hip prostheses for uncemented use
Non-porous coated hip prostheses for uncemented or cemented
use

Classification Name:  Hip joint metal/polymer/metal semi-constrained porous-coated
* uncemented prosthesis is a Class II device per 21 CFR
888.3358 (Product Code LPH).
Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis is a Class I device per 21
CFR 888.3353 (Product Code LZO).

Device Description:

The Consensus hip systems are semi-constrained, hip prosthesis designed for either
primary or revision hip surgery. They include the Consensus® Hip System (CHS), the
Unisyn™ Hip System, and the TaperSet™ Hip System (THS). All three hip systems
utilize the exact same 12/14 Morse taper trunnion. These hip stems are compatible with
previously cleared CoCr heads, zirconia heads, unipolar heads, bipolar heads, UHMWPE
inserts and acetabular cups.

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus components per the appropriate system
specific indications.

The indications for use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic
arthritis.

B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures. :

C. Proximal femoral fractures.
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D. Avascular necrosis of the femoral head.

E. Non-union of proximal femoral neck fractures.

F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa
magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications.

Substantial Equivalence:

Technological Characteristics/Substantial Equivalence:

The Consensus hip systems are similar {o the predicate Aesculap system in basic design
and indications. The predicate Aesculap stems and heads were cleared for use with the
Consensus CS2 Acetabular Cup System under K081973. Zirconia ceramic femoral heads
were previously cleared with CHS, Unisyn, and THS undex various 510(k) submissions.
The subject Biolox delta ceramic femoral heads were cleared for use with the predicate
Aesculap hip systems under K082991. Based on the material, characterization data,
geometry and mechanical testing, use of the Biolox delfa femoral head with the
Consensus hip systems is substantially equivalent to legally marketed predicates.

Legally Marketed Devices to which Substantial Equivalence is claimed:

K935193 (U.S. Medical Products) Consensus' Hip System — Porous Ceated Titanium Femoral
Stem

K935453 (U.S. Medical Products) CONSENSUS(TM) HIP SYSTEM-HA COATED
TITANIUM FEMORAL STEM

K933499 (U.S. Medical Products) CONSENSUS HIP SYSTEM- NON-POROUS TITANIUM
FEMORAL STEM K922561 (U.S. Medical Products) CONSENSUS(TM) TOTAL HIP
SYSTEM

K070061 (Hayes Medical, Inc.) Consensus Hip System 36 mm CoCr Femoral Head

K953792 (U.S. Medical Products) CONSENSUS ZIRCONIA HEAD SIZE -3.5, 0, +5
K955386 (U.S. Medical Products) CONSENSUS ZIRCONIA FEMORAL HEAD

K960339 (U.S. Medical Products) CONSENSUS 22MM COCRMO FEMORAL HEAD
K960156 (U.S. Medical Products) CONSENSUS 32MM COCRMO FEMORAL HEAD
K960151(U.S. Medical Products) CONSENSUS 26 MM COCRMO FEMORAL HEAD
K060635 (Hayes Medical, Inc.) Consensus Total Hip System, Acetabular Cup

K 021466 (Hayes Medical, Inc.) CONSENSUS ACETABULAR INSERT, CROSS-LINKED
POLYETHYLENE

K020153 (Hayes Medical, Inc.) CONSENSUS ACETABLAR SHELL, TI COATED

K953 198 (Hayes Medical, Inc.) CORTICELLOUS BONE SCREW

K 100933 (Consensiis) Consensus Acetabular insert, CS2 Plus

K03015] (Hayes Medical, Inc.) CONSENSUS HIP SYSTEM, UNISYN HIP SYSTEM

K 102399 (Consensus) TaperSet Hip System

K081973 (Aesculap) Consensus Acetabular Cups for use with Aescualp Excia and Metha Hip
Systems

K082991 (Aesculap) Biolox Delta Ceramic Femoral Head
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Non-Clinical Performance Data:

o All required testing per *Guidance Document for the Preparation of Premarket
Notifications of Ceramic Ball Hip Systems” were performed.

o Component testing of BIOLOX forte ball head 28-12/14 L on titanium test tapers
per CeramTec AG test procedure VA 02 04 4129, [SO 7206-10.

e Influence of diameter and neck length on burst strength of BIOLOX forte and
BIOLOX delta ball heads with taper type 12/14. Burst test setup as per I1SO 7206-
10.

Clinical Performance Data:
No clinical studies were performed..




%,
Py,

SERVILEy
"
SF &,

(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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Food and Drug Administration
10903 New Hampshire Avenue .
Document Contro Room —WOG6-GG09
Silver Spring, MDD 209%3-0002

Consensus Orthopedics, Inc,
% Matthew Hull, RAC
1115 Windfield Way, Suite 100 APR - Vi
El Dorado Hills, California 95762-9623
Re: K110542
Trade/Device Name: Consensus Biolox Delta Ceramic Femoral Heads
Regulation Number: 21 CFR 888.3358
Regulation Name: Hip Joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis
Regulatory Class: Class II
Product Code: LPH, LZO
Dated: February 22, 2011
Received: February 24, 2011

Dear Mr, Hull:

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 IT (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
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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 1n the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the elcctronic
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. {da, gov/AboutF DA/CentersOffices/CDRH/CDRHOSfices/uecm 115809 .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.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRH’s QOffice
of Surveillance and Biometrics/Division of Postmarket Surveiliance.

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/ResourcesforYow/Industry/default.htm.  /f N /,’f
| o AL e e
S. l ;’A\ m 3 o 4'3’//‘ /
incerely yours, _!
j'/" ! fl 2 7 J L . _.O

Mark Ng. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

’ ]'U | OC‘/]/LDQ'/

Enclosure



1. INDICATIONS FOR USE STATEMENT

5100k) Number (ifknown): K} | O S Y2
Device Name: BIOLOX® delta Ceramic Femoral Heads (w/ Consensus hip systems})

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus componetits per the appropriate system
specific indications.

The general indications for use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic
arthritis.

Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis conversion, coxa
magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalitics.

THDpO W

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications.

Prescription Use ___ X AND/OR Over the Counter Use .
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

— AN M. /I/Ldkv/?m
(Divﬁz% Sign-Oft)

Divisigh of Surgical, Orthopedic,
. and Restorative Devices

KiloSGr—

510(k) Number
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W0O66-GO0Y
Silver Spring, MD 20993-0002
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Consensus Orthopedics, Inc.
% Matthew Hull, RAC
[115 Windfield Way, Suite 100 LR 0
El Dorado Hills, California 95762-9623
Re: K110542
Trade/Device Name: Consensus Biolox Delta Ceramic Femoral Heads
Regulation Number: 21 CFR 888.3358
Regulation Name: Hip Joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis
Regulatory Class: Class II
Product Code: LPH, LZO
Dated: February 22, 2011
Recetved: February 24, 2011

Dear Mr. Hull:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
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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 331-342 of the Act); 21 CFR 1000-1050.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutF DA/CentersOftices/f CORH/CDRHOffices/ucm 1 15809.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 tda.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.cov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm., ﬁ" / _
vl ‘

Sincerely yours, /) Jj \- ?/7/“‘

Mark Ng. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



1. INDICATIONS FOR USE STATEMENT

510(k) Number (if known): ,’C, ] } S 47

Device Name: BIOLOX® delta Ceramic Fermoral Heads (w/ Consensus hip systems)

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus components per-the appropriate system
specific indications.

The general indications for use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic

arthritis.

B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

C. Proximal femoral fractures.

D. Avascular necrosis of the femoral head.

E. Non-union of proximal femoral neck fractures.

F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa

magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications. '
Prescription Use __X AND/OR Over the Counter Use .

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

2 a™
@.\ AW M Mgt
(Divﬁjn Si¥n-Oft)
Division of Surgical, Orthopedic,
_ and Restorative Devices

510(k) Number il oSto—
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‘/: DEPARTMENT OF HEALTH & HUMAN SERVICES ‘ Public Health Service
i ‘ U.S. Foed and Drug Administration
“Uvzq Center for Devices and Radiclogical Health

Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

February 25, 2011

CONSENSUS ORTHOPEDICS, INC. 510k Number: K110542

1115 WINDFIELD WAY, SUITE 100 Received: 2/24/2011

EL DORADO HILLS, CALIFORNIA 95762-9623

ATTN: MATTHEW HULL Product: CONSENSUS BIOLOX DELTA CERAMIC

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

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

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod
ernizationActMDUFMA/default.htm

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

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification

form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA

submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

g



Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification5 10k/ucm134034.htm. According to the draft guidance, 510(k) submissions that-do not
contain clinical data do not need the certification form.

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

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/ucm}34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotificationS 1 0k/uem070201 . htm . '

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

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

Sincerely,

510(k) Staff

"9



A= ]
24 February 2011 onse nsus

» ;
Food and Drug Administration FDA CDRI [%\}gopedlcs
Center for Devices and Radiological Health o
Document Mail Center - W066-G6099200 FER 9
10903 New Hampshire Avenue =B 2510 ”./U;j
Silver Spring, MD 20993-0002 Received }// Ll
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Re: Premarket Traditional 510(k) Notification of intention to market the Biolox® delta ceramic

femoral heads with Consensus Orthopedics hip systems

Dear Sir/Madam:

Consensus Orthopedics is submitting a Traditional Premarket 510(k) application at least 90 days prior to
marketing of their new device: Biolox™ delta ceramic heads for use with Consensus hip systems.

The Consensus” Hip System, the TaperSet™ Hip System, and the Unisyn™ Hip System are total hip
prostheses designed to replace a single component, or entire system, of a primary or previous revision
total hip arthroplasty. The Biolox delta femoral head is designed to be used as a component in a total hip
system. The hip systems currently offered by Consensus Orthopedics are cleared for use with CoCr and
Zirconia femoral heads.

Design and Use of the Biolox” delta ceramic heads for use with Consensus hip systems:

Question Yes No
Is the device intended for prescription use (21 CFR 801 Subpart D)? b4
Is the device intended for over-the-counter use (21 CFR Subpart C)? X
Does the device contain components derived from a tissue of other biologic source? X
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device? X
Does the device contain a biologic? X
Doe the device use software? %
Does the submission include clinical information? X
Is the device implanted? X
Does the device contain a drug? X

For any questions regarding this submission please contact me at 916-355-7156.

/

Sincerely,

(sl

Matthew M. Hull, RAC
QS & RA Director

/

/



24 Febrary 201 onsensus

Orthopedics

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - W066-G6099200
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: Premarket Traditional 510(k) Notification of intention to market the Biolox® delta ceramic
femoral heads with Consensus Orthopedics hip systems

Dear Sir/Madam:

Consensus Orthopedics is submitting a Traditional Premarket 510(k) application at least 90 days prior to
marketing of their new device: Biolox® delta ceramic heads for use with Consensus hip systems.

The Consensus® Hip System, the TaperSet™ Hip System, and the Unisyn™ Hip System are total hip
prostheses designed to replace a single component, or entire system, of a primary or previous revision
total hip arthroplasty. The Biolox delta femoral head is designed to be used as a component in a total hip
system. The hip systems currently offered by Consensus Orthopedics are cleared for use with CoCr and
Zirconia femoral heads.

Design and Use of the Biolox™ delta ceramic heads for use with Consensus hip systems:

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 Subpart C)?

> |

Does the device contain components derived from a tissue of other biologic source?

Is the device provided sterile?

> <

Is the device intended for single use?

Is the device a reprocessed single use device?

Does the device contain a biologic?

Doe the device use software?

Does the submission include clinical information?

Is the device implanted? X

R[] R

Does the device contain a drug?

For any questions regarding this submission please contact me at 916-355-7156.
Sincerely,

Matthew M. Hull, RAC
QS & RA Director
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Famt Approved: OMB No 0910-511, Sce Instructions for OMB Statement.
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number our check
MEDICAL DEVICE YSER FEE COVER SHEET y Yy '

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mait or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:iswww. fda.govioc/mdufmalcoversheel htmi

1. COMPANY NAME AND ADDRESS (include name, sireet 2. CONTACT NAME
address, city state, country, and post office code) Matthew Hull
2.1 E-MAIL ADDRESS
?8‘:%5’:3&% ?/:;;THOPED'CS INC mhull@consensusortho.com
[ .

Suite 100 Y 2.2 TELEPHONE NUMBER (include Area code)

El Dorado Hills CA 95762 916-3557156

us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

1880

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: htlp:fiwww.fda.govioc/mdufma

Select an application type: 3.1 Select a cenler

{X] Premarket nolification(510(k)). except for third party [X] CORH

{1513(g) Request for Information [} CBER

{ ] Biologics License Application (BLA) 3.2 Selecton

{ ] Premarket Approval Application (PMA) [X] Original Application

{ ] Modutar PMA Supplement Types:

{1 Product Revelopment Protocol (PDP) [ ] Efficacy (BLA)

{1Premarket Report (PMR) [} Panel Track (PMA, PMR, PDP)
{] Annual Fee for Periodic Reporting (APR) [ | Real-Time (PMA, PMR, POP)
{]130-Day Notice [1180-day (PMA, PMR, PDP)
4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status}

{X] YES, 1 meet the small business criteria and have submitted the required NO, | am not a small business

qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number: SBD118017

5. FDAWILL 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 regisler and pay the fee within
30 days of FDA’s approval/clearance of this device.)

{ ] NO (If "NO," FDA wiill not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
hitp:/hevny fda.govicdrh/mdufma for additional information)

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

{] This application is the first PMA submilted by a qualified small business, [] The sole purpose of the applicalion is 1o support
including any affiliates conditions of use for a pediatric population

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

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 XINO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minules per response, including the time for reviewing
instruclions, searching existing data sources, gathering and mainlaining the data needed, and completing and reviewing the collection of

information. Send cormments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

{ ] This biologics application is submilted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

Department of Health and Human Services, Food and Drug Administration, O_fﬁce of Chief Information Officer, 1350 Piccard Drive, 4th

Floor Rackville, M 20850
[(Please do NOT retum this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

08-Feb-2011

Form FDA 3601 (012007}
"Close Window" Print Cover shee}

https://userfees.fda.gov/OA HTML/mdufmaCScdCfgltemsPopup.jsp?vename=Matthew%2... 2/8/2011




Y

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0810-0120
Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

Date of Submission FDA Submission Document Number (if known)

212412011

User Fee Payment iD Number

SECTIONA ; G .+ <TYPE OF SUBMISSION © - »
PMA PMA & HDE Supplement PDP 510(k) Meating
{T] Original Submission {71 Regular (180 day) [] originet POP X Originat Submission: [ Pre-510(K) Meeting
{"] Premarket Report {"] speciat [T Notice of Completion Traditicnal {T] Pre-IDE Meeting
{"} Moduler Submission { ] Panel Track (PMA Only) | [ ] Amendment to PDP { ] Special {T] Pre-PMA Meeling
D Amendment {:[ 30-day Supplement D Abbre\nated {Complete j:] Pre-PDP Meeling
(3 Report {T] 30-day Notice seclion, Feqe o) {] pay 100 Meeting
[] Report Amendment {7} 135-day Supplement L Ac{dnttonal Information (] Agreement Meeting
[J Licensing Agreement [} Real-time Review (] Third Party (] petermination Meeting
Amendment to PMA & Other {specify):
D HDE Supplement D v
[[] other
IDE Humanitarian Device Class |l Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class {ll Designation
(e Novo)
[} Criginal Submission [[] criginal Submission [] originel Submissien [] original Submission [[]s13t9)
[ Amendment [} Amendment ] Additicnal Information [] Additionat Information [ %the{ e submission):
[] supplement [ ] supplement (describe submission):
[JReport
[ 1 Report Amendment
Have you used or cited Standards in your submission? [dYes [INo (If Yes, please complete Section i, Page 5)
SECTIONB " it SEnOL T QUBMITTER, APPLICANT OR SPONSOR B
Company / Institution Name Establishment Registration Number (if known)
Consensus Orthopedics, Inc. 2952369
Division Name (if applicable} Phone Number (including area code)
916-355-7100
Street Address FAX Number (inciuding area code)
1115 Windfield Way Suite 100 916-355-71%0
City State / Province ZIP/Postal Code Country
El Dorado Hills CA 95762 USA

Contact Name

Matthew Hull
Caontact Title Contact E-mail Address
Director, QS & RA mhull@consensusortho.com

SECTIONC ' i APPLICATION CORRESPONDENT (e.g., consuitant, if different from above)
Company / Institution Name

Division Name (if applicable) Phone Number (including area code)

Street Address : FAX Number (inciuding area code)

City State / Province ZIP Code Country
Contact Name

Contact Title Contact E-mail Address
FORM FDA 3514 (3i08) Page 1 of 5 Pages

PSC Grephies (1) 433-10X)  EF




SECTIOND1 - i.”

[T] New Device

[ withdrawal

[] Additional or Expanded Indications

[] Request for Extensicn

D Post-approval Study Protocol

[ ] Request for Applicant Hold

[} Request for Remavat of Applicant Hold

[] Request to Remove or Add Manufacturing Site

" 'REASON FOR APPLICATION - PMA, PDP, OR

D Change in design, component, or
specification:
{1 Software/Hardware
{ T Color Additive
{ T Materal
{ ] specifications
2:[ Other {specify helow}

{ ] Location change:
[} Manufacturer
[ sterilizer
[} Packager

m Process changs:
[ ]Manufacturing [ ] Packaging
[ Sterilization
[ ] Other (specify befow)

[ 7] Response to FDA comrespondance:

D Labeling ¢change:
[} indications
[T instructions
[} performance Characteristics
[] Shelf Life
[} trade Name
[} Other (specify baiow)

{ ] Repont Submission:
[ ] Annual or Periodic
[ ] Post-approval Study
[ ] Adverse Reactien
[] bevice Defect
{ ] Amendment

[} change in Ownership
[:} Change in Correspondent
D Change of Applicant Address

{3 Other Reason {specify):

‘SECTION D2

{ ] New Device

{] New Indication

{ "] Addition of Institution

[:} Expansion f Extension of Study
f_1IRB Certification

{1 Termination of Study

[_] Withdrawal of Apglicalion

[ ] Unanticipated Adverse Effect
E:[ Notification of Emergency Use
[ ] Compassionate Use Request
[ ] Treatment IDE

[} Continued Access

'REASON FORAPPLICATION ~IDE

[ ] change in:
[} Correspondent/ Applicant
[} Design/Device
[ }informed Consent
[ ] Manufacturer
[} Manufacturing Process
[} Protocol - Feasibility
[} Protocat - Other
[ 18rponsor

[] Repost submission:
[} Current Investigator
[} Annual Progress Report
[ ] site Waiver Report

[ }rFinal

[} Response to FDA Letter Conceming: _

[ Conditional Approval

[} Deemed Appraved

[] peficient Finat Report

[] Deficient Progress Report

D Deficient Investigator Report

[ ] bisapproval

[ ] Reguest Extension of
Time to Respond to FDA

[ Request Meeting

[ Request Hearing

[} Other Reason (specify):

'SECTION.D3

[} New Device

“REASON FOR SUBMISSION =510(k) -0

[ ] Additianal o Expanded Indications

[} Change in Technology

Eg Other Reason (spacify):

Addition of another ceramic material formulation {Bialox delta) for the femoral heads in various Consensus hip systems.

FORM FDA 3514 (3/08)

Page 2 of 5 Pages




‘SECTIONE g DDITIONAL INFORMATION ON 510{K) SUBMISSIONS

Praduct codes of devices to which substantial equivalence is claimed Summary of, or statement conceming,
- safety and effectiveness information
1t LBH 21 LZO 3| JBI 4| MEH
& 510 {k} summary attached
5 6 7 8! []510 tk stetement
Infarmation on devices ic which substantiat equivalence is claimed (if known)
: 510(k} Number : -Trade or Proprietary or Model Name Manufacturer
1| K953792 1 | Consensus Zirconia Head : 1| Consensus Orthopedics, inc.
21 K030151] 2| Consensus Hip Systemt, Unisyn Hip System 2 | Consensus Orthapedics, Inc
3| K082991 3| Aesculap BIOLOX defta Ceramic Femoral Head || 3| Aescutap Implant Systems
4| K081973 4 Aescualp Excia and Metha Hip Systems w/ 4 Aesculap Implant Systems/ Consensus
Consensus Acetabular Cup Orthopedics
5 5 5
3] [i] 4]
0 PROD ORMATIO APP ATIO O A APP ATIO

Common or usual name or classification name

Ceramic femoral head for hip system

1 Trade or Proprietary or Model Name for This Davice  Model Number
1 | Consensus Biolox delta ceramic femoral head 1} sec attached list of catalog numbers
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions {regardless of oulcoms)
1 2 3 4 5 3]
7 8 k] 10 11 12
Data Included in Submission
Zl Labaoratory Testing D Animal Triafs D Human Trials

SECTIONG S PRODUCT CLASSIFICATION ~'APPLICATION TO'ALL APPLICATIONS
Product Code C.F. R Sectron (if applicabls) Device Class

LPH 3883158 [T} Class | Class I
Classification Panel

[ cClasstt | }unclassified
Orthopedic

Indications (from labaling}

The Consensus hip systems are designed for total or partial hip arthroptasty and are only intended to be used with compatible Consensus components per the
appropriate system specific indications.
Consensus hip system implants are intended for uncemented or eemented use per the system specific indications.

FORM FDA 3514 (3/08) Page 3 of 5 Pages




Note: Submission of this information does net affect the need to submit a 2891 or
2891a Device Establishment Registration form,

MANUFACTURING / PACKAGING i S1
y Establishment ldentifier (FEI) Number

SECTIONH
K] Criginal

flAade  []petete

Facilit

2952369

FDA Document Number (if known)

:RILIZATION SITES RELATING TO A SUBMISSION

[:] Contract Sterilizer
[T] Repackager / Relabaler

BX] Manufacturer
D Conlract Manufaclurer

Company / Inslitution Name

Consensus Orthopedics, Inc.

Establishment Registration Number

2652369

Division Name {if applicable}

Phone Number (including area code)

916-355-7156

Street Address
1115 Windfteld Way, Suite {60

FAX Number (including area code)
916-355-7190

City
E! Dorado Hills

State / Province ZIP Code Country
CA 95762-9623 USA

Contact Name Contact Title

Matthew Hull Director, QS & RA

‘ [—] Original ity Eslablishmer Kdnﬁer (FE!} Numr

[[] Detete

Contact E-mail Address

mhull@consensusortho.com

[:} Contract Sterilizer
[} Repackager / Retabgler

[ Manufacturer
[] Contract Manufacturer

Establishment Registration Number

Division Name (if applicable)

Phone Number {incliding area code)

Street Address

FAX Number (inciuding area ccde)

City

State / Province ZIP Code Country

Contact Name Contact Title

FORM FDA 3514 (3/08)

Contact E-mail Address

Page 4 of 5 Pages

Add Continuation Page




Note: Complale this section if your application or submission cites standards or includes a “Deciaralion of Conformity to a Recognized
Standard” stalement.
Standards No. Standards Standards Title Mersion Date
QOrganization
T |sec attached list of see attached list of standards
standards
Standards No. Standards Standards Title Version Date
Organization
2
b
Standards Na. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Dale
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards Na. Standards Standards Title WVersicn Date
Organization
8
Standards No, Standards Standards Title Version Date
Organization
7
Please Include any additional standards to be cited on a separate page.
Public reparting burden for this collection of information is estimated to average 0.3 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the colfection of information. Send comments regarding this burden
estimate or any other aspect of this coltection of information, including suggestions for reducing this burden fo;
Department of Health and Human Services
Food and Drug Administration
Oftice of' the Chief Information Officer (HFA-710)
5600 Fishers Lane
Rockville, Maryland 20857
An agency may not conduct or sponser, and a person Is not required to respond o, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 {3/08) Page & of 5 Pages
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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 Repaort Table are to be compieted 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 7] special ] Abbreviated

STANDARD TITLE !
ISO 10993-7 Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals - 2008

Please answer the following questions Yes No
Is this standard recOgMzed BY FDAZ? . ....oviecieeeeisess e essessessesssnss s s esasssssas s sensssesaesssesssessansesans ¥ ]
FDA ReCOQMLION NUIMBEI? ... o e ettt sb e b e it b e e bb s ateeetba et s aeatsenb b e bbe e seseabrasntnans y 14-279

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

I HIE BAO(K)? oottt ettt b bt ee bbbt Sh s bbb et ta et en st []

Is a summary report* describing the extent of conformance of the standard used included in the

BHO(K)? oottt e e bt e eeh bttt n et e eth st b ea A b r et tr et et sttt en ettt en st a e ] ¥4

If no, complete a summary report table.

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

PEIAINS 10 thiS GBVICE? .....vveereeeesseeeeteee e st ssas s s et et eras s ses st seess s st arebes s snsens e st b et st nrs s seres ]
Boes this standard include acceptance Criteria? .........ccoeeieii i i L]
If no, include the results of testing in the 510(k).
Does this standard include more than cne option or selection of tesis? ..., L] v
if yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the Standard? ...........cocveeveeveeeeseceenas B V1
if yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? .............. £ ]
Were deviations or adaptations made beyond what is specified in the FDA SIS7........oceveevvveeevererennns ] L]
if yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the STANAAIA? ..o ssesessie st sssseeersssensesssssnaees L] ¥
if yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ..o, Vi Ll
if yes, was the guidance document followed in preparation of this 810k7 ..o, U ¥4
Title of guidance:
' The formatiing convention for the title is: [SDO] {numeric identifier) cerlification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 puthority [21 U.S.C. 360¢], www.fda.goviedrh/stdsprog.html utitized during the development of the device. _
3 hitp://www.accessdata.fda.gov/scripts/cdrhlefdacs/cfStandards/ ® 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:ll:w;v.accessda!a,{da.govlscnptsfcdrh!cfdocslcfStandards!
to the device under review (for example, alternative test methods); searc C m .
choices made when options or a selection of methods are described: ® The onlina search for_ CORH Guidance Documents can be found at
deviaticns from the standard; requirements not applicable o the www.Tda.gov/edrh/guidance. htmi

device; and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 BSC Graphics [301) 4431090 EF




1

" 'EXTENT OF STANDARD CONFORMANGE -
" SUMMARY REPORTTABLE

STANDARD TITLE
ISO 10993-7 Biological Evaluation of Medicat Devices - Part 7; Ethylene Oxide Sterilization Residuals

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all various Vives [Ino [InA

TYPE OF DEVIATION COR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
MYes [no NIA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

ElYes Tine Dlna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness fist 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




¥

Form Approved: OMB No. 0915-0120; 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 repert is required for each standard referenced in the 510(k).

TYPE OF 510(K} SUBMISSION
¥ Traditional [] Special [ Abbreviated

STANDARD TITLE !
ISO 11135-1 Sterilization of health care products-Ethylene Oxide-Part 1:Requirements for development...imedical devices - 2007

Please answer the following questions Yes No
Is this standard recognized by FDAZ? .o et bt et ter et e et a s et bbb erba e aas V] ]
FDA RECOGNIEON NUMDEI? ......ovecirios e eeses st ecs st ee s e bbb b et st atent s # 14-228

Was a third parly laboratory responsible for testing conformity of the device to this standard identified
I ENE BA0(K)? coeoeeeieeeeeee i tes et b st s bbb b a st e bt eb bt bt e bbbt ettt b v L]

Is a summary report* describing the exient of conformance of the standard used included in the

BAOLKY? oottt eee et s b st et bt ettt b i bt et a o stttk enteb b e bt bt et en et D 4

If no, complete a summary report table.

Does 1he test data for this device demonstrate conformity to the requirements of this standard as it

pertains to this deviCeT .. e s et anrre s ]
Does this standard include acceptance CHEBFIA? ...t V 1
if no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..o, (] V1
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ........cccccoeeeeeecierenecenss L] v
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS} 2 ..o ] L]
Were deviatlons or adaptations made beyond what is specified inthe FRDASIS? i ] ]
if yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... e L] 1
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ... /] .
if yes, was the guidance document followed in preparation of this 510K? ..., L] v
Title of guidance:
! The formatting convention for the title is: [SDO} [numeric identifier} certification bedy involved in conformance assessment to this
ftitle of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority {21 U.S.C. 3604}, www.fda.govicdrh/stdsprog.html utilized during the development of the device.
? hitp:/iwww.accessdata.fda.gov/scriptsfedri/cidocs/ciStandards/ ® The supplemental information sheet (SIS} is additional information
search.cim which is necessary before FDA recognizes the standard. Found at
% The summary report should include: any adaptations used to adapt http:ﬂl\:w;f\.v.accessdata.fda.gov!scnptslcdfhicfdocs.’cfStandards!
to the device under review (for example, alternalive lest methods); . seare ° m )
choices made when options or a sefection of methods are described; The online search for CORM Guldance Docurments can be found at
daviations from the standard; requirements not applicable to the www.fda.geviedrh/guidance umi

device; and the name and address of the test laboratery or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) $13-1090

EF




EXTENT OF STANDARD CONFORMANCE
‘SUMMARY REPORT TABLE

STANDARD TITLE
ISO 11135-1 Sterilization of health care products-Ethylene Oxide-Part 1:Requirements for development...medical devices - 2007

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?
all sections various Vives [No [Ina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[dves [IMo [INA

TYPE OF DEVIATION OR OPTION SELECTED?

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

@Yes E] No E] 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 adeguately justified as appropriate for the subjecl 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 excliusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet {S18), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Pubtic 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
Rackville, MDD 20850

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

FORM FDA 3654 (9/07) Page 2




Form Approved; OMB No, 0910-0420; Explration Dale: 8/31/10

Department of Heallty and Human Services
Focd and Drug Administration

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

This report and the Summary Report Table are {o be completed by the applicant when submilting a 51 D(R) that refer--
ences a national or international standard. A separate report s required for each standard referenced in the 510(k).

TYPE OF 510{K} SUBMISSION
7] Tradliional {1 spectat {7} Abbrevialed

STANDARD TITLE !
180 10993-1 Biological Evaluation of Medical Devices - Part 1: Evalution and Testing - 2009

Plaase answer fhe following questions Yes  No
Is this standard recognized by FDA?? .............. OO OO OO PO USSR I i
FDA Recognitlon RUMDEr3 .. s s s ssssse s

Was a third parly laboratory responsible for testing conformity of the device to this standard identified
N the B10(K)7 ovoeerrrecrnrarenessennes eererh oA AR RR 44 SR d AR RS SR AR AR RS e R AR At e e e 4

Is a summary report? describing the extent of conformance of the standard used included in the

BABLK)Y? evorerresiesrsersssessesssissssessissassassssssasrasesas Vi
If no, complete a summary report table.
Does the test data for this device demonsirate conformity to the requiremants of this standard as it
PETLAINS 10 TS TEVICET 11vvevsussrsnsssiessnessissneseissessessesssesssesssessssestssssssssmsaseseoseseessessonsssnsessssrasessesanesssisiess ]
Does this standard include acceptance Critaria? ... s i1 (Wi}
If no, include the resulls of tesiing in the 510(k).
Does this standard Include more than one option or salection of tasts? ... 1
if yes, report optlons selected in the summary report fable.
Were there any deviations or adaptatfons made in the use of the standard? ... £J ¥4
If yes, were deviations In accordance with the FDA supplemental information sheet (SIS)° 7 ... £l £l
Were deviations or adaptations made beyond what Is specified In the FDA SIS?.....cevcnevsmmrconemsines L (]
If ves, report these devlations or adaptatlons in the summary report table,
Ware there any exclusIons from the SINAAIAT ... e smseses ¥ £l
If yes, report these exclusions in the summary report table,
Is there an FDA guldance® thal is assoclated WIH TS SIANGAIAT covrvereveeereceersersceerenessesmseeennssesesissesnene W) |
If yas, was the guldance document followad In preparation of this 510K7? ..., L] ¥4,
Title of guldance:
! The formatting conventlon for the lile Is: {SDO} Inumeric Identifier} cerlification body Involved In conformance assessment lo this
[tilte of standard] [dale of publication) standard, The summary report Includes Information on all standards
2 Mutharlty (21 U.8.C. 360d), wwew.fda.govicdiistdsprog.htmt uliizad during the devalopment of the devlce.
¥ hlp:ftwvn.accessdala. fda.goviscriptsicdrv/eldocsiciSiandards/ § The supplemantal Informallon sheet (SIS} Is additlonal lnformalion
search.clm : which Is necessary bafore FDA recognizés the slandard. Found at
4 The summaty report should include: any adaplatlons used to adapt i]tlpﬂi\:n-.;-.r.accessdata.fda.govlscrip!s!cdrwcrdocs!cfStandardsl
to the device under review {for example, alternative lest metheds); search.cim -
chelces made when options or a seloctlon of methods are described; 8 The ontine search for CDRH Guldanca Documanis ¢an be found at
deviations from the standard; requirements nol applicable to the vawve.fda.govicdrivguidance.himt

davice; and the name and address of lhe test laboratory or
FORM FDA 3654 (9/07) Page 1 . 2SC Grghics GO} 401090 EF




STANDARD TITLE
1SO 10993- 1 Biological Evaluation of Medical Devices - Part 1: Evalution and Testing - 2009

CONFORMANGE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all various . vos 1N [FwA

TYPE OF DEVIATION OR OPTION SELECTED?

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANGE?

6.2 - o1l subsections | various Cives Do Mina

TYPE OF DEVIATION OR OPTION SELECTED *
testing not performed
PESCRIPTION

JUSTIFICATION : :
All materials included in this 510(k) have demonstrated suiccessful history of use as an implant material in orthopedic applications.

SECTION NUMBER SECTION TITLE CONFORMANCE?

@Yes {j No E] NIA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completenaess list all sections of the standard and Indicats wheathar conformance Is met. if a section Is nof appllcable {N/A)
an explanalion 1s needed under “justification” Some standards Include options, so similar to devialions, the option ¢hosen needs
to be described and adequately justifled as appropriate for the subject device. Explanation of all deviations or description of
oplions selected when following a standard Is required under “lype of deviallon or opilon selacted,” “description” and "justifica-
tion™ on the report, More than one page may ba necessary.

* Types of deviatlons can include an excluslon of a section In the standard, a devialion brought oul by the FDA supplemental
information sheet (S18), 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 ! hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewlng 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:

Cenler for Devices and Radiotogical Health
1350 Piceard Drive
Rockyille, MD 20850

An agency niay not conduct or sponsor, and a person is not requived fo respond to, a collection of nformation
unless it displays a currently valid OMB control nimber.

FORM FDA 3654 {9/07) Page 2




Form Approved: OMB No. 0910-0120; Explration Date: 8/31/10

" Dapartmsnt of Health and Human Services
Foad and Drug Administration

STANDARDS DATA REPORT FOR 51_0(k)s
{To be filled In by applicant)

J
This report and the Summary Report Table are {o be completed by the applicant when submiiting a 510(k} that refer-
ences a hatlonal or international standard, A separate report is required for each standard referenced in the 510(k).

TYPE OF &1 O(K) SUBMISSION
] Traditionat 1 special [} Abbreviates

STANDARD TITLE !
180 7206-10 Implants for surgery - Partial and fofal hip joint prostheses - Part 10; Determination of resistance to static load... 2003

Please answor the following questions Yas No
Is this standard recognized by FDAZ? oo, Crererreern e r s e er e e e e s nenrat e as |
FDA RECOGIHION IUIMBBI 1.111vfreseeeeeeeeesesessesees e sssse s saearsesessesess bsessess st sensssse s emsie s st e S 4 Noneo

Was a third party laboratory responsible for testing conformity of the device lo this standard idsntified

T8 BAOKYT svvvverernsesssusrissarmssserestsnsssssasssssasesssoss somsssssessasssaseeesassssnre sesessasanssssssssssmssesneesarossesssassssessssens ¥%;
Is a summary report* describing the extent of conformance of the slandard used included in the

BAOLKY? oonisiissmassssnisrensisse s sessssssssseniosssrsestsssesssssesssssssfosssnsss sessta atessssnessnsssssasssressssstsenssasssentssassans il
If no, complate a sumimary report lable, ‘

Dees ihe test data for this device demonstrate conformily to the requirements of this standard as it

pertains 10 this deviCaT ... T e il
Doos this standard include acceptance CIEMAT ...t ee s esmssssssenssrsssssassissenns B 0l
If no, include the results of testing in the 510(k).

Doos this standard include more than one oplion or SE1ection Of1ESIST . cuiwammirimomonmes | i
If yes, report options selected in the summary report table,

Were there any deviations or adaptations made in the use of the standard? ... ] i
If yos, wers deviallons In accordance with the FDA supplemental Information sheet (SIS)5? v L i1
Woere devialions or adaplations made beyond what Is specified in the FDA SIS?.....ccncnininniinnn, ]
If yes, report these deviations or adaplations in the summary report table,

Were there any exclusions from the standard? ... s L1
If yes, report these exclusions In the summary report table.

Is there an FDA guidance® that is assoclated with this standard? ... Ll
If yes, was the guldance document followed in preparation of this 510k? SRR ¥4 £l

Title of guldance: ‘Guidance document for the preparation of premarket notifications for cerantic bail hip systems Jan 10, '95

¥ The formatling convention for the llile Is: [SBO] [numedo [deatifier] certification body Invelved in conformance assessment lo this
flitle of standard) {date of publication} standard. The summary report Includes Informalion on all slandards
2 Authorlly (21 U.S.C, 3604}, weav.fda.goviedihfstdsprog.htmt ulitized during the development of the device.
I gt accessdatafda.goviseriptsfediboldacsieiStandards! % The supplemontal Information sheet {S15) Is addiltonal Information
saarch.cfm which Is nacassary befors FDA recegnizes the standard. Found at

4 The summary report should Include: eny adaptations used '10 adapt hite:ifenervaccessdata.fda.goviseriptsiedrhfeidocsiciSlandards!

lo the device under revisw (for example, allarnalive test methods); search.cim

cholces made when oplions or a selectlon of melhods are described; ¢ The online search for CORH Guidance Dacumentls can be found at
daviations from Lhe slandard; reguirements not applicable lo the wyawfda.govicdrh/guldance.him!

device; and the hame and address of the lest laberatary or )

FORM FDA 3654 (9/07} Page 1 . BSC Gt I EF




SUMMARY.REPORT TABLE -

STANDARD TiTLE - ’
IS0 7206-10 inplants for surgery - Partial and tolal hip joint prostheses - Part 10: Determination of remstance to static load... 2003

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TiTLE ‘ GONFORMANCE? )
all , various . ves [Mo [Jna

TYPE OF DEVIATION OR OPTION SELECTED?

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TiTLE ) CONFORMANCE?

]:tes D No NIA

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION THTLE - : CONFORMANCE?

Elves Do Wnm

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and Indicate whother canformance s met. If a section I8 not applicable {NIA)
an explanalion Is needed under “justification” Some standards include opiions, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of alt deviations or daseription of
oplions selectad when following a standard Is required under “type of devlation or option selected,” *description” and "justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusicn of a section In the standard, a daviatlon brought out by the FDA supptemental
Information sheet {S18), a devialion 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 ¢stimate 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
Rockyiite, MD 20850

An agency may not conduct or sponsor, and a person Is not reguived to respond lo, a collection of information
unless it displays a currently valid OMB contvol munber,

FORM FDA 3654 (9/07) Page 2




H

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
¥ Teaditional [ ] speciat ] Abbreviated

STANDARD TITLE *
ISO 7206-i- implants for surgery - Partial and total hip joint prostheses -Part 1- Classification & designation of dimensions-2008E

Please answer the following questions Yes No
Is this standard recognized DY FDAZ? ......oiieioeeensiersesssessssbesiessses s essestsssesssas sassassenssasssssssssssns ] W
FDA ReCOGMION NMUMBEE T Lot e s srbe s sens st s st e sans s eht s s et b e s srnasars st e sesasrssebesinnssanseates #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
INERE STO(K)? wovovvienriereeesserress et ssess st eeb st s b e sb et se s et b b st eb et s eb s s bs et enbnres bt eb bt et e ] ¥4

Is a summary report? describing the extent of conformance of the standard used Included in the

BAO(KY? vvvevrvesseresesaesessssssssessss s bostsssessasanssessesssesesbas e b bensses s asseet o8 ses s s er e artsatses s s e s e st s ren e na s (]

If no, compleie a summary report table,

Does the test data for this device demonstrate conformily to the requirements of this standard as it
- PEHAINS 10 his GEVICET Lo e s et e e rtare st res e reesaeaenr b e nraeres s e sar st nranere

K

1N,

Does this standard include acceptance CHEBTIAT ..o e e e e e ]
if no, include the results of testing in the 510(k).

Does this standard include more than one oplion or selection of tests? .o e ] V]
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 supplementat information sheet (SIS)*7? ..., ] ]
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? ... e
If yes, report these exclusions in the summary report table.

Is there an FDA guldance® that is associated with this Standard? ........c..ccovceveieiieesess e sesssaesan, ] V]
If yes, was the guidance document followed in preparation of this 510k? ..................... 0] ]
Tille of guidance:
! The formatling convention for the tifle is: {SDO] [numeric identifier] cartification bedy involved in conformance assessment to this
{titfe of standard] [date of publication] standard. The summary report includes informatior on all standards
2 Authority [21 U.S.C. 360d], www.fda.govicdrh/stdsprog himl : utilized during the development of the device.
3 hitp:fiwww.accessdata.fda.goviseriptsfedeh/efdocsiofStandards/ * The suppiemental information sheet (SIS) is additional information
search.cim which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:lf;w.rfw.accessdala.fda.govlscnp!slcdrh.’cfdccsfcfStandardsi
{o the device under review (for example, alternative lest methods); . searc c m .
choices made when oplicns or a selection of methods are described; The oniine search fﬂ’_ CORH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.goviedeh/guidance.himt

device; ard the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page i PSC Greghics (301) 143-1050  EF




EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE _
180 7206-1 implants for surgery - Partial and total hip joint prostheses - Part 1 - Classification & designation of dimensions-2008E

CONFORMANCE WITH STANDARD SEGTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All various Vives [no [Jwna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Fives [Ne Mlwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Fives [Fnvoe [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 opticn 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 {o adapt the standard to the davice, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reperting 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, MDD 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




Form Approved: OMB No. 0910-0120; Explrallon Dale: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 5§10(k)s
{To be filled in by applicant)

This répori and the Summary Report Table are to be compleled by the applicant when submitting a 510(k) thal refer-
ences a national or internationat standard. A separate report Is requlred for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
&1 Traditional (1 spacial ] Abbreviated

STANDARD TITLE? )
180 6474-1 Implanis for surgery - Ceramic materials - Part 1: Ceramic materials based on high purity alumaina 2010

Please answer the following questlons Yos  No
Is this standard racognIZod BY FIIA 2T ... iurierrscriessrsisssercssssarsssunsesssasesssssaresssrsssssssiesssasssssassssessesnes 7
FDA ReCogGNION NUIMDEI 3 ...iciriisissiciueiecererar s sesesessessssssamsassasesssssssssssssrensesersessesssesetborbeesobisasas #.8-194

Was a third parly laboratory responsible for testing conformity of the device to this standard Identified .
B8 BT0IKY? 1vvveevureennresesssssnssessssssestisssssssssesssssssmsserassssssssssssmsasessssssssssssssssessssssssssisssnssessssnsensmansons L3 ¥

Is a summary report* describing the extent of conformance of the standard used included in the
BAOKI? voverevevevemeesensssessasatostsessssssnuss ssssassstosessssssessssssesssssssnss seasesssssmsssssssssssssssassssssssssssssssssassnssssemnens g 1)

If no, complete a simmary report table,

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

pertains to this devlce? ........................................... L]
Does this standard Inciticde ACCePaNce CHBIIAT .. irresssssssssessesssissssssserssenssonsssesismissinssiosssns W L]
i no, include the results of testing In the 510{k).

Does this standard include more than one option or selection of tests? ..., [ -
If yes, report options selactad in the summary report table.

Were there any deviatlons or adapiations made in the use of the standard?.................. e 1
If yes, were deviatlons in accordance with the FDA supplemental Information shest (SI8)# 7 .............. [}
Were devlatlons or adaptations made beyond what Is specified In the FDA SIS? ... irecens 1 )
If yas, report these deviations or adaptallons In the summary report table. '

Were there any exclustons from the standard? ... [} vl
If yes, report these exclusions in the summary report table.

Is there an FDA guldance® that is associated with this standard? ... e i/l ]
If yas, was the guldance document followed in preparation of this S10K? ..o Ll ¥

Title of guidance: Guidance document for the preparation of premarket notifications for ceramic ball hip systems fan 10, '95

1 The formatling convantion for the Htle Is: {SDO) fnumerlc ldealifler] carlification body Iavolved in conformance assessment to this
[iHe of standard] [date of publication] standard, The summary reporl includes Informailon on all standards
2 Authorlty [21 U.S.C. 360d), vwavida.govicdehisidsprog.html utilized during the developmant of the devica.
2 hilgiiiwavw.accessdata, da.goviscriptsicdrnfefdocsiciSlandards/ % ‘The supplemental information sheet {815} Is addillonat information
search.clm : which Is necessary belore FDA recognizes the standard, Found at

4 The summary reporl should Inctude: any adaptatio s used o adapt - hllp:thvenaccessdata.fda.goviscriptsicdehioldecs/cfStandards!

fo tne devico under seview (for example, altarnative test methods); search.cfm

choices made when optlons or a selection of methods are describad; 8 The online search for CDRH Guldance Documents can be found at
deviallons from the slandard; requiremenis not applicabla lo the wyrw,fda.govledrhiguidance. himl

device; and the name and address of the lest laboralory or

FORM FDA 3654 (8/07) Page 1 P3¢ Grgkls 0N 401000 EP




EXTENT OF STANDARD CONFORMANGE
SUMMARY.REPORT.TABLE |

STANDARD TITLE . . .
ISO §474-1 Implants for surgery - Ceramic materials - Part 1: Ceramic materials based on high purity alumina 2010

CONFORMANGE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

33 *| Material Properties ' Yes iNo [ NIA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Adaption

DESCRIPTION

Table 1 in‘section 3.3 indicates the chemical composition of alumina based ceramics. Biolox delta does not conform to this,

JUSTIFICATION
Biolox delta is based on alumina with a different chemical composition and meets or exceeds the performance criteris of ISO 6474,

SECTION NUMBER SECTION TITLE CONFORMANCE?

Eves Cine Ina

TYPE OF DEVIATION OR GPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE . _ CONFORMANCE?

Cives Dwno Dhwa

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 nesded under “justification.” Some slandards include options, so simliar to deviations, the oplion chosen needs
to be described and adequalely justified as appropriale for the subject device. Explanation of all deviations or deseription of
options selecled when following a standard Is required under *lype of devialion or opllon selected,” "description” and "justifica-
tlon™ 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 devlalion to adapt the standard 1o the device, or any adaptation of a section,

Paperwork Reductlon Act Statement

Public reporiing burden for this collection of information is estimated to average 1 hour per response, inciuding the

time for reviewing instinctions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimale or any other
aspect of this collection of infouhation, 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 q person is nol reqitived to respond to, a collection of information
unless it displays a currently valid OMB control numbei:

FORM FDA 3654 (9/07) Page 2




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 applican{)

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
V- Traditional

Special

STANDARD TITLE!

IS0 21535 Non-active surgical implants - Joint replacement implants - Specific requirements for hip-joint replacement impl- 2007

Please answer the following questions Yas No
15 this Standard recoGNIZEA BY FDAZZ ..o eeeeeee e reeseese e s s st s s st L] v
FDA RECOGNIION IUIMIDEBE D Lottt et crn e be et e oot et s bbb s b e s e bbb st s b ea b #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
IUENE BAOK)? wovververeereeeteessemeeesssesesssssesaseessesssseseesesesseessesesessas b s s sh bbb bbb bbbt et s b s abe e J

Is a summary report® describing the extent of conformance of the standard used included in the

BTO(KY? cvvvrererevereesessessesssmssssessssesseses s e seseesseeeees e eeeee e ee e eee e eee e s bttt ee b bbbttt L]

If no, complete a summary report table.

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

DEILAINS 10 TS GEVICET oo oo ees e ettt a st a b b et bbb s ebesb b s b en st ns st se st antsaerans !
Does this standard include acceptance criteria? ..., bbb VI (1
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..o, (] V!
If yes, report options selected in the summary report table.
Woere there any deviations or adaptations made in the use of the standard?..........cccceiiiiinn, (] V!
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS)57.............. L] 1
Were deviations or adapiations made beyond what is specified iIn the FDASIS? ... U] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... ] ¥4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ..., ] LZI
If yes, was the guidance document followed in preparation of this B10K? ... e L] ]
Title of guidance:
! The formatling convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[tite of standard] [date of pubiication} standard. The summary report includes information on all standards
2 Authority {21 U.S.C. 360d], www.fda.govicdeh/stdsprag. himl utilized during the development of the device.
3 hitp:/iwww.accessdata. fda.gov/scriptsicdrbicfdocs/cfStandards/ ° The supplemental information sheet (SI8) is additional information
search.cfm whieh is necessary before FDA recognizes the standard. Found at
“ The summary report should include: any adaptations used to adapt http:ll:wfw‘accessdata.fda.govlscnptslcdrhlcfdocslcfstandardsf
to the device under review {for example, allernative test methods); searc c m )
choices made when options or a selection of methods are described; ¢ The enline search for CORH Guidance Documents can be found at
deviations from the standard; requirements rot appticable to the wwwi.fda.govicdrh/guidance. html

device; and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301} £43-1090

EF




EXTENT OF STANDARD CONFORMANCE ;
SUMMARY REPORTTABLE

STANDARD TITLE
130 21535 Non-active surgical iniplants - Joint replacement implants - Specific requirements for hip-joint replacement impl- 2007

CONFORMANGE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all sections Yes [ INe []Nma

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Mves [INoe Mlwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Flves [ino Elwwa

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
Rockvilte, 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. 0810-0120; 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!

1SO 21534 Non-active surgical implants - Joint replacement implants - Particular requirements - 2007

Please answer the following questions Yes No
IS this standard recogized BY FIAZZ ....oiireieireeiesvessssssestesessesesss s esssesssessnssnssses et ssssasassansens Ld il
FDA Reacognition number® ........... e et ee e e ee et e se et #

Was a third party laboratory responsible for testing conformity of the device {o this standard identified
I ERE BAOIK)? oo ressb e et sb e et et se s as e s s s s e s e s ans e e be st s et ses S e e bRt ae i -

Is a summary report? describing the extent of conformance of the standard used included in the

BAO(K)? - vveeee e seeeeeeeeeeee e s asres bt s sttt s b s s RS eR e SRR RS R R e et e Rt ee AR as et st et I v

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 10 this deVICe? ... e e [
Does this standard include acceptance CriteriaT ... e e /) ]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., ] [/
If yes, report oplions selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ... ] V4
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS)°7 .............. L] []
Were deviations or adaptations made beyond what is specified in the FDA SIS? .......cocoverinnivenvinnes L] []
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the SEaNAArd? ............co.oeiiirioe i ssoneeereesecns s s ecsesss e saesseses ] V]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated with this standard? ... L]
If yes, was the guidance document followed in preparation of this 510K? ... (]

O

Title of guidance:

" The formatting convention for the title is: [SDO] [numeric identifier} certification bedy involved in conformance assessment to this
[titte 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. htmi utilized during the development of the device.
3 http:/iwww.accessdata. fda.goviseriptsicdehicidocs/ciStandards! ® The supplementat infarmation sheet (SI8) is additional information
saarch.efm which is necessary before FDA recognizes the standard. Found at
hitp:/ivww.accessdata.fda.gov/scriptsicdriefdocs/cfStandards/

4 The summary report shouid include: any adaptations used to adapt

to the device under review (for example, alternative test mathads); . Seamh'f:fm .
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.himl

device; and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Grephics (301} 1831090 EF




EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORTTABLE -

STANDARD TITLE
1SO 21534 Non-active surgical implants - Joint replacement implants - Particular requirements - 2007

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all sections Flves [lno [1mna

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

D Yes ﬁ No EI NIA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION HITLE CONFORMANCE?

{j Yes E{ No [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 simitar 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 {S138), 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, {o:

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

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

FORM FDA 3654 (9/07) Page 2




}

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

Department of Heaith 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 submitling 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!

180 14971 Medical Devices - Application of risk management to medical devices - 2007

Please answer the following questions ' Yes No
Is this standard recognized BY FDAZ? e et e e e ] L]
FDA Recognition NUIMDET™ ... ... et s rs et e s res ete e e se e sr e sas sreensesarasnssnesuesanesussaness #9540

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

IENE BAO(K)? covvvvererierieseriesisei s s eesessssssescssssssesse s ses b isssesse s s essessessessessasssssssaransasassebesssassasea s s ebans ] V]

Is @ summary report* describing the extent of conformance of the standard used Included in the

BAO(KY? vevvevsevasressosiasccssessessebasssessssssansses sesssaseses s asssssesessassansanssssanssnsssesseassacesesseansansansen s b bantansamaasesnes (] ]

If no, complete a summary report table.

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

PEFLAINS 10 thiS ABVICE? .vvveveeeeeeeeeeseseest st e sesee et sesers s b st ee et ssaees sbsbens s ba b s et sarsartsas s e et sneeasssnrrassas M ]
Does this standard include acCeptance CrIEIHAT ......cc.ccceceeuiereeeesresissesesseress s cerssss s seessssenssssensssesns ] ¥
If no, include the results of testing In the 510(k).
Does this standard include more than one option or selection of tests? ... L] (V]
if yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ... L] V]
if yes, were deviations in accordance with the FDA supplemental information sheet (81S)%7? .............. [ O
Were deviations or adaptations made beyond what is specified inthe FDA SIS7 ..., L] ]
if yes, report these deviations or adaptations in the summary repart table.
Were there any exclusions from the standard? ............cccceenoeerionoine e srss s Ll V1
if yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this Standard? ..........ceeeeeeeeesriessienseerssinssse s e L] [/
if yes, was the guidance document followed in preparation of this 510K7 ..o L] ]
Title of guidance:
1 The formatting convention for the title is; [SDO] [numeric identifier] certification bedy involved in conformance assessmant to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.5.C. 360d], www.fda.govicdrhistdsprog.html utilized during the davelopmant of the device.
3 hitp:/hwww.accessdata.fda.goviscriptsicdrhicidocs/eiStandards/ % The supplementat information sheet (SIS} is additionat information
search.cfm which is necessary before FDA recognizes the standard. Found at
+The summary reporl should include: any adaptations used to adapt http:h’;w:fw.accessdata.fda.goviscrlptslcdrhicfducslcfSiandardsl
to the device under review (for example, alternative test methods); searc C m )
choices made when options or a selection of methods are describad; ? The online search for CDRH Guidance Documents can be found at
deviations from the standard; requiremenis not applicable to the www.fda.gevicdrh/guidance.himl

device; and the nanme and address of the lest laboralory or

FORM FDA 3654 (9/07) Page 1 PSC Grapis (301) 143-1080  EF




EXTENT OF STANDARD CONFORMANCE -
 SUMMARY REPORT TABLE

STANDARD TITLE :
ISO 14971 Medical Devices - Application of risk management to medical devices - 2007

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TiTLE CONFORMANCE?
all sections Mives [InNo [Ina

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

f:j Yes {:J No [ dnma

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves Elno Elna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness fist 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 (SI3), 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 | 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 Radiclogical Health
1350 Piccard Drive
Rockvilte, MD 20850

An agency may not coniduct 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




»

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 {7} special { ] Abbreviated

STANDARD TITLE!

1SO 14630 Non-active surgical implants - General requirements - 2008

Please answer the following questions Yas No
Is this standard recognized DY FDAZ? b et e e (] ]
FDA Recognition NUMDEr . ... et e sn et st s :. ........................... # 11-208 —

Was a third party laboratory responsible for testing conformity of the device to this standard identified
T ENE BTO(K)? cvvereeevtetssesssessesaes s stses s s tn s sesee s ss e samsassesens s e eb s s b s s st b e st b st s s et s ansre e il v}

Is & summary report* describing the extent of conformance of the standard used included in the

BADLKY? +o v ve e eseeeeeeeseemsesssesesessss et et s s s s s e e e e eem s smes s e seeeseeseeeshee e b ene b e it a A bt R L] v

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 to this deVICE? ..o i b e e O
Does this standard include acceptance CHIEIAT ...oooov oot Eas et be s e ¥l 1
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..o, L] Wl
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ..........cc..coo e ] 4
If yes, were deviations in accordance with the FDA supplemental information sheet (S1S)57 .............. L] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ......ccvvreieverinsienns L] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ..o ] ¥
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard?............. (] ]
If yes, was the guidance document followed in preparation of this 510K? ... [l L]
Title of guidance:
' The formatting cenvention for the title is: [SDO] {aumeric identifier] certification body invoived in conformance assessment to this
ftitle of standard] [date of publication] standard. The summary report inciudes information on ali standards
2 Authority [21 U.8.C. 360d}, www.fda.govicdrhisidspreg.himl utilized during 1he development of the device.
3 hitp:ffwww. accessdata fda.gov/scripisfedrn/cfdocs/cfStandards/ ¥ The supplemental information sheet (SIS} is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
3 The summary report should include: any adaptations used to adapt hllp:llr\:rwfw.accessdala.fda.gov!scnptslcdrhlcfdccsfcfstandardsf
to the device under review {for example, aiternative test methods); searc C m )
choices made when aplions or a selection of methods are described; ® The anline search for CORH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.govicdrhiguidance.himl

device; and the name and address of the {est laboralory or

FORM FDA 3654 (9/07} Page 1 PSC Graphics 1301) §13-1080  EF




. EXTENT OF STANDARD CONFORMANCE .
‘SUMMARY REPORT TABLE '

STANDARD TITLE
1SO 14630 Non-active surgical implants - General requirements - 2008

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all except as noted MiYes [ONe Lina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

9.3.1 Products shipped nonsterile Fives [TiNo Mlwm

TYPE OF DEVIATION OR OPTION SELECTED*

no non-sterile implants

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

E]Yes fj No E] N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness fist 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 opticn 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 cotlection 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
1356 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 3854 (9/07) Page 2




t

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

Department of Health and Muman Services
Foecd 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 slandard. A separate report Is required for each standard referenced in the 510(k).

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

STANDARD TITLE!
ISO 11737-2 Sterilization of medical devices-Microbiological methods-Part 2: Test of sterility performed in the... - 2009

Please answer the following questions , Yes No
Is this standard recognized BY FDAZ? ..o essesreses s ssss s e as s st s ssnasbntssns 1 ¥l
FDA Recognition FITIDEED it ae s ses et s bs e ber s r e s s b e e s saes b be b be s earb e b b eaee s saReib bt e sann s neane #_

Was a third party laboratary responsible for testing conformity of the device to this standard identified
I @ BTOMK)? ovvoreersevviesesscases s risss e bs s s s sr s 81 bbbt st b et st a bbb e et bae s e 1 L]

Is a summary report? describing the extent of conformance of the standard used included in the

BAOUK)? coorreuririees e eesesseae i st et st e s s bbb st st e b st etk s s b b b e ra s e b b bA et e et bt b et ae bbb et e [l

If no, complete a summary report table.

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

DEIAINS 10 TS UBVICET <.veveviieriis s ereasisisetsnes s anas et ssesestsarasstsasssessassossesessssessasssesassassssesessessosssssros [l
Does this standard include acceplance CIIEEHa? .. e V] L1
If no, include the resulis of testing in the 510(k).
Does this standard include more than one option or selection ofests? ..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? ... (] ¥
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)*?.............. il [
Were deviations or adapiations made beyond what is specified in the FDA SIS? ..., ] L]
If yas, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StaNAArd? ..........cc.ccuveeieeriei e eeeeeee e eeeevss et es s s ] v
if yes, report these exclusions in the summary report table.
is there an FDA guidance® that Is associated with this standard? .......c.ccocvveeier e ] (]
if yes, was the guidance document followed in preparation of this 510K? ... £ (]
Title of guidanca:
1 The formalting convention for the title is: [SDO] {numeric identifier] certification body involved in conformance assessment io this
ftitle of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [2% U.S.C. 3604}, www.fda.govicdrh/stdsprog. hirml utilized during the development of the device.
3 pttp:/fvww.accessdata.fda.goviscriptsicdrh/cfdocs/cfStandards/ ® The supplementat information sheet (515} is additional informatien
search.cfm - which is necessary befere FDA recognizes the siandard. Found at
4 The summary report should include: any adaptations used to adapt http:ﬂ:'wfw.accessdala.fda.gev.’scnp!slcdrh.’cfdocslcfS!andardsl
{o the device under review (for example, aiternative test methods), searc 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 1o the www.ida.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) H3-1030  EF




EXTENT OF STANDARD CONFORMANCE
" "SUMMARY REPORTTABLE

STANDARD TITLE
IS0 11737-2 Sterilization of medical devices-Microbiological methods-Part 2: Test of sterility performed in the... - 2009

—————

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
alt various Flves [InNo [ ]na

TYPE OF DEVIATION QR CPTION SELECTEDY

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Clves [Mino [TInua

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

(tes ﬁNo E]NIA

TYPE OF DEVIATION OR OPTION SELECTED *

BESCRIPTION

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 adeguately 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 I hour per response, including the
tirme 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
Rockvilie, MD 20850

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

FORM FDA 3654 {9/07) Page 2




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

STAN

Department of Health and Human Services

Food and Drug Administration

DARDS 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
I/} Traditional

[] special (] Abbreviated

STANDARD TITLE!

IS0 11737-2 Sterilization of medical devices-Microbiological methods-Part 2: Test of sterility performed in the... - 1998

{litte of slandasd] [date of pubticaticn]

search.cfm

2 Authority [21 ULB.C. 360d}, www.fda.govicdrhistdsprog.himi
3 httpi/ivww.accessdata fda.gov/scripts/cdrn/cfdacs/cfStandards/

4 The summary report should include: any adaptations used to adapt
{o the device under review {for example, allernative test metheds);
choices made when oplions or a selection of methods are described;
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.htmi
device; and the name and address of 1he test laboratory or

Please answer the following questions Yes No
Is this standard recognized DY FDAZ? ... et st e e es s es nsasessassene st sravesns vl (1
FDA Recognition NUIMDET? (... it st e b bbb as b se b st e e g 14-54
Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE SHO(K)7 ovvuvvereresisesseeseiis st e se e eees e et eeseeaees s et e ere b et st e ms s n s et st s eeeeme e s enreneseaenn e erene ]
Is a summary report? describing the extent of conformance of the standard used Included in the
BAOKYT - veeveriversrneesisessessessssas e essees e saessesses s es s ts s s s s s st Rt bbbttt et en e ee et en e s ncrnran 4
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
DEHEAINS 0 TS ABVICET ovvnviisiitieireee e et eeeee oot eeee et s st sesreerasessetstre et sssas s assesnmasss e s et sansesansens (]
Does this standard include acceptance CHtEMAT ......c.ccciiviiriraimirairie e cissr s e e sss e eesenseraes V] 1
H no, include the results of testing in the 510(k).
Does this standard include more than one option or selection 0f testS7 ......cv.iciveveeeeveceeeeereeese s, ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ..., [} ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. L] ]
Were deviations or adaptations made beyond what is specified in the FDASIS? ..o, il [
If yes, report these deviations or adapialions in the summary report table.
Were there any exclusions rom the SEANAAIA? ............ceceeieiee et es s escosetsesse e ] i
If yes, report these exclusions in the summary report table,
is there an FDA guidance® that is associated with this Standard? ... L] ¥
If yes, was the guidance document followed in preparation of this 510K? ............c.coveverevresieieenseeen. (] ]
Title of guidance:

* The formatting convention for the title is: [SDOJ numeric identifier] certification body involved in conformance assessment to this

standard. The summary reperi includes information on all standards

utilized during the davelopment of the device.

5 The suppiementat intormation sheet (SIS) is additional information

which is necessary before FDA recognizes the standard. Found at

search.cfm

http:/fwww.accessdata.fda.gov/scriptsfcdrhicfdocs/cfStandards/

& The online search for CDRH Guidance Documents can be found at

FORM FDA 3654 (9/07)

Page 1

FSC Graphics (301) 443-1690

EF




EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE '

STANDARD TITLE
ISO 11737-2 Sterilization of medical devices-Microbiological methods-Part 2: Test of sterility performed in the... - 1998

CONFORMANCE WiTH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
all various Vives [INo [_]nNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Tves [TInNo [ina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE . CONFORMANCE?

Mlves Fine [wa

TYPE OF DEVIATION CR OPTION SELECTED *

BESCRIPTION

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 sefected 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 supplemeantal
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 1ot reguired to respond to, a colflection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2




Farm Approved: OMB No. 0910-0120; Expiralion Date: 8/31/10

Department of Health and Human Services
Food and Brug 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
&) Traditicnal ] special [ Abbreviated

STANDARD TITLE!

ISO 11607-1 Packaging for terminally sterilized medical devices-Part 1: Requirements for materials...packaging systems 2006

Please answer the following questions Yes No
Is this standard recognized BY FDAZ? ... eeeeeeesieeceessess s csessetsess st beeseese et eseesveeeseseeese e Vi
FDA Recognition NUIMBIET S . s se st s sbeas s ves e bt bbb et e b eees teeee et et e sasaneanenanns # 14-193

Was a third party laboratory responsible for testing conformity of the device 1o this standard identified
T ENE BTOKY? 1voveviivemsiee s sient s ses et s e e seses st s st et seeas st b e sen b et st ettt eas bt s st s et eme et eeeeeesen e meeen M ]

Is a summary report? describing the extent of conformance of the standard used included in the

BAOK)? . vvvvvrvssvcvessssssssrssasssssssasssesssnrs s sees s sesessas s st s sss s st s e b1 et eeeee e ee e seeesreeer e Y

If no, complete a summary report {able,

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

Pertaings to thisS HBVICET ...viiiiiiiiiciciiies e e s e s e s se e s b e s e eske e te et basaeatesesvanteseneseneannesseanean -
Does this standard include accepltance CrETAT .......ccooviiivivi ettt ee e eeee v e vaeeeerreon v/ (]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of teSts? .......iec.rveeee oo M i
If ves, report options selected in the summary repori table,
Were there any deviations or adaptations made in the use of the standard? .........cceeccvececenee e, L1 i
if yes, were deviations in accordance with the FDA supplemental information sheet (S1S)57.....v.e. ] ]
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Orthopedics

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - W066-G6095200
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re:  Premarket Traditional $10(k) Notification of intention to market the Biolox® delta ceramic
femoral heads with Consensus Orthopedics hip systems

Dear Sir/Madam:

Consensus Orthopedics is submitting a Traditional Premarket 510(k) application at least 90 days prior to
marketing of their new device: Biolox® delfa ceramic heads for use with Consensus hip systems.

The Consensus® Hip System, the TaperSet™ Hip System, and the Unisyn™ Hip System are total hip
prostheses designed to replace a single component, or entire system, of a primary or previous revision
total hip arthroplasty. The Biolox delta femoral head is designed to be used as a component in a total hip
system, The hip systems currently offered by Consensus Orthopedics are cleared for use with CoCr and
Zirconia femoral heads.

Design and Use of the Biolox® delfa ceramic heads for use with Consensus hip systems:

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 Subpart C)?

i

Does the device contain components derived from a tissue of 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?

Does the device contain a biologic?

Doe the device use software?

Does the submission include clinical information?

Is the device implanted? X

T I E Ea E

Does the device contain a drog?

For any questions regarding this submission please contact me at 916-355-7156.
Sincerely,

Ay

Maithew M. Hull, RAC
QS & RA Director
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1. INDICATIONS FOR USE STATEMENT

510(k) Number (if known)

Device Name: BIOLOX® delta Ceramic Femoral Heads (w/ Consensus hip systems)

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus components per the appropriate system
specific indications.

The general indications for use are:

A,

mEOe W

Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic
arthritis.

Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis conversion, coxa
magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications.

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

{PLEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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2. 510(k) SUMMARY

Sponsor Name: Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762

510(k) Contact: Matthew M. Hull, RAC
Phone: (916) 355-7156/ Fax: (916) 355-7150
mhull@consensusortho.com

Date Prepared: 24 February, 2011

Trade Name: Consensus® Hip System, Unisyn Hip System, TaperSet™ Hip
System

Common Name: Porous-coated hip prostheses for uncemented use
Non-porous coated hip prostheses for uncemented or cemented
use

Classification Name:  Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis is a Class II device per 21 CFR
888.3358 (Product Code LPH).
Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis is a Class I device per 21
CFR 888.3353 (Product Code LZO).

Device Description:

The Consensus hip systems are semi-constrained, hip prosthesis designed for either
primary or revision hip surgery. They include the Consensus”® Hip System (CHS), the
Unisyn™ Hip System, and the TaperSet™ Hip System (THS). All three hip systems
utilize the exact same 12/14 Morse taper trunnion. These hip stems are compatible with
previously cleared CoCr heads, zirconia heads, unipolar heads, bipolar heads, UHMWPE
inserts and acetabular cups.

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus components per the appropriate system
specific indications.

The indications for use are:

A. Significantly impaired joinis resulting from rheumatoid, osteo, and post-traumatic
arthritis.

B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

C. Proximal femoral fractures.
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D. Avascular necrosis of the femoral head.

E. Non-union of proximal femoral neck fractures.

F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa
magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications.

Substantial Equivalence:

Technological Characteristics/Substantial Equivalence:

The Consensus hip systems are similar to the predicate Aesculap system in basic design
and indications. The predicate Aesculap stems and heads were cleared for use with the
Consensus CS2 Acetabular Cup System under K081973. Zirconia ceramic femoral heads
were previously cleared with CHS, Unisyn, and THS under various 510(k) submissions.
The subject Biolox delfa ceramic femoral heads were cleared for use with the predicate
Aesculap hip systems under K082991. Based on the material, characterization data,
geometry and mechanical testing, use of the Biolox delta femoral head with the
Consensus hip systems is substantially equivalent to legally marketed predicates.

Legally Marketed Devices to which Substantial Equivalence is claimed:

K935193 (U.S. Medical Products) Consensus' Hip System — Porous Coated Titanium Femoral
Stem

K935453 (U.S. Medical Products) CONSENSUS(TM) HIP SYSTEM-HA COATED
TITANIUM FEMORAL STEM

K933499 (U.S. Medical Products) CONSENSUS HIP SYSTEM- NON-POROUS TITANIUM
FEMORAL STEM K922561 (U.S. Medical Products) CONSENSUS(TM) TOTAL HIP
SYSTEM

K070061 (Hayes Medical, Inc.) Consensus Hip System 36 mm CoCr Femoral Head

K953792 (U.S. Medical Products) CONSENSUS ZIRCONIA HEAD SIZE -3.5, 0, +5
K955386 (U.S. Medical Products) CONSENSUS ZIRCONIA FEMORAL HEAD

K960339 (U.S. Medical Products) CONSENSUS 22MM COCRMO FEMORAL HEAD
K960156 (U.S. Medical Products) CONSENSUS 32MM COCRMO FEMORAL HEAD
K960151(1.S. Medical Products) CONSENSUS 26MM COCRMO FEMORAL HEAD
K060635 (Hayes Medical, Inc.) Consensus Total Hip System, Acetabular Cup

K021466 (Hayes Medical, Inc.) CONSENSUS ACETABULAR INSERT, CROSS-LINKED
POLYETHYLENE

K020153 (Hayes Medical, Inc.) CONSENSUS ACETABLAR SHELL, TI COATED
K953198 (Hayes Medical, Inc.) CORTICELLOUS BONE SCREW

K 100933 (Consensus) Consensus Acetabular insert, CS2 Plus

K030151 (Hayes Medical, Inc.) CONSENSUS HIP SYSTEM, UNISYN HIP SYSTEM

K 102399 {Consensus) TaperSet Hip System

K081973 (Aesculap) Consensus Acetabular Cups for use with Aescualp Excia and Metha Hip
Systems

K082991 (Aesculap) Biolox Delta Ceramic Femoral Head
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Non-Clinical Performance Data:

o All required testing per “Guidance Document for the Preparation of Premarket
Notifications of Ceramic Ball Hip Systems” were performed.

o Component testing of BIOLOX forte ball head 28-12/14 L on titanium test tapers
per CeramTec AG test procedure VA 02 04 4129, ISO 7206-10.

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

Clinical Performance Data:
No clinical studies were performed.




3. TRUTHFUL AND ACCURATE STATEMENT

I certify that, in my capacity as QS & RA Director at Consensus Orthopedics, Inc. I
believe to the best of my knowledge, that all data and information submitted in this
510(k) premarket notification are truthful and accurate and that no material fact has been
omitted.

Yt

24 February 2011




4. EXECUTIVE SUMMARY

Device Description:

BIOLOX® delta Ceramic Ball Heads are femoral heads for use with the CONSENSUS®
HIP SYSTEM, TAPERSET™ HIP SYSTEM, or the UNISYN™ HIP SYSTEM from
Consensus Orthopedics, Inc. BIOLOX® delta femoral heads are fabricated from an
alumina matrix composite (AlO3, ZrO,, ISO 6474), are highly polished, and are
available in diameters of 28, 32 and 36mm with a range of offsets to accommodate
various patient anatomies.

All three hip systems from Consensus Orthopedics utilize Ti-6Al-4V. Additionally, all
three hips utilize the exact same 12/14 morse taper trunion design.

Indications for Use:

The Consensus hip systems are designed for total or partial hip arthroplasty and are only
intended to be used with compatible Consensus components per the appropriate system
specific indications.

The general indications for use are:

A, Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic

arthritis.

B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

C. Proximal femoral fractures.

D. Avascular necrosis of the femoral head.

E. Non-union of proximal femoral neck fractures,

F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa

magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the
system specific indications.

Device Comparison:

The BIOLOX® delta ceramic femoral head component is substantially equivalent to the
Acsculap BIOLOX® delta ceramic femoral head regarding their indications for use,
technology, and performance (Table 4.1).




Table 4.1: Device Comparison.

Consensus Consensus Aesculap Aesculap Excia
BIOLOX® Zirconia BIOLOX® and Metha Hip

delta Femoral Femoral Head delta Ceramic Systems w/

Head {K953792, Femoral Head Consensus
{subject device) K030151) (K082991) Acetabular Cup

: (K081973)

Intended Use Per compatible | Per compatible Per compatible Per compatible

THA system THA system THA system THA system

Modular Head,
primary and

Yes, cementless

Yes, cementless

Yes, cementless

Yes, cementless

revision THA
Compatible UniSyn Hip Consensus Hip Excia Excia
Components (K003649), (K935193), (K042344), (K042344),
Consensus Hip UniSyn Hip Metha Metha
(K935193), (K003649) (K071916) (K071916),
TaperSet Hip TaperSet Hip Consensus
(K.102399), (K102399) Acetabular Cup
Consensus (K020153)
Acetabular Cup
(K020153)
Design
Taper Design 12/14 12/14 12/14 12/14
Head Diameters 28-36mm 28-36mm* 28-36mm 28-36mm
Head Size & 28: -3.5, -+0, +3.5 28:-3.5, 0, +5 28:-3.5, -+0,43.5
Offsets 32:-4, 40, +4, +7 | 32:-3.5, 40,45 | 32:-d, 40, +4, +7 N/A
36: -4, 40, +4, +8 36: *(CoCr only) 36: -4, +0, 4, +8
Materials BIOLOX® delia Zirconia BIOLOX® delta CoCr
Head 72-75% ALO; 1SO 13356 72-75% ALO, ASTM F1537
24-26% ZrOs 24-26% Zr0;
Stem Trunion Ti-6Al-4Y Ti-6A1-4V Ti-0A1-4V Ti-6Al-4V
Packaging and
Sterilization
Packaging Peelable Tyvek® | Peelable Tyvek®
pouches (1073B pouches (1073B
Tyvek® Raw/48ga | Tyvek® Raw/48ga
PTE-polyester PTE-polyester film
film coated with coated with low-
low-density density
polyethylene), polyethylene), N/A N/A
double pouched, double pouched, in
in a cardboard a cardboard box,
box, with foam with foam inserts,
inserts, and tamper | and tamper
resistant outer resistant outer
labels. labels.
Sterilization Ethylene oxide Ethylene oxide Ethylene oxide Ethylene oxide
SAL 10° 10° 10° 10




Performance Testing:




5. DEVICE DESCRIPTION

General Description:
BIOLOX® delta Ceramic Rall Heads are femoral heads for use with the CONSENSUS®
HIP SYSTEM, TAPERSET™ HIP SYSTEM, or the UNISYNT™ HIP SYSTEM from

Consensus Orthopedics, Inc.

BIOLOX® delta Femoral Heads

BIOLOX® delta femoral head components are fabricated from an alumina matrix
composite (A03, Zr0;, ISO 6474). All fermoral heads are highly polished and available
in multiple neck lengths and head diameters including 28, 32 and 36mm.

Stems

The femoral stem components that are compatible with BIOLOX® delta femoral head
components are manufactured from wrought titanium alloy (Ti6Al4V ELI, ASTM F136)
or forged titanium allow (Ti6A14V ELI, ASTM F620). Femoral stems are available in a
variety of sizes to accommodate variations in patient anatomy.

Cup

BIOLOX® delta femoral head components are compatible with the Consensus
Acetabular Cup System, The Consensus” Acetabular Cup System is composed of an
acetabular shell manufactured from wrought titanium alloy (Ti-6Al-4V ELI, ASTM F620
or F136) with a porous coating of commercially pure titanium beads (CP Ti ASTM F67),
and an acetabular insert manufactured from either ultra-high molecular weight
polyethylene (UHMWPE, ASTM F648) or highly cross linked polyethylene (UHMWPE,
ASTM F648), and features a titanium alloy X-ray marker (Ti 6Al-4V ELI, ASTM F136).
The Consensus® Acetabular Cup System is also cleared for use with previous ceramic
and CoCr femoral heads.

B

Table 5.1: BIOLOX® delta femoral heads patient contacting components included in this
510(k) submission and their respective materials. Each of these components will come in
contact with the patient for a protracted period of time and are considered “long-term”
implants. The materials of which they are comprised have all been used extensively in
predicate devices and are deemed biocompatible.

Component I\%aterial Material Standard
Femoral Head BIOLOXZdef!a (A1203, 1ISO 6474
r02)
Wrought Ti-6Al-4V ELI
. . ASTM F136
Stem Components Forged Ti-6A1-4V ELI ASTM F620
AcefabU;z‘S'frt*‘P Wrought Ti-6A1-4V ASTM F1472
o UHMWPE (HC) ASTM F648
CP Ti (beads) ASTM F67

- Porous Coating




Table 5.2: BIOLOX® delta femoral heads component sizing.

Size [mm] Offsets [mm]
28 -3.5,0,+3.5
32 -4,0,0, +4.0,+7.0
36 . -4.0,0,+4.0,+8.0

Table 5.3: The trial heads are the only instruments associated with the addition of the
Biolox delta heads, these are considered class [ manual surgical instruments as identified
below. The materials from which they are manufactured have alf been used extensively in
similar devices and are safe for patient contact.

Instrument Type Material Standard Product Code
- . ASTM D6778;
Trial Spacer Acetal Copolymer; 17-4 §§ ASTM A564 HWT
Drawings

Refer to Attachment I for drawings and dimensions of the smallest and largest sizes of
each BIOLOX® delfa component.

Catalog Numbers
Refer to Attachment I for a listing of catalog numbers of all BIOLOX® delta

components,

Product Specific Standards

Refer to Attachment III for a list of standards to which Consensus Orthopedics claims
compliance (either fully or partially) for this submission. Standards pertain to the general
system requirements, materials, biocompatibility, sterility, packaging, labeling, and
testing of BIOLOX® delta femoral heads.

10




6. SUBSTANTIAL EQUIVALENCE DISCUSSION

The Biolox delta ceramic heads for use with the stems (TaperSet, CHS, and UniSyn) and
acetabular cup (C82) manufactured by Consensus Orthopedics, Inc. are substantially
equivalent to the Biolox delta heads approved for use with the Excia and Metha stems
from Aesculap Implant Systems. Additionally the Excia and Metha hip systems were
cleared for use with the Consensus CS2 acetabular cup system. Refer to Attachment IV
for predicate device information and labeling.

The same 12/14 femoral stem trunnion is used in all of the Consensus systems and is
substantially equivalent to the 12/14 stem used by Aesculap. The following table details

the comparison:

Consensus Consensus Aesculap Aesculap Excia
BIOLOX® Zirconia BIOLOX® and Metha Hip
delta Femoral Femoral Head delta Ceramic Systems w/
Head (K953792, Femoral Head Consensus
(subject device) K030151) (K082991) Acetabular Cup
(K081973)
Intended Use Per compatible Per compatible Per compatible Per compatible
THA system THA system THA system THA system

Modular Head,
primary and

Yes, cementless

Yes, cementless

Yes, cementless

Yes, cementless

revision THA
Compatible UniSyn Hip Consensus Hip Excia Excia
Components (K003649), (K935193), (K042344), (K042344),
Consensus Hip UniSyn Hip Metha Metha
(K935193), (K003649) (K071916) {(K071916),
TaperSet Hip TaperSet Hip Consensus
(K102399), (K102399) Acetabular Cup
Consensus {K0620153)
Acetabutar Cup
(K020153)
Design
Taper Design 12/14 12/14 12/14 12/14
Head Diameters 28-36mm 28-36mm?* 28-36mm 28-36mm
Head Size & 28:-3.5,-+0,+3.5 28:-3.5, 40, +35 28:-3.5, -+0, +3.5
Offsets 32:-4, 0, +4,+7 | 32:-3.5, 40, +5 | 32:-4, —+0, +4, +7 N/A
36: -4, +0, +4, +8 36: *(CoCr only) 36: -4, -+0, +4, +8
Materials BIOLOX® delta|  Zirconia BIOLOX® delta CoCr
Head 72-75% Al;Os 1SO 13356 72-75% ALO; ASTM F1537
24-26% Zr0; 24-26% ZrO;
Stem Trunion Ti-6A1-4V Ti-6A1-4V Ti-6Al-4V Ti-6Al-4V
Packaging and
Sterilization
Packaging Peelable Tyvek® | Peelable Tyvek®
pouches {1073B pouches (1073B
Tyvek® Raw/48ga | Tyvek® Raw/48ga N/A N/A

PTE-polyester
film coated with

PTE-polyester film
coated with low-

11




1 low-density

{ polyethylene),
double pouched,
in a cardboard
box, with foam
inserts, and tamper
resistant outer
labels,

7
i
f
i

density
polyethylene),
double pouched, in
a cardboard box,
with foam inserts,
and tamper
resistant outer
labels.

Performance Specifications and Testing:




Conclusions

Overall, ceramic femoral head components are widely used in total hip arthroplasty and
have as good or improved performance when compared with cobalt chrome femoral
heads.
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7. PROPOSED LABELING

Proposed labeling including sample package labeling, package drawings, and the
Instructions for Use (IFU) are enclosed (Attachments V, VI, and VII). Package labeling is
provided for the smallest and largest sizes of each component.
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8. STERILIZATION AND SHELF LIFE

No changes have been made to the packaging method, sterilization technique or the shelf
life of the BIOLOX® delta Femoral Head when compared with the Consensus® Hip
System. All sterilization techniques are designed to achieve 10 SAL.

9. BIOCOMPATIBILITY

The BIOLOX® delra Femoral Head uses the same materials as the currently marketed
Consensus® Hip System and the Aesculap BIOLOX® delta Femoral Head.

10, ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY

No electronic components are included in the BIOLOX® delta Femoral Head.
The following precautionary statement will appear in the Instructions for Use document:

“The CONSENSUS® and the TAPERSET™ hip system is MR Unsafe per ASTM F2503
as it has not been evaluated for safety in the MR environment. Patients should register
their implant information with the MedicAlert Froundation (www.medicalert.org), or
equivalent organization.”
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11. PERFORMANCE TESTING







12, ATTACHMENTS
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Attachment I —~ Engineering Drawings
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Attachment IT — Product Catalog Numbers

Catalog Number Name Head Size Offset
(mm) (mm)
0005-0-2801 BIOLOX® defta Femoral Head 28 -3.5
0005-0-2802 BIOLOX® delta Femoral Head 28 0
0005-0-2803 BIOLOX® delta Femoral Head 28 +3.5
0005-0-3201 BIOLOX® defta Femoral Head 32 -4
0005-0-3202 BIOLOX® delta Femoral Head 32 0
0005-0-3203 BIOLOX® defta Femoral Head 32 +4
0005-0-3204 BIOLOX® delfa Femoral Head 32 +7
0005-0-3601 BIOLOX® delta Femoral Head 36 -4
0005-0-3602 BIOLOX® delta Femoral Head 36 0
0005-0-3603 BIOLOX? delta Femoral Head 36 +4
0808-2-3201 Trial, Femoral Head, Biolox Delta 32 -4
0908-2-3203 Trial, Femoral Head, Biolox Delta 32 +4
0908-2-3204 Trial, Femoral Head, Biolox Delta 32 +7
0908-2-3601 Trial, Femoral Head, Biolox Delta 36 -4
0908-2-3603 Trial, Femoral Head, Biolox Delta 36 +4
0908-2-3604 Trial, Femoral Head, Biolox Deita 36 +8

24




Attachment III — Product Specific Standards
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Consensus Orthopedics, Inc.
BIOLOX® delta Ceramic Femoral Heads

510(k) Submission

PRODUCT SPECIFIC STANDARDS

General System

1SO 14971:2007 Medical Devices - Application of risk management to medical devices

150 14630:2008 Non-active surgical implants, General requirements

150 21534:2007 Non-active surgical implants - Joint replacement implants - Particular
requirements

18O 21535:2007 Non-active surgical implants - Joint replacement implants - Specific
requirements for hip-joint replacement implants

IS0 7206-1:2008(E) Implants for surgery - Partial and total hip joint prostheses - Part 1:
Classification and designation of dimensions

Materials
Femoral Head :
ISO 6474-1:2010 Implants for surgery — Ceramic materials - Part 1: Ceramic materials based
_ on high purity alumina
Biocompatibility
1SO 10993-1:2003&2009  Biological Evaluation of Medical Devices - Part 1: Evaluation and
testing
ISO 10993-7:2008  Biological Evaluation of Medical Devices - Part 7: Ethylene oxide
sterilization residuals

Sterility
ISO 11135-1:2007  Medical devices - Validation and routine contro! of ethylene oxide
sterilization
ISO 11737-1:2006  Sterilization of medical devices - Microbiological methods -- Part 1:
Determination of a population of microorganisms on products
ISO 11737-2:1998&2009 Sterilization of medical devices — Microbiological methods — Part 2:
Test of sterility performed in the validation of a sterilization process

Packaging / Labeling
ISO 11607-1:2006  Packaging for terminally sterilized medical devices - Part 1: Requirements
for materials, sterile barrier systems and packaging systems

Testing

Stem

I1SO 7206-10:2003  Implants for surgery - Partial and total hip joint prostheses - Part 10:
Determination of resistance to static load of modular femoral heads




Attachment IV — Predicate Device Information and Labeling
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Austin, TX 78727

William N Thompson
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Expedited Review

Orthopedic
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ATTACHMENT 8

Summary of Safety and Effectiveness
510(k) SUMMARY

- US MEDICAL PRODUCTS, INC.
CONSENSUS® ZIRCONIA FEMORAL HEAD

US Medical Products, Inc. William N. Thompson, Director
12201 Technology Blvd. Quality Assurance and Regulatory Affairs
Suite 100 Voice (512) 257-4835
Austin, Texas 78727 Fax (512) 257-8300

Date of Preparation: 5 Aq_gust 1995
Trade Name: Consensus® Zirconia Femoral Head
Common Name: Hip replacement prosthesis, zirconia ceramic femoral head

Classification Name: Class IT device, under the following classification:

Prosthesis, Hip, Semi-Constrained Metal/Ceramic/Polymer, Cemented or
Non-Porous Cemented, Un-cemented under classification 21 CFR 888.3350

Substantial Equivalence: equivalent zirconia head components are as follows:

Exactech Ziramic™ zirconia femoral head Ko14574 SE 01-13-93

Device Description: The Consensus® zirconia femoral head is intended for use with the
Consensus® Total Hip System as an alternative to the Consensus® CoCrMo alloy femoral
head components or the Consensus® Biolox® ceramic femoral head components. Itisa
single use device. The Consensus® zirconia femoral head is designed for use with the
following Consensus® Total Hip System components:

Femoral stem, Nonporous CoCr K922561 SE 07-21-93
Femoral Stem, HA/Ti K945354 SE 07-18-94
Femoral Stem, Porous Ti K935193 SE 08-18-94
Uncemented Acetabular Component K922561 SE 07-21-93
Cemented Acetabular Component K922561 SE 07-21-93
Cancellous Bone Screw : K922561 SE 07-21-93

Femoral stem, Nonporous Ti K933499 SE 05-18-94




AN

The Concensus® zirconia femoral head will be provided sterile and will be available in
28mm diameter, with a 12/14 taper, in three neck lengths. The design is a spherica! head
on a straight cylindrical neck, which allows for use on the left or right femoral stem and
acetabular components. The material will be zirconia ceramic,

Intended Use: The CONSENSUS® zirconia femoral head is indicated for use in:

1. Primary intervention of rheumatoid arthritis, osteoarthritis, post-traumatic
arthritis and avascular necrosis with a non-gcute fracture of the femoral neck.
Osteoarthrosis involving femoral and acetabular articular surfaces.

Avascular osteonecrosis and/or non-union of acute femoral neck fractures.
Fracture-dislocation of the hip.

Replacement of unsatisfactory cemented or press fit hip components if sufficient
bone stock exists.

nhwwn

Summary of Technological Characteristics: The Consensus® zirconia femoral
head is designed to articulate with the various Consensus® Hip femoral stem -
components, The Concensus® zirconia femoral head will be provided sterile and will be
available in 28mm diameter, with a 12/14 taper, in three neck lengths. The designisa
spherical head on a straight cylindrical neck, which allows for use on the left or right
femoral stem and acetabular components. The material will be zirconia ceramic.

Performance Data:  The Consensus® zirconia femoral head device performs with
substantial equivalence to predicate devices.

Clinical Data: None Required

Conclusions from Non-clinical and Clinical Data: The Consensus® zirconia
ceramic femoral head is substantially equivalent to predicate devices.

Other Necessary Information: None Required
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- C DEPARTMENT OF HEALTH & HUMAN SERVICES T Public Health Service

VLT

Food and Drug Administration
, 9200 Corporate Boulevard
NOV - 6 1995 Rockville MD 20850

Mr. William N. Thompson
Director, Quality Assurance and

Regulatory Affairs . N
U.S. Medical Products, Inc. ‘ '
12201 Technology Boulevard, Suite 100
Austin, Texas 78727

Re: K953792
Consensus® Zivconia Femoral Head
Regulatory Class: II
Product Code: LZO
Dated: August 5, 1995
Received: August 14, 1995

Dear Mr. Thompson:

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 to devices marketed in
interstate ' comnerce prior to May 28, 1976 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 and the following limitations:

The general controls provisions of the Act include
requirements for annual registration, listing of devices, good
manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

If your device is classified (see above) into either class II
(Performance Standards) 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 (CFR), Title 21, Parts 800 to 895, A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practices (GMP) for Medical Devices:
General GMP regulation (21 CFR Part 820) and that, through




Page 2 - Mr. William N. Thompson

periodic GMP inspections, the Food and Drug Administration
(FDA) will verify such assumptions. 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
cbligation 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.

This letter immediately will allow you to begin marketing your
device as described in your 510(k) premarket notification.  An
FDA finding .of substantial equivalence of your device to a
pre-amendments device results in.a nclassification for your .
device and permits your device to proceed to the market, but
it does not mean-'that FDA approves your device. Therefore,
you may not promote or in any way represent your device or its
labeling as being approved by FDA. If you desire specific
advice regarding labeling for your device in accordance with
21 CFR Part 801, promotion, or advertising please contact the
Office of Compliance, Promotion and Advertising Policy staff
(HFZ-302) at (301) 594-4639. Other general information on
your responsibilities under the Act, may be obtained from the
Division of Small Manufacturers Assistance at their toll free
number (800) 638-2041 or at (301) 443-6597.

Sincerely yours,

C- =

Kimber C. Richter, M.D.

Acting Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health
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9. 510(K) SUMMARY

Sponsor Name:

1115 Windfield Way, §
Ei Dorado Hills, CA 65

510(k) Contact: Matthew M. Hull, RAC

Phone: (916) 355-7156
Fax: (916) 355-7190

PCY 6 o0

Consensus Orthopedics, Inc,

uite 100
762

mhull@consensusortho.com

Date Prepared: 1 October 2010

Trade Name:
Common Name:

Classification Name:

CS2™ Plus Acetabular Insert

Cross Linked Polyethylene, Lateralized, Acetabular Insert

Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis (21 CFR 888.3358, Product Code LPH)

Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis (21 CFR 888.3353, Product Code

LZ0)

Reguiatory Class: Class 11

Device Classification Panel: Orthopedic Devices

Predicate Device Identification:
The intended use, materials, and design featares of the subject CS2™ Plus acetabular insert are
substantially equivalent to those of predicate devices manufactured by Consensus Orthopedics

and competitors (Table 9.1). The safety and effectiveness of the CS2™ Plus insert are adequately

supported by the substantial equivalence information and materials data provided within this
Spectal 510(k) submission.

Table 9.1: Predicate device summary table.

518(k) Clearance

510{k) Trade Name * 510(k) holder
Number Date
K922561 | Consensus™ Total Hip System Consensus Orthopedics, Inc. 0772111993
Trifogy Acetabular System Longevity . 12/1999
K990135 Crosslinked Polyethylene Zimmer, Inc. OH12/199
' Marathon Cross-linked Polyethylene ' ics 1 02/03/200
K994415 Acetabular Cup Liners DePuy Orthopaedics, Inc. 0
K001534 | Pinnacle Acetabular Cup System Deluy Orthopaedics, Inc. 06/12/2000




K100433

Duraloc Acetabular Cup System, 36mm

Marathon +4 Polycthylene Liner DePuy Orthopacedics, [ne. 04/06/2001

Ko10171

Consensus Acetabular Insert, Cross-
Linked Polyethylens (CS27™)

K061253 | Reflection 3 Acetabular System Smith & Nephew 05/31/2006

36mm CoCr Femoral Head and 36mm
Acetabular Insert (CS27M)

K021466 Consensus Orthopedics, Ine. 07/24/2002

K070061

Consensus Orthopedics, Inc. 01/31/2007

Indications for use with the CONSENSUS® Hip System or UNISYN™ Hip System:

A) Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis,

B) Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.

C) Proximal femoral fractures.

D) Avascular necrosis of the femoral head.

E) Non-union of proximal femoral neck fractuyes.

F) Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa
plana, coxa vara, coxa valga, developmental conditions, metabotic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities

Acetabular components are indicated for cemented and cementless use.
Consensus femoral stems are indicated for cemented and cementless use.
UniSyn femoral stems are indicated for cementless use only.

HA coated implants are indicated for cementless use only.

Device Description:

The Consensus® Hip System (CHS) currently offers a semi-constrained metal-backed acetabular

component comprising a porous coated shell manufactured from Titanium alloy (ASTM F620 or

F136) (K922561, K020153, K060635) and a mating insert manufactured from ultra-high

molecular weight polyethylene (UHMWPE) (K922561) (ASTM F648) or highly crosslinked

UHMWPE (ASTM F648) (K021466, K070061). The shell is designed for uncemented press-fit

~ or cemented use to the prepared acetabulum, and is designed to mate with the insert via secure
insert/shell locking mechanism. The previously cleared inseris are designed to articulate with the

CHS femoral heads.

The CS2™ Plus acetabular insert adds a lateralized configuration to the current line of CHS
crosslinked UHMWPE acetabular inserts (i.e. CS2™ inserts) (K021466, K070061). The design
intent is to allow the surgeon more intraoperative flexibility to medialize the acetabular cup or
lateralize the head center, while maintaining substantial insert wall thickness.

Comparison of Technological Characteristics:
The following features are common for the CS2™ Plus insert and the previously cleared CS

insert;

2T™




K100933

Manufactured from DePuy Marathon® crosslinked UHMWPE (ASTM Fo648, (K994415).
Compatible with previously cleared CHS acetabular shells (K922561, K020153,
K060635), CHS femoral stems (K922561, K933499, K935453, K935193), CHS femoral
heads (K953792, K960156, K030151, K070061), and UniSyn™ Hip System components
(K003649, K062383) of the appropriate size. '
Identical articular surfaces designed to mate with 28mm, 32mm, and 36mm diameter
femoral heads. :
28mm 1D inserts accommmodate the same number of shell sizes.
Neutral and hooded configurations.
o Hooded configurations feature an identical Titanium X-ray marker (ASTM F136).
o 28mm and 32mm inserts offer neutral or 20° hooded configurations.
Minimum wall thickness at dome apex greater than Smm.
Identical insert/shell locking mechanism.
Identical minimum intended range of motion.

The following features are unique to the CS2™ Plus insert in comparison to the previously
cleared CS2™ insert:

The CS2™ Plus insert is designed to position the femoral head center Smm more lateraily
than that of the CS2™ insert.

32mm CS2™ Plus insert will accommodate two additional shell sizes (48 and 50mm
OD), which are currently only compatible with 28mm CS2™ inserts.

36mm CS2™ Plus insert will accommodate two additional shell sizes {52 and 54mm
OD), which are currently only compatible with 28mm and 32mm CS2™ inserts.

Will not accommodate 22mm heads.

36mm CS2™ Plus inserts offer neutral or 10° hooded configurations, whereas the 36mm
CS2T™™ inserts offer neutral, 10°, or 20° hooded configurations.

The CS827™ Plus insert will have an increased wall thickness at the apex of the dome and
beneath the external snap feature due to the Smm lateral offset.

When mated with the acetabular shell, the CS2™ Plus insert will extend further outside
the shell by Smm due to the Smm lateral offset of the head center.

Summary of Nonclinical Testing and Evaluation:

The risk analysis method used to assess the impact of the modifications was a Failure Modes and
Effects Analysis (FMEA). The risk analysis was performed according to the requirements of ISO
14971:2007 “Medical Devices — Application of risk management to medical devices”. Records
of the risk analysis process are retained in the design history file.

Based upon the fact that the new CS2 Plus Acetabular Inserts represent a line extension of the
current CS2 inserts the following preclinical testing/evaluation was preformed:

1) Torsion testing of insert/shell locking mechanism (CS2 Plus & €52}
2) Lever out testing (CS2 Plus & CS2)
3) Range of motion study (CS2 Plus & CS2)

Toye 3 &F 4
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4y CAD verification study of locking mechanism (CS2 Plus & €52)
5) Push out testing (C52)

The results of the above testing verify that the new device is substantially equivalent to the
predicate device,

Tase 4 4
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Food and Drug Administration

10903 New Hampshire Avenue
Doeument Controf Room W-Q66-0809
Silver Spring, MD 20983-0002

Consensus Orthopedics, Inc.

% Mr, Matthew M. Hull, RAC

Director QS & RA

1115 Windfield Way Suite 100 961 62018
El Dorado Hills, California 95762 . L

Re: K100933 ' :
Trade/Device Name: CONSENSUS® Hip System: CS2™ Plus Acctabular Insert
Regulation Number: 21 CFR 888.3358 -

Regulation Name: Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis

Regulatory Class: Class Il

Product Cede: LPH, LZO

Dated: September 10, 2010

Received: September 15, 2010

Dear Mr. Hull:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies.: You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

A
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- forth in the qilality 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/AboutlFDA/CentersOffices/f CDRH/CDRHOffices/ucm|1 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” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulafzon (21
CFR Part 803), please go to

- http://www. fda.gov/Medical Devices/Safety/ReportaProblem/default.him 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
hitp://'www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default. htm.

Sincerely yours,

it W ) i

Mark N. Melkerson )

Director

Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure




Indications for Use

510(k) Number: K100933

Device Name: CONSENSUS® Hip System: CS_:ZTM Plus Acetabular Insert

. In.dications for use with the CONSENSUS® Hip System or UNISYNT Hip System

A) Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.

B) Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.

C) Proximal femoral fractures. '

D)} Avascular necrosis of the femoral head.

E) Non-union of proximal femoral neck fractures.

F) Other indications such as congenital dysplasia, artbrodesm COnVversioi, coxa magna, coxa
plana, coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities

Acetabular components are indicated for cemented and cementless use.
Consensus femoral stems are indicated for cemented and cementiess use.
UniSyn femoral stems are indicated for cementless use only

HA coated implants are‘indicated for cementless use only.

Prescription Use ___ X AND/OR Over the Counter Use __.
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE) -

D Loy K
({_)igision Sigﬂffﬂ ‘
Division of Strgical, @rthopedic,

and Restorative Devices

510¢) Number (0093 3

.?&39._ | € |
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2. 510(k) SUMMARY
Sponsor Name: Consensus Orthopedics, Inc.
. 1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762 DEC 22010
510(k) Contact: Matthew M. Hull, RAC

Phone: (916) 355-7156/ Fax: (916) 355-7190
mhull@consensusortho.com '

Date Prepared: 29 November, 2010
Trade Name: TaperSet™ Hip System
Commen Name: - Porous-coated hip prosthesis for cementless use

Clnssification Name: Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis is a Class If device per 21 CFR 888.3358
(Product Code LPH). '

Device Description:

The TaperSet Hip System (THS) is a monolithic, titanium alloy tapered hip stem design with a
proximal, plasma sprayed, porous CPTi coating. The stem has a dual wedge geometry and is
available in both standard and 7mm lateral offsets in sizes designated as 7.5mm to 24mm, The
stems feature a neck shaft angte of 135° and a 12/14 Morse taper trunnion.  The TaperSet Hip
System is designed for total ot partial hip arthroplasty and is intended to be used with compatible
components of the Consensus Hip System. The stem is compatible with previously-cleared CoCr
heads, zirconia heads, unipolar heads, bipolar heads, UHMWPE inserts and acetabular cups.

Indications for Use:
The TaperSet™ Hip System is designed for total or partial hip arthroplasty and is intended to be
used with compatible components of the Consensus Hip System.

The indications for use are:

Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
Revision of failed femora! head replacement, cup arthroplasty or other hip procedures.
Proximal femoral fractures,

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis couversion, coxa inagna, coxa plana,
coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosls, pseudarthrosis conversion, and structural abnormatities.

mmoows

The TaperSet™ hip stem is indicated for cementless use,
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Substantial Equivalence:

Techutological Characteristics/Substantial Equivalence: :

The TaperSet Hip System is similar to the predicate systems in basic design and indications. The
monolithic stem with porous CPTi coating is considered to have the same type of technological
characteristics as the Biomet 043537 stem with differences in the stem geometry and extetior
coating. The subject stem is compatible with previously cleared CoCr heads, zirconia heads,
unipolar heads, bipolar heads, UHMWPE insetts and acctabular cups. Based on the matevial,
characterization data, geometry and mechanical testing, the TaperSet Hip is substantially
equivalent to legally marketed predicates,

Legally Marketed Devices to which Substantial Equivalence is claimed:

K043537 (Biomet) Taperloc® 12/14 Taper Femoral components

K921301 (Biomet) TAPERLOC FEMORAL STEM AND UNIVERSAL ACETABULAR COM
K030151 (Hayes Medical, Inc.) CONSENSUS HIP SYSTEM, UNISYN HIP SYSTEM

K935193 (U.S. Medical Products) Consensus' Hip System — Porous Coated Titanium Femoral Stem
K935453 (U.S. Medical Products) CONSENSUS(TM) HIP SYSTEM-HA COATED TITANIUM
FEMORAL STEM

K933499 (U.S. Medical Products) CONSENSUS HIP SYSTEM- NON-POROUS TITANIUM
FEMORAL STEM K922561 (U.S. Medical Products) CONSENSUS(TM) TOTAL HIP SYSTEM
K922560 (U.S. Medical Products) CONSENSUS(TM) BIPOLAR SYSTEM

K070061 (Hayes Medical, Inc.) Consensus Hip System 36 min CoCr Femoral Head

K953792 (U.S. Medical Products) CONSENSUS ZIRCONIA HEAD SIZE -3.5,0,+5

K955386 (U.S. Medical Products) CONSENSUS ZIRCONIA FEMORAL HEAD

K960339 (U.S. Medical Products) CONSENSUS 22MM COCRMO FEMORAL HEAD
K960156 (U.S. Medical Products) CONSENSUS 32MM COCRMO FEMORAL HEAD
K960151(U.8. Medical Products) CONSENSUS 26MM COCRMO FEMORAL HEAD

K060635 (Hayes Medical, Inc.) Consensus Total Hip System, Acetabular Cup

K030205 (Hayes Medical, Inc.) CONSENSUS UNIPOLAR HEAD, COCR

K021466 (Hayes Medical, Inc.) CONSENSUS ACETABULAR INSERT, CROSS-LINKED
POLYETHYLENE ‘ :
K020153 (Hayes Medical, Inc.y CONSENSUS ACETABLAR SHELL, TICOATED

K953198 (Hayes Medical, Inc.} CORTICELLOUS BONE SCREW

K 100933 (Consensus) Consensus Acetabular insert, C52 Plug

Non-Clinical Performance Data:

Non-clinical testing and analysis were provided, including bench testing and coating
characterization. Bench testing included distal fatigue testing and proximal fatigue testing of the
worst case stem consistent with the “Guidance for Industry and FDA Staff Non-clinical
Information for Femoral Stem Prostheses.” Range of motion analysis was also performed. The

" CPTi plasma sprayed titanium coating underwent characterization per FDA's “Guidance
Document For Testing Orthopedic Implants With Modified Metallic Surfaces Apposing Bone or
Bone Cement" and “Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on
Onthopedic Tmplants to Support Reconsideration of Postmarket Surveillance Requirements.” The
CPTi plasma sprayed coating characterization meets the definition of porosity per 21 CFR
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888.3358. Modular connection analyses including fretting and corrosion of metallic femoral
heads in addition to ceramic head compatibility were also performed.

All of the observed results indicate that the TaperSet Hip System is substantially equivalent to devices
currently marketed. Therefore, the device is as safe, as effective, and performs at least as safely and

effectively as legally marketed predicates.
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10903 New Hampshire Avenue
Document Control Room ~W066-G609
Silver Spring, M 20993-0002

Consensus Orthopedics, Inc.

% Matthew M. Hull, RAC ' :
Director QS & RA BEC
1115 Windfield Way, Suite 100

El Dorado Hills, California 95762

22010

Re: K102399
Trade/Device Name: TaperSet™ Hip System
Regulation Number: 21 CFR 8§88.3358
Regulation Name: Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosthesis
Regulatory Class: Class I
Product Code: LPH, LZ0, KWL, KWY
Dated: November 10, 2010
Received: November 10, 2010

- Dear Mr- Hull:

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 11 (Special Controls) or class Il (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 statutés and regulations administered by other Federal agencies. You must '
comply with all the Act’s requirements, including, but not Jimited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regutation (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.pov/AboutFDA/CentersQ ffices/CDRI{/CDRHOffices/uem 115809 .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” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803}, please go to . '

hitp://www. fda.gov/Medical Deviges/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Posimarket 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 (oll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www. fda sov/MedicalDevices/ResourcesforY ow/Industry/default. htm.

Sincerely yours,

0 D

Matk N. Melkerson /) e

Director

Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure




[, INDICATIONS FOR USE STATEMENT

S510(k) Number: K102399
Device Name:  TaperSet™ Hip System

Indications for Use;

The TaperSet™ Hip Systemm is designed for total or partial hip arthroplasty and is intended to be
used with compatible components of the Consensus Hip System,

The indications for use are:

A, Significantly impaired joinis resulting from rheumatoid, osteo, and post-traumatic
arthritis. :
Revision of failed feroral head replacement, cup arthroplasty or other hip procedures,
Proximal femoral fractures.

. Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures, :

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa
plana, coxa vara, coxa valga, developmental conditions, metabolic and tumorous
conditions, ostcomalacia, osteoporosis, pseudarthrosis conversion, and structural
abnormalilies ' I S

mE o

The TaperSet™ hip stem is indicated for cementless use,

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

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

" Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Number K/O ol E)Ci 9
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Contact Wiltiam J Griffin
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g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
' 9200 Corporate Boulevard
APR 1 0 2003 Rockville MD 20850
Mr. William J. Griffin
QS & RA Manager
Hayes Medical, Inc,
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762
Re: K030151
Trade/Device Name: 32 mm Zirconia Ceramic Femoral Head for Consensus®

or UniSyn® System
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: January 8, 2003
Received: January 15, 2003

Dear Mr. Griffin;

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820), and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This Ietter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97) you may obtain.
Other general information on your responsibilities under the Act may be obtained from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.qov/cdrh/dsma/dsmamain. html

Sincerely yours,

ol AN A —

Celia M, Witten, Ph,D., M.D.
Director
Division of General, Restorative and
Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure




510(k) 32 mm Zirconia Femoral Head
Ko 3e/$ /

Section 8
Statement of Indications for Use

The 32 mm ceramic femoral head is design for use with the Consensus®or UniSyn © Hip
Systems, and is not intended for substitution with components of other systems. The

indications for use are:

With Consensus® System:

1.

Primary intervention of rheumatoid arthritis, osteoarthritis, post traumatic arthritis or
degenerative arthritis, and avascular necrosis with a non-acute fracture of the

femoral neck.
Osteoarthrosis involving femoral and acetabular articular surfaces.

Avascular osteonecrosis and/or non-union of acute famoral neck fractures.

Fracture or dislocation of the hip.

Replacement of unsatisfactory cemented or press fit hip components it sufficient
bone stock exists,

With UniSyn ® System:

1. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic
arthritis.

2. Revision of failed femoral head replacement, hip arthroplasty or other hip
procedures.

3. Proximal femoral fractures.

4. Avascular necrosis of the femoral head.

5. Non-union of proximal feroral neck fractures.

6. Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna,
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coxa plana, coxa vara, coxa valga, developmental conditions, metabolic and
tumorous conditions, osteomalacia, pseudarthrosis conversion, and structural

abnormalities.
Indications for the use of the UniSyn Hip System must be carefully considered with

respect to the patient's entire evaluation and alternative procedures. Patient

selection is dependent on age, general health, available bone stock and quality, and
any prior surgery or anticipated future surgery. Prosthetic replacement is generally
indicated only for patients who have reached skeletal maturity, Total joint
replacement in younger patients should be considered only when explicit indications
outweigh the associated risks of the surgery and modified demands regarding
activity and joint loading are assured. This includes all patients who may or may not
have multiple joint involvement, for whom restoration of joint mobility leads to an
expectation of greater mobility and an improvement in the quality of life.




510(k) Premarket Notification

Page 1 of 1

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

Links

510(k) Premarket Notification

s S
@ T CRER
SuprorSenrah

New Search

Device Classification Name
510{K) Number
Device Name

Applicant

Contact

Regulation Number
Classification Product Code
Subsequent Product Codes
Date Received

Decision Date

Decision

CFR Title 21 | Radiation-Ermilting Products | X-Ray Assembler | Medsun Reports | CLIA

Back To Search Results

Prosthesis, Hip, Semi-Constrained. MelaliCeramic/Polymer, Cemented Or Non-Porous, Uncemented
K082991
BIOLOX DELTA CERAMIC FEMORAL HEAD

AESCULAP IMPLANT SYSTEMS, INC.
3773 Corporate Pwky.
Center Valley, PA 18034

Kathy A Racosky
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Classification Advisory Committee Orthopedic

Revlew Advisory Committee
Summary
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SPECIAL 510{k) Premarket Notification BIOLOX® dsita Ceramic Femoral Head

Page 1 of 2 %0‘8»2‘\‘1] (P"j, YA
B. 510(k) SUMMARY (as required by 21 CFR 807.92)

BIOLOX® deita Ceramic Femoral Head
NOV 20 7
October 6, 2008

COMPANY: ' Aesculap Implant Systems, inc.
3773 Corporate Parkway
Center Valley, PA 18034
Establishment Registration Number: 3005673311

CONTACT: Kathy A, Racosky
610-984-9291 (phone)
610-791-6882 (fax)
kathy.racosky @ aesculap.com (email)

TRADE NAME: BIOLOX® delta Ceramic Femoral Head
COMMON NAME: Ceramic Femoral Head

CLASSIFICATION NAME: Hip joint Metal/Ceramic/Polymer Semi-Constrained Cemented or
Non-Porous Uncemented Prosthesis
Prosthesis, Hip, Semi-Constrained, Metal/Polyrmer, Uncemented
Prosthesis, Hip, Semi-Constrained, Uncemented, Metal/Polymer,
Non-Porous, Calcium-Phosphate
Prosthesis, Hip, Hemi-, Femoral, Metal/Polymer, Cemented or
Uncemented

REGULATION NUMBER: 888.3353, 888.3360, 888.3353, 888.3390

PRODUCT CODE: LZO, LWJ, MEH, KWY

SUBSTANTIAL EQUIVALENCE

Aesculap Implant Systems, Inc. believes that the BIOLOX® defta Ceramic Femoral Head is a
line extension of Aesculap Implant Systems Excia (K042344, K060918, and K062684) - Hip
Systems and Metha Short Stem Hip System (K080584) that were previously cleared. It is
also substantially equivalent to the Zimmer BIOLOX defta Ceramic Femoral Head (K071535).

DEVICE DESCRIPTION

The Aesculap Implant Systems BIOLOX® delta Ceramic Femoral Heads are manufactured
from an alumina matrix composite. The ceramic femoral head is offered in thee diameters of
28, 32, and 36 mm with a range of neck lengths. The BIOLOX® deita Ceramic head provides

the surgeon another option to both the metal and alumina ceramic femoral heads for use in
total hip arthroplasty.

006




SPECIAL 510(k) Premarket Notificallon BIOLOX® defta Ceramic Femoral Head

AOR2AC (pay 2/2)

Page 2 of 2

INDICATIONS FOR USE

The Excia Hip System ls intended to replace a hip joint.
The device |s Intended for:

*

-
L]

Patients suftering from severe hip and disability due to theumatoid arthiitis, osteoarthritis, traumalic arthritis,
polyarthritis, collagen disorders, avascular necrosis of the femoral head and nenunion of previous fractures of the
femur,

Patlents with congenital hip dysplasia, protrusion acetabuli, or slipped capital femoral epiphysis

Patients suffering from disability dus previous fuslon

Patients with acute femoral neck fractures

The Excia Hip System is avallable with two femoral stems. One is manufaclured from CaCtMo and is intendsd for cemented
fixation. The other femorat stem is for uncemented fixation and manufactured from Ti with Plasmapore with or without

H-CaP®.

The Metha® Hip System {uncemented, press-fil fixation) is Intended to replace a hip joint.
The device is intended for:

-

.

skeletally mature individuals undergoing primary surgery for total hip replacement

patients suffering from severe hip pain and disability due to rheumalold arthritis, ostecarhritis, iraumatic arhrilis,
polyanhritis, collagen disorders, avascular necrosis of the femoral head and nonunion of previous fractures of the
temur,

patients with congenital hip dysplasla, protrusion acetabull, or slipped capital femoral epiphysis

patients sulering from disability due to previous fusion

patients with acute femoral neck fractures

TECHNOLIGICAL CHARACTERISTICS(compared to Predicate(s))

The Aesculap Implant Systems BIOLOX® defta Ceramic Femoral Heads are offered in similar
shapes and sizes as the predicate devices. The material used for the Aesculap Implant
Systerns device is the same as that used to manufacture the predicate devices.

PERFORMANCE DATA

All required testing per “Draft Guidance for the Preparation of Premarket Notifications {510(k)s)
Applications for Orthopedic Devices-The Basic Elements” were done where applicable. In’
addition, testing per the,

« “Guidance Document for Testing Orthopedic Implants with Modified Metalllc Surfaces
Apposing Bone or Bone Cement”,

« “Quidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Reconsideration of Postmarket Surveillance
Requirements”, '

« “Guidance Document for Testing Non-articulating, “Mechanically Locked” Modular
implant Components”,

o "Draft Guidance Document for Testing Acetabular Cup Prostheses”,

* “Points to Consider for Femoral Stem Prostheses”,

* “Guidance Document for the Preparation of Premarket Notifications for Ceramic Ball
Hip Systems” and :

« “Data Requirements for Ultrahigh Molecular Weight Poletheylene (UHMWPE) Used in

Orthopedic Devices” was completed where applicable.

007
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Aven Food and Drug Administration
9200 Corporate Boulavard
Rockville MD 20850

Aesculap Implant Systems, Inc.

% Ms. Kathy A. Racosky
Regulatory Aflairs Specialist

3773 Corporate Parkway

Center Valley, Pennsylvania 18034

NOV 20 2008

Re: K082991
Trade/Device Name: BIOLOX® DELTA Ceramic Femoral Head
Regulation Number: 21 CFR 888,3353
Regulation Name: Hip joinl metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class; II
Product Code: LZ0O, LWI, MEIL KWY
Dated: November 7, 2008
Received: November 10, 2008

Dear Ms. Racosky:

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 nisbranding and
adulteration.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requireinents as set
forth in the quality systems (QS8) regulation (21 CFR Part 820); and if applicable, the clectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The I'DA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contacl the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRI’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assisiance

at toll-free number (800) 638-2041 or (240) 276-3150 or the Internet address
http://www.fda.gov/cdrb/industey/support/index. him.,

Sincerely yours,

sk N Welewomr_

Mark N, Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Healih

Enclosure




SPECIAL 510(k) Premarket Nolification BIOLOX® defta Caramie Fernoral Head

Page 1 of 1

A. INDICATIONS FOR USE STATEMENT

510(k) Number._A\OD2ZASN (oo \[1)
Device Name: BIOLOX® delta Ceramic Femoral Head
For use with the Aesculap Implant Systems Excla and Metha Hip System

Indications for Use:

The Exeia Hip System Is intended to replace a hip [oint.
The device is intended for:

’ Fatiants sultering from severe hip and disabliity due to theumatoid anthritis, osteoarthrills, traumallc arthritis,
polyarthritis, collagen disorders, avascular necrosis of the femaral head and nonunion of previcus fractures of the femur.
. Patients with congenilal hip dysplasia, protrusion acetabuli, or slipped capital temoral epiphysis

. Patients suifering from disabllity due previous fusion

’ Patients with acute femoral neck fractures

The Excia Hip System is available with two femoral stems. One Is manufaciured from CoCrMo and is intended for cementad
fixation. The other femoral stem Is for uncemented fixation and manutactured from Ti with Plasmapore with or without
p-CaP®,

The Metha® Hip System (uncemented, press-fil fixatlon) Is Intended to replace a hip Joint,
The device is Intended for; ' ‘

. skeletaily mature individuals undergoing primary surgery for total hip replacement ‘

’ patients sulfering from severe hip pain and disabllity due to theumatald arthrilis, osteoarthritis, traumatic arthritls,
polyarthritis, collagen disorders, avascular necrosis of the femorat head and norunion of previous fractures of the femur.
. patients with congenitat hip dysplasia, protrusion acetabuli, or slipped capltal temoral epiphysls

. patients sulfering from disability due to previous fusion

. patients with acute femoral neck fractures

(Division .
Division of Gene -3, Restorative,
and Neurologica: Devices

LoyLas!

510(k) Number.-

Prescription Use X and/or Over-the-Counter Use
(per 21 CFR 801.109)

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

Concurrence of CDRH, Office of Device Evaluation {ODE)
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510(k) Premarket Notification

Page 1 of |

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

Links

510(k) Premarket Notification

CER Title 21 | Radiation-Emitting Products | X-Ray Assembier | Medsun Reporfs | CLIA

New Search Back To Search Resulls
Device Classification Name Prosthesis, Hip, Semi-Constrained, Metal/Ceramic/Polymer, Cemented Or Nan-Porous, Uncemented
510{K) Number K081973
Device Name METHA SHORT STEM HIP SYSTEM; MODULAR HIP SYSTEM,; EXCIA HIP SYSTEM

AESCULAP IMPLANT SYSTEMS, INC.

Applicant 3773 Corporate Pwky.

Center Valley, PA 18034
Contact Matthew M Hull
Regulation Number 888.3353
Ciassification Product Code LZO
Subsequent Product Code LPH
Date Received 07/10/2008
Decision Date 08/07/2008
Decision Substantially Equivalent (SE}
Classification Advisory Committee Orthopedic
Review Advisory Committee Orthopedic
Summary Summary
Type Special
Reviewed By Third Party No
Expedited Review No

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?1D=28369

2/8/2011
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SPECIAL 510{k) Premarkst Notification Gonsensus Acstabutar Cups with the Aesculap Hip Systems

: Page 1of2
B.  510(k) SUMMARY (as required by 21 CFR 807.92) K .CBIAT3 (pey1/2)

Consensus Acetabular Cups in Aesculap Hip Systems
8 July 2008 AUG ~ 7 2008

COMPANY: Aesculap® Implant Systems, Inc.
3773 Corporate Parkway
Center Valley, PA 18034
Establishment Registration Number: 3005673311

CONTACT: Matthew M. Hull

800-258-1946 (phone)
610-791-6882 (fax)
matt.hull@ Aesculap.com (e-mail)

TRADE NAME: Excia and Metha Hip Systems (Consensus Acetabular Cup)
COMMON NAME: Total Hip System

CLASSIFICATION NAME: Prosthesis, hip, semi-constrained, metal/ceramic/polymer,
cemented or non-porous uncemented prosthesis

Prosthesls, hip, semi-constrained, metal/polymer, porous
uncemented

REGULATION NUMBER:  888.3353/888.3358
PRODUCT CODE: LZO/ LPH

SUBSTANTIAL EQUIVALENCE

Assculap®, Inc. believes that the Consensus Acetabular Cup is a line extension of Aesculap’s
Excia (K042344 — K062684) and Metha (K071916 & K080584) Hip Systems that were
previously cleared for use with acetabular cups. The Consensus Acetabular Cup components
have been cleared in K020153 — KO70061 for use with the Consensus and Unisyn hip
systems from Hayes Medical.

DEVICE DESCRIPTION

The Consensus Acetabular Cup from Hayes Medical is a Titanium alloy shell with a highly
cross linked polyethylene insert. The Consensus acetabular cups are available in 28mm,
32mm, and 36mm ID’s, a variety of sizes, and in either standard or hooded versions. The
shells are available with or without screws. The Aesculap Excia hip systems also comes in
28mm ~ 36 mm ID’s, It is available in both cemented and uncemented variants, and a wide
range of sizes. Aesculap’s Metha hip system also comes in 28 — 36 mm ID’s but is for
uncemented use, and also comes in a variety of sizes, The PlasmaCup acetabular cup from
Aesculap is cleared for use with both the Excia and Metha systems.
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SPECIAL 510(k) Prernarket Nolification Consensus Acetabular Cups with the Aesculap Hip Systems

K_CJ‘EB\Q("]‘SQPB?-IL') Page 2 of 2

INDICATIONS FOR USE

The Excia Hip System is intended to replace a hip joint.
The devica is intended for;

« Patients sutfering from severe hip and disability due to rheurnatoid anhritis, ostecarthritis, traumatic arthritis, pelyarthritis,
collagen disorders, avascular necrosis of the femoral head and nonunion of previous fraclures of the fermur.

« Palienis with congenital hip dysplasia, protrusion acetabull, or siipped capital femoral epiphysis

* Patients suffering from disability due previous fusion

» Patients with acute femoral neck fraclures

The Excia —Hip System Is available with two femcral stems, One is manufactured from CoCrMo and is intended for cemented

fixation. The other femoral stem is for uncemented fixation and manufaciured from Ti with Plasmapore with or without i
CaP®.

The Metha® Hip System (uncemented, press-fit fixation) 15 Intended to replace a hip joint.

The device is intended for:

» skelstally mature individuals undergolng primary surgery for total hip replacement

« patients suffering from severe hip pain and disabliity due to rhaumatold aithritis, ostecarthritls, traumatic arthritis,
polyarthritis, collagen disorders, avascular necrosis of the femoral head and nonunion of previous fractures of the femur.
« patients with congenital hip dysplasia, protrusion acetabuli, or slipped capital femoral epiphysis

» patients suffering from disability dus lo previous fusion

+ patients with acute femoral neck fractures

Indications tor use of tha CONSENSUS® HIP SYSTEM-PRIMARY HIP:

A) Significantly impaired joints resulling from rheumaltoid, ostéo, and posttraumatic arthritis.

B) Revislon of failed femoral head replacement, cup arthroplasty or ether hip procedures,

C) Proximal femoral fractures.

D) Avascular necrosls of the lemoral head.

£) Non-union of proximal femoral neck fractures,

F) Cther indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana, coxa vara, coxa valga,

developmental conditions, metabolic and tumoreus cenditions, osteomalacia, osteoporosis, pseudarthrosis conversion, and
structural abnormalities. '

Acelabular components are indicated for cemented and cementiess use.

TECHNOLIGICAL CHARACTERISTICS(compared to Pradicate(s))

There are no changes to the Hayes Consensus acetabular cup nor to the Aesculap Excia and
Metha hip systems. The inner dimensions of the Aesculap PlasmaCup acetabular cup inseris
are identical to those of the Hayes Consensus acetabular cups. The difference is that the
Consensus insens are highly crosslinked polysthylene (UHMWPE) and the Aesculap-
PlasmaCup inserts are regular polysthylene (UHMWPE).

PERFORMANCE DATA

Based upon the engineering evaluation of the dimensions of these compeonents no additional
performance data was required.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Heallh Service

Eood and Drug Administration
9200 Corporate Boutevard
Rackville MD 20850

Aesculap Implant Systems, Inc. AUG ~ 7 2008
% Mr. Matthew M. Hull, RAC

Regulatory Affairs Manager

3773 Corporate Parkway

Center Valley, Pennsylvania 18034

Re:  KO81973
Trade/Device Name: Consensus Acetabular Cups for use with the Aesculap Excia and
Metha Hip Systems
Regulation Number: 21 CFR 888.3353
Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis
Regulatory Class: 11
Product Code: L70, LPH
Dated: lJuly 9, 2008
Received: July 10, 2008

Dear Mr, Hull:

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

If your device is classified (see above) into cither class 11 (Special Controls) or class II[ (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that TDA 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 fimited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sct




Pape 2 — Mr. Matthew M. Hull, RAC

forth in the quality systems (QS) regulation (21 CFR Part 820); and if appli&;abie, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desive specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, “Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRI’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464, You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at toll-free number (800) 638-2041 or (240) 276-3150 or the Internet address
http:/rwww.fda.pov/edrh/industry/support/index.html,

Sincerely yours,

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure




SPECIAL 510(k} Premarket Motlifleation Consensus Acetabular Cups with the Aesculap Hip Systems

A.  INDICATIONS FOR USE STATEMENT
- 510(k) Number:_K-OB1A12 (poy 1/1D

Device Name: Gonsensus Acetabular Cups for use with the Aesculap Excia and Metha Hip
Systems '

Indications for Use:

The Excla Hip System is intended to replace a hip joint.
The device is intended for:

. Patients suffering from severe hip and disability due o rheumalold arthritis, ostecarthritis, traumatic arthritis,
polyarthritis, collagen disorders, avagcular necrosis of the femoral head and ronuinion of previous fractures of the femur.
. Patients with congenital hip dysplasia, protrusion acetabuli, or slippad capital femoral epiphysis

. Patients sulfering from disability due previous fusion

. Patients with acute fermoral neck frachires

The Excia Hip System is available with two femoral stems. One Is manufastured from GoCrMo and is intended for cemented
fixation. The other femoral stern is for uncemented fixatlon and manufactured from Ti wilh Plasmapore with or withaut i1
CaP@.

The Metha® Hip System {uncemented, press-fit fixation) is Intended to replace a hip jeint.
Tha devi¢s s intended for:

. skelataily mature individuals undeargoing primary surgery for tofal hip replacement

. patients suffering from severe hip pain and disabllity due to theumateid arthritis, ostecarthiitis, traumatic arthitls,
polyarthritis, collagen disorders, avascular nacrosis of the femoral head and nonunien of previous fraclures of the femur,
. patients with ¢ongenital hip dysplasia, protruslon acetabuli, ot slipped capilal lemoral epiphysis

. patients suffering from disability due to previous fusion

. patients with acule femoral neck fractures

indications for use of the CONSENSUS® HIP SYSTEM-PRIMARY HIP: ,

A) Significantly Impaired Joints resultinig from rheuratold, csteo, and postiraumatic arthritis.

B) Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.

C) Proximal femoral fractures. |

D) Avascuiar necrosis of the femoral head.

E} Non-union of proximal {gmoral neck fractures.

F} Other indicalions such as cangenital dysplasia, arlhrodesls conversion, coxa magna, coxa plana, coxa vara, caxa vaiga,

devalopmental conditions, metabolic and lumorous conditions, osteomalacis, osteoporosis, pseudanthirosis conversion, and
structural abnormalities.

Acetabular cofmponents are indicated for cemented and cementless use.

Presctiption Use X ‘andfor Qver-the-Counter Use
(per 21 GFA 801.109) '

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evajuation (ODE)

N0l @r\—cw@
(Division Sign-Off)

Division of General, Restorative,
and Neurological Devices

510(k) Number_ K 0 ¥/ 773 002
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CONSENSUS ORTHOPEDICS INC.

CONSENSUS HIP SYSTEMS
Instructions for Use {IFU)

IMPORTANT INFORMATION FOR SURGEON: PLEASE READ PRIOR TO IMPLANTING THIS DEVICEIN A
CLINICAL SETTING. THE SURGEON SHOULD BE FAMILIAR WITH THE SURGICAL TECHNIQUE.

DESCRIPTION

The CONSENSUS ORTHOPEDICS, INC. TAPERSET™ HIP SYSTEM — PRIMARY HIP and the CONSENSUS® HiP
SYSTEM — PRIMARY HIP are comprised of a femoral stem component, femoral head component,
acetabular component and cancellous bone screws, and for cemented applications includes distal
centralizers,

The femoral stem component of the CONSENSUS® HIP SYSTEM is manufactured from forged cobalt
chrome alloy {CoCrMo, ASTM F799) for cemented applications, or forged titanium alloy (Ti 6Al-4V ELI,
ASTM F&20) for uncemented applications.

The femoral stem component of the TAPERSET™ HIP SYSTEM is manufactured from wrought Titanium
alioy (Ti-6Al-4V ELI, ASTM F136). The proximal portion of the femoral stem component is plasma
sprayed with commercially pure Titanium (C. P. Ti, ASTM F1580}. The femoral stem is available in both
standard and 7mm lateralized options.

The CONSENSUS® femoral head components is manufactured from either Cobalt Chrome alloy (CoCrMo,
ASTM F799 or ASTM F1537) or Biolox delta Ceramic {Al,O3, ZrQ,, iSO 6474). All femoral heads are highly
polished and available in multiple neck lengths and head diameters. Cobalt Chrome femoral heads are
designed for use with all CONSENSUS® and TAPERSET™ femoral stems, and Biolox defta Ceramic femoral
heads are designed for use with titanium alloy CONSENSUS® and TAPERSET™ femoral stems.

The CONSENSUS® acetabular component consists of a shell and a mating insert. The acetabular compo-
nent is designed for cemented or uncemented use, The acetabular shell is manufactured from Titanium
alloy {Ti-6Al-4V.ELI, ASTM F620 or ASTM F136), with a porous coating of commercially pure Titanium
beads {C.P. Ti ASTM F-67). The acetabular shells are available in four different configurations, These are
(1) Hemispherical with screw holes, {2) Hemispherical without screw holes, (3} Flared rim with screw
holes and (4) Flared rim without screw holes. The component has matching circumferential scallops on
the shell and insert that rotationally secure the insert in the shell and allow for dialing the insertin a
desired orientation. The shells with screw holes have three anatomically placed holes, which
accommodate optional cancellous bone screws to augment initial fixation. An optional CONSENSUS®
apical dome hole plug and cement pod spacer are available. The acetabular insert is manufactured from
either ultra-high molecular weight Polyethylene (UHMWPE, ASTM F648} or highly cross linked




Polyethylene (UHMWPE, ASTM £648), and features a Titanium alloy X-ray marker (Ti-6Al-4V ELI, ASTM
F136).

The cancellous bone screws are manufactured from wrought Titanium alloy {Ti 6Al-4V ELI, ASTM F136).
The cancellous bone screws are 6.5mm diameter and have a low profile head with a hex drive recess.

The CONSENSUS BIPOLAR and UNIPOLAR are intended for cementless use and are designed for use with
CONSENSUS® and TAPERSET™ femoral stem components. The CONSENSUS BIPOLAR consists of a
bipolar femoral head component with preassembled Jocking ring and bipolar insert component. The
CONSENSUS UNIPOLAR consists of only a unipolar femoral head component. The bipolar femoral head
component is manufactured from Cobalt Chrome alloy (CoCrMo, ASTM F75, ASTM F799, or ASTM
F1537). The bipolar head has a highly polished sphericat outer surface with a cylindrical bored internal
diameter which accepts the polyethylene bipolar insert. The bipolar head comes with a polyethylene
focking ring preassembled in a circumferential groove on the internal diameter. The bipolar insert
component and locking ring are manufactured from ultra-high molecular weight polyethylene
{UHMWPE, ASTM F648). The hipolar insert and locking ring are designed for use with the appropriate
size bipolar head component. The unipolar femoral heads are manufactured from cobalt chrome alloy
{CoCriMo, ASTM F75 or ASTM F1537).

The CONSENSUS ALL-POLY ACETABULAR CUP is designed for use with CONSENSUS® and TAPERSET™
femoral stem components, The CONSENSUS ALL-POLY ACETABULAR CUP is a one piece acetabular
component designed for cemented use only, manufactured from ultra-high molecular weight
Polyethylene (UHMWPE, ASTM F648), and like the acetabular insert, features a titanium alloy X-ray
marker {Ti 6Al-4V ELI, ASTM F1386).

The proximal spacer, distal centralizer, apical dome hole plug and cement pod spacer are manufactured
from polymethylmethacrylate {PMMA, ASTM F451}. The proximal spacer and distal centralizer are
designed for use with the CoCr femoral stem component for cemented applications.

HOW PRODUCT IS SUPPLIED

Each component of the CONSENSUS® HIP SYSTEM and the TAPERSET™™ HIP SYSTEM is supplied STERILE,
is contained in individual boxes or packages designed to maintain sterility, and is available in a wide
range of sizes. Please refer to the current price list, surgical technique or catalog for the catalog numbers
and sizes available.

INDICATIONS FOR USE OF THE CONSENSUS® HIP SYSTEM-PRIMARY HIP:

The CONSENSUS® HIP SYSTEM is designed for total or partial hip arthroplasty and is intended to be used
with compatible components of the CONSENSUS® HIP SYSTEM.

The indications for use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis,
B. Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.




Proximal femorai fractures.
Avascular necrosis of the femoral head.
Non-union of proximal femoral neck fractures.

Mmoo

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities,

The CONSENSUS?® hip stem is indicated for cemented or cementless use.
INDICATIONS FOR USE OF THE TAPERSET™ HIP SYSTEM-PRIMARY HIP

The TaperSet™ Hip System is designed for total or partial hip arthroplasty and is intended to be used
with compatible components of the Consensus Hip System.

The indications for use are:

Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
Revision of failed femoral head replacement, cup arthroplasty or other hip procedures,
Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximat femoral neck fractures,

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
coXa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities.

mmo o>

The TaperSet™ hip stem is indicated for cementless use,
INDICATIONS FOR USE OF THE CONSENSUS® BIPOLAR OR UNIPOLAR:

A, Primary replacement of the femoral head and neck with very little if any acetabular degradation
noted.

Rheumatoid, osteo, and post traumatic arthritis.

Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-unions of proximal femoral neck fractures.

Revision of failed total hip arthroplasty.

Treatment of malunion or nenunion acetahular fractures.

oo 0o»

The CONSENSUS BIPOLAR OR UNIPOLAR are intended for cementless use,
INTENDED PERFORMANCE

All components of the CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM are intended to
perform in a safe and effective manner in restoring hip function within the intended use of the product.




The CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM range of motion complies with
ISO 21535, except that the 28/+10mm CoCr femoral head used with the 20 degree hooded
acetabular insert fimits flexion/extension to 98 degrees in both the CONSENSUS® HIP SYSTEM
and the TAPERSET™ HIP SYSTEM.

The CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM are designed to transmit load to
the femur during daily activities including, but not limited to walking, stair climbing, and chair
ascent.

The femoral and acetabular components are designed to minimize stress shielding at the bone-
implant interface.

The matching articulating surfaces at the acetabular-femoral articulation are intended to
minimize wear over time.

The high polish finish of the articulating surface of the CoCr and Biolox delta Ceramic femoral
heads is intended to minimize wear of the acetabular insert,

The high polish finish of the unipolar and bipolar heads is intended to minimize wear of the
natural acetabular cartilage.

The proximal fixation surfaces of nonporous femoral stems are grit blasted to enhance adhesion
at the implant-cement interface.

The proximal fixation surfaces of porous CONSENSUS® and TAPERSET™ stems and the external
fixation surfaces of acetabular companents are porous coated to enhance adhesion at the
implant-bone interface.

CONTRAINDICATIONS

A, Any joint with active or suspected latent infection.

B. Neuromuscular disorders or mental conditions whereby the risks associated with these
conditions are outweighed by the benefits to be derived.

C. Any conditicn of the bone stock in which sufficient support and fixation of the implant is in
question. _

D. Obese or overweight patients who may place undue loads on the prosthesis which can result in
failure of the device.

E. Any pathological conditions of the joint that would interfere in achieving appropriate range of
motion, adequate head stability, and a well seated and supported prosthetic combination.

F. Ligamentous or severe muscle laxity or inadequate soft tissue coverage to allow for the normal
healing process and for proper hip mechanics to be reestablished.

WARNINGS

A. All CONSENSUS® HIP SYSTEM and TAPERSET™ HIP SYSTEM components are sold sterile. If
packages appear damaged or tampered with, they should be returned to the supplier.

B. Do notimplant any device that has been used, even if it appears undamaged.

C. Machined taper surfaces of the femoral stem and head must be clean and dry at the time of

assembly to ensure proper seating of the implant.




Care must be taken to properly impact the femoral head to prevent any discrepancy in neck
length, disassociation, or dislocation,

Do not bend or contour an implant, as this may reduce its fatigue strength and may cause
immediate or eventual failure under load.

Never tamper with implants. Tampering may have a detrimental affect on the performance of
the implant.

The surgeon and O.R. staff must be extremely careful to protect all components from being
marred, nicked, or notched as a result of contact with metat or any abrasive objects. This is
particularly important for polished bearing areas and machined taper surfaces.

The Biolox delta Ceramic Femoral Head is to be used ONLY with CONSENSUS GRTHOPEDICS, INC.
titanium hip stems with a 12/14 taper trunnion,

CONSENSUS® and TAPERSET™ femoral stems may ONLY be used in conjunction with
CONSENSUS metal femoral heads or with Biolox defta Ceramic femoral heads.

CONSENSUS femoral heads may ONLY be used in conjunction with CONSENSUS acetabular
components.

CONSENSUS® and TAPERSET™ hip products should not be used in conjunction with the
28/+10mm femoral head and the 20° hooded insert.

PRECAUTIONS

A,

Before any implant is used, the surgeon should be completely familiar with all aspects of the
surgical procedure and the limitations of the device.

It cannot be expected that joint replacements will withstand the same activity levels as normal
healthy bone.

Excessive physical activity may result in premature failure of the implant system due to
loosening, component fracture, andfor wear. Activities which place unreasonable amounts of
stress on the joint should be avoided. Patients should be instructed on the limitations of the
prosthesis and how to maodify their activities accordingly.

Obese patients may place severe loading on the affected extremity which can be expected to
accelerate joint fallure. If appropriate, patients should be advised to follow a weight reduction
or maintenance program.

Prosthetic replacement is generally indicated only for patients who have reached skeletal
maturity. Total joint replacement in younger patients should be considered only when explicit
indications outweigh the associated risks of the surgery and modified demands regarding the
activity and joint loading are assured.

Proper selection of fixation type and placement of the femoral stem and acetabular component
are critical factors in the prevention of unusual stress conditions and their potentially harmful
affects on the life expectancy of the implant,

ADVERSE EFFECTS




All prosthetic replacements have the potential for adverse effects, including infection,
loosening, fracture, breakage, bending of the components, component disassembly, or
positional changes of the components,

Sensitivity reactions to component materials could occur, and should be ruled out
precperatively.

Total joint replacement surgery is associated with serious complications including, but not
limited to: nerve injury, direct arterial injury, false aneurysm, spontaneous vascular ocﬂciuéion,
deep vein thrombosis, ectopic ossification, non-union, dislocation, disassociation, superficial and
deep infection, aseptic loosening, component failure, cement breakdown, and third party wear
associated with polymethylmethacrylate or UHMWPE.

Acetabular pain due to loosening of the implant, and/or localized pressure associated with
incongruencies of the fit, or tissue inflammation of unknown etiology.

Reoperation may be necessary to correct adverse effects.

On rare occasions, complications may require arthrodesis, Girdlestone procedure or amputation
of the limb.

Other complications generally associated with surgery, drugs, blood use, or ancillary devices
used.

INFORMATION

Surgical techniques may be obtained from a CONSENSUS ORTHOPEDICS representa—tive or the company

directly.

STERILIZATION AND HANDLING

All components have been sterilized through an Ethylene Oxide sterilization process. Do not use any

component if the package has been breached.

USE CAUTICN IN HANDLING PLASMA SPRAYED or PORCUS COATED COMPONENTS TO PREVENT
CONTAMINATION OF THE COATING OR ENTRAPMENT OF DEBRIS IN THE COATING.

COMPONENTS THAT ARE MANUFACTURED FROM ULTRA-HIGH MOLECULAR WEIGHT POLYETHYLENE
(UHMWPE), POLYMETHYL-METHACRYLATE {(PMMA} OR CERAMIC SHOULD NOT BE AUTOCLAVED.

CERAMIC FEMORAL HEAD INSTRUCTIONS FOR USE

PREPARATORY PHASE

A. Use ceramic heads only on stems with tapers approved for ceramic heads.

B. A ceramic head impacted once, and then removed, must not be mounted onto ancther stem.

C. Never place a ceramic femoral head onto a stem taper that has previously been in use with a
head of any type. A metal head must be used as a replacement for any type of head that has
been removed from a stem taper.

D. Never use a ceramic head which has fallen to the floor,

E. Avoid thermal shocks to ceramic heads. Do not quench the ceramic components in cold liquids.




DURING OPERATION

A. Keep metal instruments clear of taper. Taper surface of CONSENSUS™ stem must not be
scratched or damaged,

B. Clean and dry taper of femoral stem and ceramic head before attaching the ceramic head.

C. Use only plastic impactor to fasten ceramic heads. Never use a metal impaction instrument.

REPLACEMENT OF FRACTURED CERAMIC HEAD

in the case of a fractured ceramic head, remove all ceramic particles from the wound. If you wish to
replace the fractured ceramic head with another ceramic head, the polyethyiene insert and femoral
stem must be changed, if the stem taper is undamaged, 2 metal head may be used with the existing
stem in lieu of a ceramic head.

WARNING: Single Use Only: This product is intended for single use only. Do not attempt to re-use, even
if the device appears to be undamaged. Risks include device damage leading to poor performance or
failure, patient cross-contamination, inadequate sterilization and general liability.

CAUTION: Disposal of single-use implant device - This device should be regarded as bio-contaminated
and handled accordingly. Plastic or metal implants should be terminally sterilized and disposed of
following existing hospital policies and procedures.

CAUTION: The CONSENSUS® and the TAPERSET™ hip system is MR Unsafe per ASTM F2503 as it has not
been evaluated for safety in the MR environment. Patients should register their implant information ‘
with the MedicAlert Froundation {www.medicalert.org), or equivalent organtzation.

CAUTION: FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A
PHYSICIAN,

Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
£l Dorado Hills, CA 95762-9623
800-240-0500

916-355-7100




CONSENSUS ORTHOPEDICS INC.

UNISYN™ HIP SYSTEM
Instructions for Use {IFU)

IMPORTANT INFORMATION FOR SURGEON: PLEASE READ PRIOR TO IMPLANTING THIS DEVICEIN A
CLINICAL SETTING, THE SURGEON SHOULD BE FAMILIAR WITH THE SURGICAL TECHNIQUE.

DESCRIPTION

The CONSENSUS ORTHOPEDICS, INC. UNISYN™ HIP SYSTEM - PRIMARY/REVISION Hip Is comprised of
four modular components — a neck segment, a body segment, a stem, and a locking nut. The modular
neck segment is manufactured from titanium alloy {Ti-6Al4V, ASTM F620). it attaches to the body
segment by means of a locking taper and fiexible collet junction. Multiple neck options are provided to
allow horizontal and vertical offset adjustment. The neck segment utilizes a Morse taper as a means for
attaching a modular femaral head. The body segment is manufactured from titanium alloy {Ti 6Al 4V,
ASTM F136 or ASTM F1472). Plasma sprayed necks and bodies are coated with commercially pure
titanium {C. P. Ti, ASTM F1580). Body segments are also available with hydroxylapatite (HA) coating
{empirical formula Ca5{P0O4)30H, ASTM F1185). The stem components are manufactured from (Ti 6Al-
4V, ASTM F1472). The stem is attached to the neck segment by means of a locking taper. The stem is
then secured to the neck via a locking nut {Ti 6Al-4V, ASTM F136). The locking nut has a Spiralock®
thread to resist loosening. The nut is applied to the stem after the stem has been preloaded and
assembled. The UniSyn Hip System was designed for uncemented use, however, if it is necessary to
cement a Unisyn hip we recommened the addition of cement to appropriately stabilize the chosen
implant. The design details of all taper connections are proprietary to CONSENSUS ORTHOPEDICS, INC.

The UNISYN™ HIP SYSTEM may only be used in conjunction with CONSENSUS® ceramic and metal
femoral heads, the CONSENSUS® ACETABULAR CUP, the C52™ ACETABULAR CUP, CONSENSUS® low
profile cancellous bone screws, CONSENSUS® BIPOLAR heads, CONSENSUS® UNIPOLAR heads, and the
CONSENSUS® ALL-POLY ACETABULAR CUP. The UNISYN™ HIP SYSTEM is designed to allow full
interchangeability between all UNISYN™ components of any size configuration for maximum
intracperative flexibility. CONSENSUS ORTHOPEDICS advises to use the 30 and 45mm locking nut with
the 30 to 36mm and 45 to 55mm vertical offset neck sizes respectively. All UNISYN™ component
configurations may be used with all CONSENSUS® femoral head and acetabular component
configurations.

For a complete description of the CONSENSUS® HIP SYSTEM components for use with the UNISYN™ Hip
SYSTEM, refer to the IFU included with the appropriate product package.




UNISYN™ stems used with roughened and plasma coated bodies are intended for cemented or
uncemented use. UNISYN™ stems used with plasma/HA or HA coated bodies are intended for
uncemented use only.

HOW PRODUCT IS SUPPLIED

Each component of the UNISYN™ HIP SYSTEM is supplied STERILE, is contained in individuat boxes or
packages designed to maintain sterility, and is available in a wide range of sizes. Please refer to the
current price list, surgical technique or catalog for the catalog numbers and sizes available.

INDICATIONS AND USAGE

Indications far the use of the UNISYN™ HIP SYSTEM must be carefully considered with respect to the
patient’s entire evaiuation and alternative procedures. The selection of the UNISYN™ HIP SYSTEM is
based on the judgment of the surgeon as to the needs of the patient and the expected post-operative
conditions. Patient selection is dependent on age, general health, available bone stock and quality, and
any prior surgery or anticipated future surgery.

indications for use of the UNISYN™ HIP SYSTEM

A, Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.

B. Revision of failed femoral head replacement, hip arthroplasty or other hip procedures.

C. Proximal femoral fractures.

D. Avascular necrosis of the femoral head.

E. Non-union of proximal femoral neck fractures.

F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomatlacia, pseudarthrosis conversion, and structural abnormalities,

INTENDED PERFORMANCE

All components of the UNISYN™ HIP SYSTEM are intended to perform in a safe and effective manner in
restoring hip function within the intended use of the product,

A. The UniSyn® HIP SYSTEM range of motion complies with 1SO 21535, except that the Consensus®
Hip System 28mm/+10 CoCr femoral head used with the 20 degree hooded acetabular insert
limits flexion/extension to 98 degrees.

B. The UNISYN™ HIP SYSTEM is designed to transmit load to the femur during daily activities
including, but not limited to walking, stair climbing, and chair ascent.

C. The taper and collet connections between modular components of the UNISYN™ HIP SYSTEM
are designed to minimize micromotion and fretting, and maximize total contact area for added
torsional strength and fatigue resistance.

D. The UNISYN™ HIP SYSTEM is designed to minimize stress shielding at the implant-bone
interface,




The fixation surfaces of nonporous {roughened) UNISYN™ body segments are grit blasted to
enhance adhesion at the implant-bone interface.

The fixation surfaces of plasma coated UNISYN™ body segments are plasma sprayed to enhance
adhesion at the implant-bone interface.

The fixation surfaces of plasma/HA and HA coated UNISYN™ body segments are HA coated to
enhance adhesion at the implant-bone interface.

CONTRAINDICATIONS

A, Any joint with active or suspected latent infection.

B. Neuromuscular disorders or mental conditions whereby the risks associated with these
conditions are outweighed by the benefits to be derived.

C. Any condition of the bone stock in which sufficient support and fixation of the implant is in
question,

D. Obese or overweight patients who may pface undue loads on the prosthesis which can resultin

- failure of the device.

E. Any pathological conditions of the joint that would interfere in achieving appropriate range of
motion, adequate head stability, and a well seated and supported prosthetic combination,

F. Ligamentous or severe muscle laxity or inadequate soft tissue coverage to allow for the normal
healing pracess and for proper hip mechanics to he reestablished.

WARNINGS

A, Al UNISYN™ HIP SYSTEM components are sold sterile. If packages appear damaged or tampered
with, they should be returned to the supplier.

B. Do not implant any device that has been used, even if it appears undamaged.

C. Machined taper surfaces of the femoral stem and head must be clean and dry at the time of
assembly to ensure proper seating of the implant.

D. Care must be taken to properly impact the femoral head to prevent any discrepancy in neck
length, disassociation, or dislocation,

E. Do not bend or contour an implant, as this may reduce its fatigue strength and may cause
immaediate or eventual failure under load.

F. Never tamper with implants, Tampering may have a detrimental affect on the performance of
the implant. Handling of the HA treated regions must be avoided as it potentially could result in
the compromise of the treatment effectiveness.

G. The surgeon and O.R. staff must be extremely careful to protect all components from being
marred, nicked, or notched as a result of contact with metal or any abrasive objects. This is
particularly important for polished bearing areas and machined taper surfaces.

H. UNISYN™ products may ONLY be used in conjunction with Consensus Orthopedics CONSENSUS®

ceramic and metal femoral heads.

Do not use bone cement with HA coated implants.

UNISYN™ products should not be used in conjunction with the 28/+10mm femoral head and the
20° hooded insert. '




PRECAUTIONS

A

Before any implant is used, the surgeon should be completely familiar with all aspects of the
surgical procedure and the limitations of the device,

It cannot be expected that joint replacements will withstand the same activity levels as normal
healthy bone,

Excessive physical activity may result in premature failure of the implant system due to
loosening, component fracture, and/or wear. Activities which place unreasonable amounts of
stress on the joint should be avoided. Patients should be instructed on the limitations of the
prosthesis and how to modify their activities accordingly.

Obese patients may place severe loading on the affected extremity which can be expected to
accelerate joint faiture. If appropriate, patients should be advised to follow a weight reduction
or maintenance program.

Prosthetic replacement is generally indicated only for patients who have reached skeletal
maturity. Total joint replacement in younger patients should be considered only when explicit
indications outweigh the associated risks of the surgery and modified demands regarding the
activity and joint loading are assured.

instruct patients on the limitations of the prosthesis and how to modify their activities
accordingly.

Proper selection of fixation type and placement of the femoral stem and acetabular component
are critical factors in the prevention of unusual stress canditions and their potentially harmful
affects on the life expectancy of the implant,

ADVERSE EFFECTS

A,

All prosthetic replacements have the potential for adverse effects, including infection,
loosening, fracture, breakage, bending of the components, component disassembly, or
positional changes of the components.

Sensitivity reactions to component materials could occur, and should be ruled out
preoperatively.

Total joint replacement surgery is associated with serious complications including, but not
limited to: nerve injury, direct arterial injury, false aneurysm, spontaneous vascular occlusion,
deep vein thrombosis, ectopic ossification, non-union, dislocation, disassociation, superficial and
deep infection, aseptic loosening, component failure, cement breakdown, and third party wear
associated with polymethylmethacrylate or UHMWPE.

Acetabular pain due to loosening of the implant, and/or localized pressure associated with
incongruencies of the fit, or tissue inflammation of unknown etiology.

Reoperation may be necessary to correct adverse effects.

On rare occasions, complications may require arthrodesis, Girdlestone procedure or amputation
of the limb.

Other complications generally associated with surgery, drugs, blood use, or ancillary devices
used.




INFORMATION

Surgical techniques may be obtained from a CONSENSUS ORTHOPEDICS representative or the company
directly.

STERILIZATION AND HANDLING

All components have been sterilized through an ethylene oxide sterilization process, Do not use any
component if the package has been breached.

USE CAUTION IN HANDLING PLASMA SPRAYED or HA COATED COMPONENTS TO PREVENT
CONTAMINATION OF THE COATING OR ENTRAPMENT OF DEBRIS IN THE COATING.

COMPONENTS THAT ARE MANUFACTURED FROM ULTRA-HIGH MOLECULAR WEIGHT POLYETHYLENE
{UHMWPE), POLYMETHYL-METHACRYLATE {PMMA) OR CERAMIC SHOULD NOT BE AUTOCLAVED.

CERAMIC FEMORAL HEAD INSTRUCTIONS FOR USE
PREPARATORY PHASE

A. Use ceramic heads only on stems with tapers approved for ceramic heads.

B. A ceramic head impacted once, and then removed, must not be mounted onto another stem.

C. Never place a ceramic femoral head onto a stem taper that has previously been in use with a
head of any type. A metal head must be used as a replacement for any type of head that has
been remacved from a stem taper,
Never use a ceramic head which has fallen to the floor.

E. Avoid thermal shocks to ceramic heads. Do not quench the ceramic components in cold liquids.

DURING OPERATION

A. Keep metal instruments clear of taper. Taper surface of UNISYN™ stem, body, and neck must
not be scratched or damaged.

B. Clean and dry taper of UNISYN™ neck and ceramic head before attaching the ceramic head.

C. Use only plastic impactor to fasten ceramic heads. Never use a metal impaction instrument.

REPLACEMENT OF FRACTURED CERAMIC HEAD

In the case of a fractured ceramic head, remove all ceramic particles from the wound, If you wish to
replace the fractured ceramic head with another ceramic head, the polyethylene insert and UNISYN™
neck component must be changed. If the neck taper is undamaged, a metal head may be used with the
existing stem in lieu of a ceramic head.

WARNING: Single Use Only: This product is intended for single use only. Do not attempt to re-use, even
if the device appears to be undamaged. Risks include device damage leading to poor performance or
failure, patient cross-contamination, inadequate sterilization and general liability.




CAUTION: Disposal of single-use implant device - This device should be regarded as bio-contaminated
and handled accordingly. Plastic or metal implants should be terminally sterilized and disposed of
following existing hospital policies and procedures,

CAUTION: The CONSENSUS® and the TAPERSET™ hip system is MR Unsafe per ASTM F2503 as it has not
been evaluated for safety in the MR environment. Patients should register their implant information
with the MedicAlert Froundation {www.medicalert.org}, or equivalent organization.

CAUTION: FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A
PHYSICIAN.

Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762-9623
800-240-0500

916-355-7100




CHS SMT  Revision

Introduction
The Consensus® Hip System was developed from well
established and clinically proven design principles. With

consistent application of those principles and a logical system

of instrumentation, the Consensus® Hip System offers the
surgeon a variety of implant options, providing excellent

performance for a wide spectrum of patient indications.

Femoral Heads

sphericity and surface finish to minimize wear.

Acetabular Inserts

Acetabular Shells

enhanced component fixation.,

on acetabular preparation.

Femoral heads are available in cobalt chrome or BIOLOX?®

delta ceramic. They are ultra-precision manufactured to high

The acetabular insert is offered in a neutral design as well
as a 20° hooded design. The hooded acetabular insert
provides additional coverage to increase the stability of
the reconstructed hip. Inserts are available in Ultra High
Molecular Weight and Highly Cross-Linked Polyethylene.

The Consensus® Acetabular Shell offers a metal backed and
an all polyethylene acetabular component. Metal backed
components are intended for cementless use, or for cemented
use at the discretion of the surgeon. All polyethylene
acetabular components are intended for cemented use only.
The CS2™ Cup is available in either a hemispherical or

flared rim design. Screw holes are provided as an option for

Note: Please refer to surgical techniques specific to
Consensus® Acetabular Shell and CS2™ Cup for information
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Introduction
The TaperSet Total Hip System was designed to provide
surgeons with a proven hip system based upon the experience
and success of the Mueller flat tapered stems of the past
30 years. The TaperSet Total Hip System incorporates the
following design features:

Dual taper wedge geometry providing excellent stability
in both mediolateral and anteroposterior planes.

135° neck angle allows for restoration of joint
mechanics.

Neck geometry allowing for a maximum range of
motion,

10 Standard and 10 High-Offset options to restore
biomechanics without lengthening the leg.

Proximal circumferential porous plasma spray coating
provides for biological fixation at the implant-bone
interface

Ti-6Al1-4V alloy has proven biocompatibility without
excessive stiffness.

Instrumentation designed for accuracy and simplicity.
12/14 Neck Taper — Compatible with Consensus Femoral
Heads.

Bone conserving design.

Indications for Use:
The TaperSet™ Hip System is designed for total or partial
hip arthroplasty and is intended to be used with compatible

components of the Consensus Hip System,




The Consensus® Hip System was developed from well established and clinically proven
design principles. With consistent application of those principles and alogical system of instruments,
the Consensus® Hip System offers the surgeon a variety of implant options, providing excellent
performance for a wide spectrum of patients.

Shells

= Available without screw holes or with a superior
cluster of three screw holes to enhance fixation

= Commercially pure titanium beaded porous coating

= Available in diameters from 42mm to 68mm

= Hemispherical or flared rim geometries

Inserts
36mm ID inserts for 52-68mm shells
32mm ID inserts for 48-68mmishells
28mm ID inserts for 46-68mm shells
Available in'20° hooded and/neutral'options
High density or highly cross-linked
polyethylene

Heads
36mm BIOLOX® defta available in -4, 0, +4, and +8mm offsets
32mm BIOLOX® defta available in -4, 0, +4, and +7mm offsets
28mm BIOLOX® delta available in -3.5, 0, +3.5 offsets
36mm CoCr available in -5, 0, +5, and +10mm offsets
32mm CoCr available in -5, 0, +5, and +10mm offsets
28mm CoCr available in -5, 0, +5, and +10mm: offsets

Stems

= 128° neck angle allows for restoration of lateral offset while
maintaining proper leg length
Press-fit stem geometry provides a 1mm press-fit in the
metaphysis and line-to-line slip-fit in the diaphysis to promote
loading of the proximal femur and provide initial stability and
fixation of the implant
Stems are forged from either Ti-6Al-4V or CoCr for improved
strength and biocompatibility
Full radius porous-coated collar loads medial calcar to
preserve proximal bone
Polished neck and distal bullet

(ONSensue

Orthopedics

1115 Windfield Way, Sulte 100

El Dorado Hills, CA 95762

P:916-355-7100, F:916-355-7190

E:info@consensusortho.com
98003-01D www.consensusortho.com




The TaperSet Hip System was developed from well-established and proven design principles.
With consistent application of those principles and a logical system of instruments, the Consensus®
Hip System offers the surgeon a variety of implant options, providing excellent performance
for a wide spectrum of patients.

Stems

= Standard and lateral offset options to restore
biomechanics without lengtheningithe leg
Proximal circumferential porous plasma spray
coating provides for biological fixation at the
implant-bene interface
Dual taper wedge geometry provides excellent
stability in both mediolateral and anteroposterior
planes
Ti-6Al-4V alloy has proven biocompatibility
without excessive stiffness
135° neck angle allows for restoration of joint
mechanics
Bone conserving design

Heads
36mm BIOLOX® delta available in -4, 0, +4, and +8mm offsets
32mm BIOLOX® delta availablein -4, 0, +4, and +7mm offsets
28mm BIOLOX® defta available in -3.5, 0, +3.5 offsets
36mm CoCr available in -5, 0, +5, and +10mm offsets
32mm CoCr availableiin -5, 0, +5, and +10mm offsets
28mm CoCr available in -5, 0, +5, and +10mm offsets

Inserts

= 36mm |D inserts for 52-68mm shells

= 32mm |D'inserts for 48-68mm shells

= 28mm ID inserts for 46-68mm shells

= Available in 20° hooded and neutral options

= High density or highly cross-linked polyethylene

Shells
= Available without screw holes or with a superior cluster of three
screw holes to enhance fixation
Commercially pure titanium beaded porous coating
Available in diameters from 42mm to 68mm
Hemispherical or flared rim geometries

Orthopedics

1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762
P:916-355-7100, F;:916-355-7190
E:Info@consensusortho.com
98054-01B www.consensusortho.com




UniSyn™ Hip System

Infinite Version Control
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Attachment VIII — Master File Reference Letter and Material Info
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Attachment IX — Mechanical Test Reports
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;r Food and Orug Administration
3 ( ) Office of Device Evaluation &

. ‘ ] Office of In Vitro Diagnostics
"‘} COVER SHEET MEMORANDUM .

From: Reviewer Name M \ L\,%l }(QSS‘(/

Subject:, 510(k) Number ]é.//Oéff—/Z

To: The Record

Please list CTS decision code ‘g

0 Refused to accept {(Note: this is considered the first review cycle, See Screenlng Checkhst

http:/feroom.fda.qov/eRoomReq/Files/CCRHIICDRHPremarket tNotification510kProgram/0 5631.'Screenmq%20Checkhsl%207%
202%2007 doc )

0 Hold (Additional information or Telephone Hold). C
DXFinai Decision {(SB, SE with Limitations, NSE, Withdrawn, etc.).

Flease complete the fotlowing for a final clearance decision (i.e., SE, SE with Limitations, ete.): 0
indications for Use Page ' ' Attach IFU Yy
510(k) Summary /510(k) Statement Attach Summary y

: Truth_ful and Accurate Stétement. Must be present for a Final Decision )f

Is the device Class 11[?

N

If yes, does firm.include Class Ill Summary? Must be pres,ept for a Final Decision

Does firm reference standards? - '
(If yes, please attach form from http; Hwww.fda. qowooacom/morechom:es/fdaformsfF DA- \/
3654 gdf) : '

Is this a combmatlon product; /\/
(Please specify category _ see

\ hitp:eroom.fda. gov.’eRoomReg/FﬂeleDRH3/CDRHPremerketNot:fcatlonS10kProgram/O 413b/CO

MBINATION%ZOPRODUCT%ZOALGORITHM%ZO(REVISED%203 12-03).DOC

Is this a reprocessed single use device? _ ,
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 51 0(K)s for
Reprocessed Single-Use Medical Devices, hitp:/fwww.fda. qovlcdrh/ode/qwdanceM216 htm)

Is this device intended for pediatric use only?

NS

i
|

:_{?K- }%\i_ < R >

Is this a prescription device? (If both prescnpnon & OTC, check both boxes ) ' ' y
Did the application include a completed FORM FDA 3674, Certlflcatlon W|th Requwements of
ClinicalTrials.gov Data Bank? - .

Is clinical data necessary to support the review of this 510(k)'>

Did the application include-a completed FORM FDA 3674, Cen‘mcetton with Requrrements of
ClinicalTrials.gov Data Bank?

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

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21
Neonate/Newborn (Birth to 28 days)
.| Infant (29.days -< 2 years old)- J

'| Child (2 years -< 12 years old)

Adolescent. (12 years -< 18 years old)

Transmonal Adolescent A (18 = <21 years old) Spemat cons:deretlons are being glven to thIS
group, different from adults age 221 (different device desugn or testlng, different protocol
procedyres, etc ). .

Rev. 7/2/07



Wansitional Adolescent B (18 -<= 21; No specia! considerations compared to adults => 21 years
old}

-ﬁanote&nology

Is this device subject {0 the Tracking Regulétion? {Medical Device Tracking Contact OC.
Guidance, http:/fwww.fda.qovlcdrhicomp/quidanceﬁ89.htm!) . i

e

Regulation Number Class* Product Code -

980 335§ T LPH

("I unclassified, see 510(%) Staff)

Additional Product Codes: /

e

Review: (—\/\ /_‘ - DUD.@ {-(‘/f /)Q[/
MW” Y (Branch Codg) {Date)
Final Review: | (.\ /} | A /

(Division Direqtor) Vi (Date)
i .

W

L
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditionat

K110542
Date: "// ’ / { '
To: The Record Office: ODE
From: Michael Kasser, Materials Engineer, PhD, OJDB Division: DSORD

510(k) Holder: Consensus Orthopedics, Inc.
Device Name: Consensus Biolox Delta Ceramic Femoral Heads
Contact: Matthew Hull, RAC

P 1 (9 B s {
e e 77 el
Y /1y

Email: mhull@consensusortho.com
" / / 1

. Purpose and Submission Summary:

Il. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) D S

At o A St e
510(k) Summary or 510(k) Statement

Standards Form (ISO 6474, 14971, 14630, 21534, 21535, 7206-1,10 10993-1,7,
11135-1, 11137-1,2, 11607)

X
X
X

B s e B

Reviewer Comment: The 510(k) Summary is adequate.

lll. Device Description




K935193 Censensus Hip System - Porous Coated Titanium Femoral Stem.-

K935453 CONSENSUS HIP SYSTEM-HA COATED TiTANIUM FEMORAL STEM
K933499 CONSENSUS HIP SYSTEM- NON-POROUS TITANIUM FEMORAL STEM
K030151 CONSENSUS HIP SYSTEM, UNISYN HIP SYSTEM

See the predicate device section for description of compatible components

Is the device life-supporting or fife sustaining?
s the device an implant (mplanted longer than 30 days)? . X | |
Does the device design use software? X
Isthedewcesterlle'? e x

Is the device reusable (not reprocessed single use)? _‘
Are “cleaning” instructions included for the end user? ; 's i

IV. Indications for Use

V.

The Consensus hip systems are designed for total or partial hip arthroplasty and are only intended to
be used with compatible Consensus components per the appropriate system specific indications.

The general indications for use are: :
A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
B. Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.
C. Proximal femoral fractures.
D. Avascular necrosis of the femoral head.
E. Non-union of proximal femoral neck fractures.
F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa
plana, coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities.

Consensus hip system implants are intended for uncemented or cemented use per the system
specific indications.

Predicate Device Comparison

Systems:

K922561 CONSENSUS TOTAL HIP SYSTEM

K003649 UNISYN HIP SYSTEM

K102399 Consensus TaperSet Hip System

K081973 Aesculap Consensus Acetabular Cups for use with Aesculap Excia and Metha Hip Systems
K082991 Aesculap Biolox Delta Ceramic Femoral Head

Description of Predicates:

K922561, K933489, K935193, K935453, K953792, K955386, K960339, K960156, K960151,
K070061, KO20153, K021466, KO30151, K060635, K100933 CONSENSUS TOTAL HIP SYSTEM




VI. Labeling

Package Label:




Package Insert:

Surgical Procedure:

Provided.

VII. Sterilization/Shelf Life/Reuse

Packaging/Shelf Life:

VIil. Biocompatibility

IX. Software

N/A

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety



N/A

XIl. Performance Testing — Bench

XIl. Performance Testing — Animal

Not performed.




Xlll. Performance Testing — Clinical

Not performed.

XIV. Substantial Equivalence Discussion

6.
7.

Yes No
1. Same Indication Statement? X If YES = Go To 3
2. Do Differences Alter The Effect Or Ralse New E If YES Stop NSE
Issues of Safety Or Effectiveness? ‘
3. Same Technological Characteristics? X | fYES=GoTo5
4, Could The New Characterlstlcs Affect Safety Or IfYES=GoTob
Effectiveness?
5. Descriptive Characteristics Precise Enough? X | fINO=GoTo8

If YES = Stop SE

New Types Of Safety Or Effecuveness Questlons’?

Accepted Scuentlfic Methods EXIst'7

| if YES Stop NSE
"I NO = Stop NSE

8. Performance Data Available?

8. Data Demonstrate Equivalence?

If NO = Request Data

| Final Decision: SE

XV. Deficiencies




XVI. Contact History

See CTS for contact history.

XVII. Recommendation: SE
Regulation Number: 21 CFR 888.3358
Regulation Name: Hip Joint metal/polymer/metal semi-constrained porous-coated uncemented
prosthesis
Regulatory Class: Class Il
Product Code: LPH

Mw/ P tiax— /1 /1

Reviewer Date

Q/\/’ L{/{/}D”

Branch Chief O O Date
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Kasser, Michael

From: Matt Hull [mhull@consensusortho.com]

Sent: Thursday, March 31, 2011 3:42 PM

To: Kasser, Michael

Cc: Justin Creel

Subject: RE: K110542 Consensus Biolox Delta Ceramic Femoral Heads

Follow Up Flag: Follow up
Flag Status: Red
Attachments: K110542 Response Document.pdf

Michael,

Attached please find our response to your e-mail below from 28 March. If you have any additional questions
please feel free to call or e-mail me. Thanks.

Matt

onsensus

Orthopedics
Matt Hull
Director of QS & RA
1115 Windfield Way, Suite 100
El Dorado Hills, CA 85762
P:916-355-7156 F:916-355-7190
www.consensusortho.com

From: Kasser, Michael [mailto:Michael.Kasser@fda.hhs.gov]

Sent: Wednesday, March 30, 2011 1:13 PM

To: Matt Hull

Subject: RE: K110542 Consensus Biolox Delta Ceramic Femoral Heads

Matt,

Thanks,

Michael Kasser, PhD

From: Matt Hull [mailto:mhuli@consensusortho.com]

4/1/2011
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Sent: Monday, March 28, 2011 2:45 PM
To: Kasser, Michael
Subject: RE: K110542 Consensus Biolox Delta Ceramic Femoral Heads

Dear Dr. Kasser,

From: Kasser, Michael [mailto:Michael.Kasser@fda.hhs.gov]
Sent: Monday, March 28, 2011 9:52 AM

To: Matt Hull

Subject: K110542 Consensus Biolox Delta Ceramic Femoral Heads

Dear Mr. Hull,

Page 2 of 3

| am the FDA reviewer assigned to review 510(k) K110542 Consensus Biolox Delta Ceramic Femoral Heads.
Upon reviewing your submission, | noted several deficiencies that need to be addressed before | can determine

substantial equivalence.

4/1/2011




Page 3 of 3

Sincerely,

Michael Kasser, PhD
Materials Engineer
CDRH/ODE/DSORD/OJDB
{301) 796 6946
michael.kasser@fda.hhs.gov

4/1/2011
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onsensus

Orthopedics

31 March 2011 1115 Windfield Way, Ste 100
Atin: Matthew M. Hull, RAC
El Dorado Hills, CA 95762

mhull@consensusortho.com
(916) 355-7156

FDA, CORH

Document Mail Center- W066-G609
Attn: Dr. Michael Kasser, ODE
10903 New Hampshire-Ave.

Silver Spring, MD 20893-0002

RE: K110542, Consensus Biolox delfta Ceramic Femoral Heads

Dear Dr. Kasser,

I-am responding to your e-mail of 28 March 2011 regarding your request for additional
information in support of our 510(k), K1110542 for the Consensus Biolox delfa Ceramic
Femoral Heads. | have included your original questions/comments in the following
document, followed by our responses in bold. If you have any further questions or need
clarification please contact me via telephone or e-mail as identified above. Thank you..

Sincerely yours,

Maithew M. Hull, RAC
Director QS & RA










Attachment A
Consensus Taper Design Comparison
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Attachment B
Revised Labeling
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Kasser, Michael

Page 1 of |

From: Matt Hull [mhull@consensusortho.com]
Sent: Friday, April 01, 2011 1:57 PM

To: Kasser, Michael

Subject: K110542 Requested Labeling Changes

Attachments: CHS IFU 040111.pdf; UNISYN IFU 040111.pdf, CHS STM page 2 revision. pdf

Michael,

Matt

onsensus

Orthopedics
Matt Hull
Director of QS & RA
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762
P:916-355-7156 F:916-355-7190
www.consensusortho.com

4/1/2011
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CONSENSUS ORTHOPEDICS INC.

CONSENSUS HIP SYSTEMS
Instructions for Use {IFU)

IMPORTANT {NFORMATION FOR SURGEON: PLEASE READ PRIOR TO IMPLANTING THIS DEVICE IN A
CLINICAL SETTING. THE SURGEON SHOULD BE FAMILIAR WITH THE SURGICAL TECHNIQUE.

DESCRIPTION

The CONSENSUS ORTHOPEDICS, INC. TAPERSET™ HIP SYSTEM — PRIMARY HIP and the CONSENSUS® HIP
SYSTEM - PRIMARY HIP are comprised of a femoral stem component, femoral head component,
acetabular component and cancellous bone screws, and for cemented applications includes distal
centralizers.

The femoral stem component of the CONSENSUS® HIP SYSTEM is manufactured from forged cobalt
chrome alloy {CoCrMo, ASTM F799) for cemented applications, or forged titanium alloy (Ti 6Al-4V ELI,
ASTM F&20) for uncemented applications.

The femoral stem component of the TAPERSET™ HIP SYSTEM is manufactured from wrought Titanium
alloy (Ti-6Al-4V ELI, ASTM F136). The proximal portion of the femoral stem component is plasma
sprayed with commercially pure Titanium (C. P. Ti, ASTM £1580). The femoral stem is available in both
standard and 7mm !ateralized options.

The CONSENSUS® femoral head components is manufactured from either Cobalt Chrome alloy (CoCrMo,
ASTM F799 or ASTM F1537) or Biolox delta Ceramic {Al,0z, ZrO,, 15O 6474). All femoral heads are highly
polished and available in multiple neck lengths and head diameters. Cobalt Chrome femoral heads are
designed for use with all CONSENSUS® and TAPERSET™ femoral stems, and Biolox delta Ceramic femoral
heads are designed for use only with titanium alloy CONSENSUS® and TAPERSET™ femoral stems.

The CONSENSUS® acetabular component consists of a shell and a mating insert. The acetabular compo-
nent is designed for cemented or uncemented use. The acetabular shell is manufactured from Titanium
alloy (Ti-6Al-4V ELI, ASTM F620 or ASTM F136), with a porous coating of commercially pure Titanium
beads (C.P. Ti ASTM F-67). The acetabular shells are available in four different configurations. These are
(1) Hemispherical with screw holes, (2) Hemispherical without screw holes, (3) Flared rim with screw
holes and (4) Flared rim without screw holes. The component has matching circumferential scallops on
the shell and insert that rotationally secure the insert in the shell and allow for dialing the insertin a
desired orientation. The shells with screw holes have three anatomically placed holes, which
accommodate optional cancellous bone screws to augment initial fixation. An optional CONSENSUS®
apical dome hole plug and cement pod spacer are available. The acetabular insert is manufactured from
either ultra-high molecular weight Polyethylene (UHMWPE, ASTM F648) or highly cross linked

24



Polyethylene (UHMWPE, ASTM F648), and features a Titanium alloy X-ray marker (Ti-6Al-4V £LI, ASTM
F136).

The cancellous bone screws are manufactured from wrought Titanium alloy (Ti 6Al-4V ELI, ASTM F136).
The cancellous bone screws are 6.5mm diameter and have a low profile head with a hex drive recess.

The CONSENSUS BIPOLAR and UNIPOLAR are intended for cementless use and are designed for use with
CONSENSUS® and TAPERSET™ femoral stem components. The CONSENSUS BIPOLAR consists of a
bipolar femoral head component with preassembled locking ring and bipolar insert component. The
CONSENSUS UNIPOLAR consists of only a unipolar femoral head component. The bipolar femoral head
component is manufactured from Cobalt Chrome alloy (CoCrMo, ASTM F75, ASTM F799, or ASTM
F1537). The bipolar head has a highly polished spherical outer surface with a cylindrical bored internal
diameter which accepts the polyethylene bipolar insert. The bipolar head comes with a polyethylene
locking ring preassembled in a circumferential groove on the internal diameter. The bipolar insert
component and locking ring are manufactured from ultra-high molecular weight polyethylene
(UHMWPE, ASTM F648). The bipclar insert and locking ring are designed for use with the appropriate
size bipolar head component. The unipolar femoral heads are manufactured from cobalt chrome alloy
(CoCrMo, ASTM F75 or ASTM F1537).

The CONSENSUS ALL-POLY ACETABULAR CUP is designed for use with CONSENSUS® and TAPERSET™
femoral stem components. The CONSENSUS ALL-POLY ACETABULAR CUP is a one piece acetabular
component designed for cemented use only, manufactured from ultra-high molecular weight
Polyethylene (UHMWPE, ASTM F648), and like the acetabular insert, features a titanium alloy X-ray
marker {Ti 6Al-4V ELI, ASTM F138).

The proximal spacer, distal centralizer, apical dome hole plug and cement pod spacer are manufactured
from polymethylmethacrylate (PMMA, ASTM F451). The proximal spacer and distal centralizer are
designed for use with the CoCr femoral stem component for cemented applications.

HOW PRODUCT IS SUPPLIED

Each component of the CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM is supplied STERILE,
is contained in individual boxes or packages designed to maintain sterility, and is available in a wide
range of sizes. Please refer to the current price list, surgical technique or catalog for the catalog numbers
and sizes available.

iNDICATIONS FOR USE OF THE CONSENSUS® HIP SYSTEM-PRIMARY HIP:

The CONSENSUS® HIP SYSTEM is designed for total or partial hip arthroplasty and is intended to be used
with compatible components of the CONSENSUS® HIP SYSTEM.

The indications far use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
B. Revision of failed femoral head replacement, cup arthroplasty or other hip procedures.



Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
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coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteaporosis, pseudarthrosis conversion, and structural abnormalities.

The CONSENSUS® hip stem is indicated for cemented or cementless use.
INDICATIONS FOR USE OF THE TAPERSET™ HIP SYSTEM-PRIMARY HIP

The TaperSet™ Hip System is designed for total or partial hip arthroplasty and is intended to be used
with compatible components of the Consensus Hip System.

The indications for use are:

Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
Revision of failed femoral head replacement, cup arthroptasty or other hip procedures.
Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, osteoporosis, pseudarthrosis conversion, and structural abnormalities.
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The TaperSet™ hip stem is indicated for cementless use.
INDICATIONS FOR USE OF THE CONSENSUS® BIPOLAR OR UNIPOLAR:

A. Primary replacement of the femoral head and neck with very little if any acetabular degradation
noted.

Rheumatoid, osteo, and post traumatic arthritis.

Proximal fermoral fractures.

Avascular necrosis of the femoral head.

Non-unions of proximal femoral neck fractures.,

Revision of failed total hip arthroplasty.

Treatment of malunion or nonunion acetabular fractures.
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The CONSENSUS BIPOLAR OR UNIPOLAR are intended for cementless use.
INTENDED PERFORMANCE

All components of the CONSENSUS® HIP SYSTEM and the TAPERSET ™ HIP SYSTEM are intended to
perform in a safe and effective manner in restoring hip function within the intended use of the product.
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The CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM range of motion complies with
ISO 21535, except that the 28/+10mm CoCr femoral head used with the 20 degree hooded
acetabular insert limits flexion/extension to 98 degrees in both the CONSENSUS® HIP SYSTEM
and the TAPERSET™ HIP SYSTEM.

The CONSENSUS® HIP SYSTEM and the TAPERSET™ HIP SYSTEM are designed to transmit load to
the femur during daily activities including, but not limited to walking, stair climbing, and chair
ascent. '

The femoral and acetabular components are designed to minimize stress shielding at the bone-
implant interface when compared with CoCr.

The matching articulating surfaces at the acetabular-femoral articulation are intended to reduce
wear over time when compared with point loading.

The high polish finish of the articulating surface of the CoCr and Biolox delta Ceramic femoral
haads is intended to reduce wear of the acetabular insert.

. The high polish finish of the unipolar and bipolar heads is intended to reduce wear of the natural

acetabular cartilage.

The proximal fixation surfaces of nonporous femoral stems are grit blasted to enhance adhesion
at the implant-cement interface.

The proximal fixation surfaces of porous CONSENSUS® and TAPERSET'™ stems and the external
fixation surfaces of acetabular components are porous coated to provide biological fixation at
the implant-bone interface.

CONTRAINDICATIONS

Any joint with active or suspected latent infection.

Neuromuscular disorders or mental conditions whereby the risks associated with these
conditions are outweighed by the benefits to be derived.

Any condition of the bone stock in which sufficient support and fixation of the implant is in
guestion.

Obese or overweight patients who may place undue loads on the prosthesis which can result in
failure of the device.

Any pathological conditions of the joint that would interfere in achieving appropriate range of
motion, adequate head stability, and a well seated and supported prosthetic combination.

F. Ligamentous or severe muscle laxity or inadequate soft tissue coverage to allow for the normal
healing process and for proper hip mechanics to be reestablished.
WARNINGS
A. All CONSENSUS® HIP SYSTEM and TAPERSET'™ HIP SYSTEM components are sold sterile. If
packages appear damaged or tampered with, they should be returned to the supplier.
B. Do notimplant any device that has been used, even if it appears undamaged.
C. Machined taper surfaces of the femoral stem and head must be clean and dry at the time of

assembly to ensure proper seating of the implant.
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Care must be taken to properly impact the femoral head to prevent any discrepancy in neck
length, disassociation, or dislocation.

Do not bend or contour an implant, as this may reduce its fatigue strength and may cause
immediate or eventual failure under load.

Never tamper with implants. Tampering may have a detrimental affect on the performance of
the implant.

The surgeon and O.R, staff must be extremely careful to protect all components from being
marred, nicked, or notched as a resuit of contact with metal or any abrasive objects. This is
particularly important for polished bearing areas and machined taper surfaces.

. The Biolox delta Ceramic Femoral Head is to be used ONLY with CONSENSUS ORTHOPEDICS, INC.

titanium hip stems with a 12/14 taper trunnion.

CONSENSUS® and TAPERSET™ femoral stems may ONLY be used in conjunction with
CONSENSUS metal femoral heads or with Biolox deltg Ceramic femoral heads.
CONSENSUS femoral heads may ONLY be used in conjunction with CONSENSUS acetabular
components. '

CONSENSUS® and TAPERSET™ hip products should not be used in conjunction with the
28/+10mm femoral head and the 20° hooded insert.

PRECAUTIONS

A,

Before any implant is used, the surgeon should be completely familiar with all aspects of the
surgical procedure and the limitations of the device.

It cannot be expected that joint replacements will withstand the same activity levels as normal
healthy bone.

Excessive physical activity may result in premature failure of the implant system due to
loosening, component fracture, and/or wear. Activities which place unreasonable amounts of
stress on the joint should be avoided. Patients should be instructed on the limitations of the
prosthesis and how to modify their activities accordingly.

Obese patients may place severe loading on the affected extremity which can be expected to
accelerate joint failure. If appropriate, patients should be advised to follow a weight reduction
or maintenance program.

Prosthetic replacement is generally indicated only for patients who have reached skeletal
maturity. Total joint replacement in younger patients should be considered only when explicit
indications outweigh the associated risks of the surgery and modified demands regarding the
activity and joint loading are assured.

Proper selection of fixation type and placement of the femoral stem and acetabular component
are critical factors in the prevention of unusual stress conditions and their potentially harmful
affects on the life expectancy of the implant.

ADVERSE EFFECTS
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A. All prosthetic replacements have the potentiél for adverse effects, including infection,
loosening, fracture, breakage, bending of the components, compaonent disassembly, or
positional changes of the components.

B. Sensitivity reactions to component materials could occur, and should be ruled out
preoperatively.

C. Total joint replacement surgery is associated with serious complications including, but not
limited to: nerve injury, direct arterial injury, false aneurysm, spontaneous vascular oc-clusion,
deep vein thrombosis, ectopic ossification, non-union, dislocation, disassociation, superficial and
deep infection, aseptic loosening, component failure, cement breakdown, and third party wear
associated with polymethylmethacrylate or UHMWPE.

D. Acetabular pain due to loosening of the implant, and/or localized pressure associated with
incangruencies of the fit, or tissue inflammation of unknown eticlogy.

E. Reoperation may be necessary to correct adverse effects. _

On rare occasions, complications may require arthrodesis, Girdlestone procedure or amputation
of the limb.

G. Other complications generally associated with surgery, drugs, blood use, or ancillary devices
used.

INFORMATION

Surgical techniques may be obtained from a CONSENSUS ORTHOPEDICS representa-tive or the company
directly.

STERILIZATION AND HANDLING

All components have been sterilized through an Ethylene Oxide sterilization process. Do not use any
component if the package has been breached.

USE CAUTION IN HANDLING PLASMA SPRAYED or POROUS COATED COMPONENTS TO PREVENT
CONTAMINATION OF THE COATING OR ENTRAPMENT OF DEBRIS IN THE COATING.

COMPONENTS THAT ARE MANUFACTURED FROM ULTRA-HIGH MOLECULAR WEIGHT POLYETHYLENE
(UHMWPE), POLYMETHYL-METHACRYLATE (PMMA} OR CERAMIC SHOULD NOT BE AUTOCLAVED.

CERAMIC FEMORAL HEAD iNSTRUCTIONS FOR USE
PREPARATORY PHASE

Use ceramic heads only on stems with tapers approved for ceramic heads.

B. A ceramic head impacted once, and then removed, must not be mounted onto another stem.

C. Never place a ceramic femoral head onto a stem taper that has previously been in use with a
head of any type. A metal head must be used as a replacement for any typé of head that has
been removed from a stem taper.

D. Never use a ceramic head which has fallen to the floor.

E.  Avoid thermal shocks to ceramic heads. Do not quench the ceramic components in cold liquids.
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DURING OPERATION

A. Keep metal instruments clear of taper. Taper surface of CONSENSUS™ stem must not be
scratched or damaged.

B. Clean and dry taper of femoral stem and ceramic head before attaching the ceramic head.
Use only plastic impactor to fasten ceramic heads. Never use a metal impaction instrument.

REPLACEMENT OF FRACTURED CERAMIC HEAD

In the case of a fractured ceramic head, remove all ceramic particles from the wound. If you wish to
replace the fractured ceramic head with another ceramic head, the polyethylene insert and femoral
stem must be changed. If the stem taper is undamaged, a metal head may be used with the existing
stem in lieu of a ceramic head.

WARNING: Single Use Only: This product is intended for single use only. Do not attempt to re-use, even
if the device appears to be undamaged. Risks include device damage leading to poor performance or
failure, patient cross-contamination, inadequate sterilization and general liability.

CAUTION: Disposal of single-use implant device - This device should be regarded as bio-contaminated
and handled accordingly. Plastic or metal implants should be terminally sterilized and disposed of
following existing hospital policies and procedures.

CAUTION: The CONSENSUS® and the TAPERSET™ hip system has not been evaluated for safety in the
MR environment. Patients should register their implant information with the MedicAlert Froundation
{www.medicalert.org), or equivalent organization.

CAUTION: FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A
PHYSICIAN.

Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
El Doradoe Hills, CA 95762-9623
800-240-0500

916-355-7100
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CONSENSUS ORTHOPEDICS INC.

UNISYN™ HIP SYSTEM
instructions for Use {IFU)

IMPORTANT INFORMATION FOR SURGEON: PLEASE READ PRIOR TO IMPLANTING THIS DEVICE IN A
CLINICAL SETTING. THE SURGEON SHOULD BE FAMILIAR WITH THE SURGICAL TECHNIQUE.

DESCRIPTION

The CONSENSUS ORTHOPEDICS, INC. UNISYN™ HIP SYSTEM - PRIMARY/REVISION Hip is comprised of
four modular components ~ a heck segment, a body segment, a stem, and a locking nut. The modular
neck segment is manufactured from titanium alloy (Ti-6Al-4V, ASTM F620). It attaches to the body
segment by means of a locking taper and flexible collet junction. Multiple neck options are provided to
allow horizontal and vertical offset adjustment. The neck segment utilizes a Morse taper as a means for
attaching a modular femoral head. The body segment is manufactured from titanium alloy (Ti 6Al 4V,
ASTM F136 or ASTM F1472). Plasma sprayed necks and bodies are coated with commercially pure
titanium {C. P. Ti, ASTM F1580). Body segments are also available with hydroxylapatite (HA) coating
{(empirical formula Ca5{PO4)30H, ASTM F1185). The stem compenents are manufactured from {Ti 6Al-
4V, ASTM F1472). The stem is attached to the neck segment by means of a locking taper. The stem is
then secured to the neck via a locking nut {Ti 6Al-4V, ASTM F136). The locking nut has a Spiralock®
thread to resist loosening. The nut is applied to the stem after the stem has been preloaded and
assembled. The UniSyn Hip System was designed for uncemented use, how;ever, if it is necessary to
cement a Unisyn hip we recommened the addition of cement to appropriately stahilize the chosen
implant. The design details of all taper connections are proprietary to CONSENSUS ORTHOPEDICS, INC.

The UNISYN™ HIP SYSTEM may only be used in conjunction with CONSENSUS® ceramic and metal
femoral heads, the CONSENSUS® ACETABULAR CUP, the CS2™ ACETABULAR CUP, CONSENSUS® low
profile cancellous bone screws, CONSENSUS® BIPOLAR heads, CONSENSUS® UNIPOLAR heads, and the
CONSENSUS® ALL-POLY ACETABULAR CUP. The UNISYN™ HIP SYSTEM is designed to allow full
interchangeability between all UNISYN™ components of any size configuration for maximum
intraoperative flexibility. CONSENSUS ORTHOPEDICS advises to use the 30 and 45mm locking nut with
the 30 to 36mm and 45 to 55mm vertical offset neck sizes respectively. All UNISYN™ component
configurations may be used with all CONSENSUS® femoral head and acetabular component
configurations.

For a complete description of the CONSENSUS® HIP SYSTEM components for use with the UNISYN™ HIP
SYSTEM, refer to the IFU included with the appropriate product package.
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UNISYN™ stems used with roughened and plasma coated bodies are intended for cemented or
uncemented use. UNISYN™ stems used with plasma/HA or HA coated bodies are intended for
uncemented use only.

HOW PRODUCT {5 SUPPLIED

Each component of the UNISYN™ HIP SYSTEM is supplied STERILE, is contained in individual boxes or
packages designed to maintain sterility, and is available in a wide range of sizes. Please refer to the
current price list, surgical technigue or catalog for the catalog numbers and sizes available.

INDICATIONS AND USAGE

Indications for the use of the UNISYN™ HIP SYSTEM must be carefully considered with respect to the
patient’s entire evaluation and alternative procedures. The selection of the UNISYN™ HIP SYSTEM is
based on the judgment of the surgeon as to the needs of the patient and the expected post-operative
conditions. Patient selection is dependent on age, general health, available bone stock and quality, and
any prior surgery or anticipated future surgery.

Indications for use of the UNISYN™ HIP SYSTEM

Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic arthritis.
Revision of failed femoral head replacement, hip arthroplasty or other hip procedures.
Proximal femoral fractures.

Avascular necrosis of the femoral head.

Non-union of proximal femoral neck fractures.

Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna, coxa plana,
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coxa vara, coxa valga, developmental conditions, metabolic and tumorous conditions,
osteomalacia, pseudarthrosis conversion, and structural abnormalities.

INTENDED PERFORMANCE

All components of the UNISYN™ HIP SYSTEM are intended to perform in a safe and effective manner in
restoring hip function within the intended use of the product.

A. The UniSyn® HIP SYSTEM range of motion complies with 1ISO 21535, except that the Consensus®
Hip System 28mm/+10 CoCr femoral head used with the 20 degree hooded acetabular insert
limits flexion/extension to 98 degrees.

B. The UNISYN™ HIP SYSTEM is designed to transmit load to the femur during daily activities
including, but not limited to walking, stair climbing, and chair ascent.

C. The taper and collet connections between modular components of the UNISYN™ HIP SYSTEM
are designed to reduce micromotion and fretting, and maximize total contact area for torsional
strength and fatigue resistance.

D. The UNISYN™ HIP SYSTEM is designed to minimize stress shielding at the implant-bone interface
when compared with CoCr.
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E. The fixation surfaces of nonporous {roughened) UNISYN™ body segments are grit blasted at the
implant-bone interface.

F. The fixation surfaces of plasma coated UNISYN™ body segments are plasma sprayed provide
biclogical fixation at the implant-bone interface.

G. The fixation surfaces of plasma/HA and HA coated UNISYN™ body segments are HA coated to
provide biological fixation at the implant-bone interface.

CONTRAINDICATIONS
A. Any joint with active or suspected latent infection.
B. Neuromuscular disorders or mental conditions whereby the risks associated with these

conditions are outweighed by the benefits to be derived.

Any condition of the bone stock in which sufficient support and fixation of the implant is in
question.

Obese or overweight patients who may place undue loads on the prosthesis which can result in
failure of the device,

Any pathological conditions of the joint that would interfere in achieving appropriate range of
motion, adequate head stability, and a well seated and supported prosthetic combination.

F. Ligamentous or severe muscle laxity or inadequate soft tissue coverage to allow for the normal

healing process and for proper hip mechanics to be reestablished.
WARNINGS

A. Al UNISYN™ HIP SYSTEM components are sold sterile. If packages appear damaged or tampered
with, they should be returned to the supplier.

B. Do notimplant any device that has been used, even if it appears undamaged.

C. Machined taper surfaces of the femoral stem and head must be clean and dry at the time of
assembly to ensure proper seating of the implant.

D. Care must be taken to properly impact the femoral head to prevent any discrepancy in neck

length, disassociation, or dislocation.

Do not bend or contour an implant, as this may reduce its fatigue strength and may cause
immediate or eventual failure under load.

Never tamper with implants. Tampering may have a detrimental affect on the performance of
the implant. Handling of the HA treated regions must be avoided as it potentially could result in
the compromise of the treatment effectiveness.

The surgeon and O.R. staff must be extremely careful to protect all companents from being
marred, nicked, or notched as a result of contact with metal or any abrasive objects. This is
particularly important for polished bearing areas and machined taper surfaces.

UNISYN™ products may ONLY be used in conjunction with Consensus Orthopedics CONSENSUS®
ceramic and metal femoral heads.

Do not use bone cement with HA coated implants.

UNISYN™ products should not be used in conjunction with the 28/+10mm femoral head and the
20° hooded insert.
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PRECAUTIONS

A,

Before any implant is used, the surgeon should be completely familiar with all aspects of the
surgical procedure and the limitations of the device.

It cannot be expected that joint replacements will withstand the same activity levels as normal
healthy bone.

Excessive physical activity may result in premature failure of the implant system due to
loosening, component fracture, and/or wear. Activities which place unreasonable amounts of
stress on the joint should be avoided. Patients should be instructed on the limitations of the
prosthesis and how to madify their activities accordingly.

Obese patients may place severe loading on the affected extremity which can be expected to
accelerate joint failure. If appropriate, patients should be advised to follow a weight reduction
or maintenance program.

Prosthetic replacement is generally indicated only for patients who have reached skeletal
maturity. Total joint replacement in younger patients should be considered only when explicit
indications outweigh the associated risks of the surgery and modified demands regarding the
activity and joint loading are assured.

Instruct patients on the limitations of the prosthesis and how to modify their activities
accordingly.

Proper selection of fixation type and placement of the femoral stem and acetabular component
are critical factors in the prevention of unusual stress conditions and their potentially harmful
affects on the life expectancy of the implant,

ADVERSE EFFECTS

A,

All prosthetic replacements have the potential for adverse effects, including infection,
loosening, fracture, breakage, bending of the components, component disassembly, or
positional changes of the components.

Sensitivity reactions to component materials could occur, and should be ruled out
preoperatively.

Total joint replacement surgery is associated with serious complications including, but not
limited to: nerve injury, direct arterial injury, false aneurysm, spontaneous vascular occlusion,
deep vein thrombosis, ectopic ossification, non-union, dislocation, disassociation, superficial and
deep infection, aseptic loosening, component failure, cement breakdown, and third party wear
associated with polymethylmethacrylate or UHMWPE.

Acetabular pain due to loosening of the implant, and/or localized pressure associated with
incongruencies of the fit, or tissue inflammation of unknown etiology.

Reoperation may be necessary to correct adverse effects.

On rare occasions, complications may require arthrodesis, Girdlestone procedure or amputation
of the limb.

Other complications generally associated with surgery, drugs, blood use, or ancillary devices
used.
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INFORMATION

Surgical techniques may be obtained from a CONSENSUS ORTHOPEDICS representative or the company
directly.

STERILIZATION AND HANDLING

All components have been sterilized through an ethylene oxide sterilization process. Do not use any
component if the package has been breached.

USE CAUTION IN HANDLING PLASMA SPRAYED or HA COATED COMPONENTS TO PREVENT
CONTAMINATION OF THE COATING OR ENTRAPMENT OF DEBRIS IN THE COATING.

COMPONENTS THAT ARE MANUFACTURED FROM ULTRA-HIGH MOLECULAR WEIGHT POLYETHYLENE
(UHMWPE}, POLYMETHYL-METHACRYLATE (PMMA) OR CERAMIC SHOULD NOT BE AUTOCLAVED.

CERAMIC FEMORAL HEAD INSTRUCTIONS FOR USE

PREPARATORY PHASE
A, Use ceramic heads only on stems with tapers approved for ceramic heads.
B. A ceramic head impacted once, and then removed, must not be mounted onto another stem.
C. Never place a ceramic femoral head onto a stem taper that has previously been in use with a

head of any type. A metal head must be used as a replacement for any type of head that has
been removed from a stem taper.
Never use a ceramic¢ head which has fallen to the floor.

E. Avoid thermal shocks to ceramic heads. Do not quench the ceramic components in cold liguids.

DURING OPERATION

A. Keep metal instruments clear of taper. Taper surface of UNISYN™ stem, body, and neck must
not be scratched or damaged.

B. Clean and dry taper of UNISYN™ neck and ceramic head before attaching the ceramic head.

C. Use only plastic impactor to fasten ceramic heads. Never use a metal impaction instrument.

REPLACEMENT OF FRACTURED CERAMIC HEAD

In the case of a fractured ceramic head, remove all ceramic particles from the wound. If you wish to
replace the fractured ceramic head with another ceramic head, the polyethylene insert and UNISYN™
neck component must be changed. If the neck taper is undamaged, a metal head may be used with the
existing stem in lieu of a ceramic head. ‘

WARNING: Single Use Only: This product is intended for single use only. Do not attempt to re-use, even
if the device appears to be undamaged. Risks include device damage leading to poor performance or
failure, patient cross-contamination, inadequate sterilization and general liability.
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CAUTION: Disposal of single-use implant device - This device should be regarded as bio-contaminated
and handled accordingly. Plastic or metal implants should be terminally sterilized and disposed of
following existing hospital policies and procedures.

CAUTION: The CONSENSUS® and the TAPERSET™ hip system has not been evaluated for safety in the
MR environment. Patients should register their implant information with the MedicAlert Froundation
(www.medicalert.org), or equivalent organization.

CAUTION: FEDERAL LAW (USA} RESTRICTS THIS DEVICE TO SALE 8Y OR ON THE ORDER OF A
PHYSICIAN.

Consensus Orthopedics, Inc.
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762-9623
800-240-0500

916-355-7100
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Introduction
The Consensus® Hip System was developed from well
cstablished and clinicafly proven design principles. With

consistent application of those principles and a logical system

of instrumentation, the Consensus® Hip System offers the
surgeon a variety of implant options for a wide spectrum of

patient indications.

Femoral Heaids
Femoral heads are available in cobalt chronie or BIOLOX®
delta ceramic. They are ultra-precision manufactured to high.
‘'sphericity and surface finish to.minimize wear,

Pedinee s "’// 7
Acetabular Inserts
The acetabular insert is offered in a neutral design as well
as a 20° hooded design. The hooded acetabular insert.
provides additional coverage to in¢rease the stability of
the reconstructed hip. Inserts are available in Ultra High
Motecular Weight and Highly Cross-Linked Polyethylene.

Acetabular Shells

The Consensus® Acetabular Shell offers'a metal backed and
an all polyethylene -acetabular component, Metal backed
components are intended for cementless use, or for cemented
use at the discretion of the surgeon. All polyethiylene

acetabular componeits are intended for cemented use only.

e ey

The CS2™ Cup is availablé in either a hemispherical or
flared rim design. Screw holes are provided as an option for

cnhanced component fixation,

Note: Please refer to surgical techniques specific to
Consensus® Acetabular Shell and CS2™ Cup for information

on.acelabular preparation.

Uz




TH S

STV

Introduction

The TaperSet Total Hip System was designed to provide.
surgeons with a proven hip system based upon the experience
and succéss of the Muetler fint tapered stems of the. past
30 years. The TaperSet Total Hip System iné¢orporates the
following design features:

Dual taper wedge geometry providing stability in both
mediofateral and anteroposterior plancs.

135° neck angle allows for restoration of. joint
mechanics,

Néck geometry allowing for a maximum range of

_notion.

10 Standard and 10 High-Offset options to restore
biomechanics without lengthening the leg.

Proximat circumferential porous plasma spray coating
provides for biological fixation at the implant-bone
interface

Ti-6Al-4V alloy has proven bioccompatibility without
excessive stiffness.

Instrumentation designed for accuracy and simplicity.
12/14 Neck Taper — Com_patible with Consensus Femoral
Heads.
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The Consensus® Hip System was developed from well established and clinically proven
design principles. With consistent application of those principles and a logical system of instruments,

the Consensus® Hip System offers the surgeon a variety of implant options for a wide spectrum of
patients.

Shelis

« Available without screw holes or with a superior
cluster of three screw holes to enhance fixation

» Commercially pure litanium beaded porous coating

= Availabte in diameters irom 42mm to 68mm

+ Hemispherical or flared rim geometries

Inserts

« 36mm ID inserts for 52-68mm shelis

= 32mm ID inserts for 48-68mm shells

» 28mm ID inserts for 46-68mm shells

« Availablein 20° hooded and neulral options
» Highly cross-linked or standard UHMWPE

Heads
36mm BIOLOX& - della available in -4, 0, +4, and +8mm offsets
32mm BIOLOX® della available in -4, 0, +4, and +7mm offsets
28mm BIOLOX® delta available in -3.5, 0, +3.5 ofisels
36mm CoCr available in -5, 0, +5, and +10mm offsets
32mm CoCr available in -5, 0, +5, and +10mm offsets
28mm CoCr available in -5, 0, +5, and +10mm offsels

Stems

+ 128° neck angle allows for restoration of lateral offset while
maintaining proper feg length

+ Press-fit siem geometry provides a Tmm press-fit in the
metaphysis and line-to-line slip-fit in the diaphysis to promote
loading of the proximal femur and provide initial stability and
fixation of the implant

+ Slems are forged from either Ti-6Al-4V or CoCr

+ Full radius porous-coated collar loads medial calcar to preserve
proximal hone

+ Polished neck and distal bullet

Orthopedics

1115 WindReld Way, Suite 100

El Dorado Hills, CA 95762 _

P:916-355-7100, F:916-355-7190

E:info@consensusortho.com
93003-010 . . 3 www.consensusortho.com




The TaperSet Hip System was developed from well-established and proven design principles.
With consistent application.of those principles and a logical system of instruments, the Consensus®
Hip System offers the surgeon a variety of implant options for a wide spectrum of patients.

Stems

+ Standard and lateral offset options to reslore
biomechanics without lengthening the leg

» Proximal circumferential porous plasma spray
coating provides for biclogical fixalion at the
implant-bone interface

» Dual taper wedge geometry provides stability in
hoth mediolateral and anteroposterior planes

» Ti-6Al-4V alloy has proven biocompatibility
without excessive sliffness

» 135° neck angle allows for restoration of joint
mechanics

BHBOS4-018-

Heads

+ 36mm €oCr available in -5, 0, +5, and +10mm offseis

« 32mm CoCr availabile in -5, 0, +5, and +10mm offsels

» 28mm CoCravailable in -5, ¢, +5, and +10mm offsets

+ 36mm BIOLOX® delta available in -4, 0, +4, and +8mm offsels
= 32mm BIOLOX® delta available in -4, 0, +4, and +7mm offsets
+ 28mm BIOLOX® delta available in -3.5, 0, +3.5 offsels

Inserts

« 36mm D inserts for 52-68mm shells, 10° and neutral options
+ 32mm 1D inserts for 48-68mm shells, 20° and neutral options
« 28mm 1D inserts for 46-68mm shells, 20° and neutral options
+ Highly cross-linked or standard UHMWPE

Shells

+ Available without screw holes or with a superior cluster of three
screw hales-to eénhance fixation

« Commercially pure titanium beaded porous coating

« Available in diameters from 42mim to 68mm

» Hemispherical or flared rim geometries

nsensy

Orthopedics
1115 Wind(eld Way, Sulte 100

i Dorado Hills, CA 95762
P:916-355-710Q; F1916-355-7190
E:Info@consensusortho.com
‘Www.consensusortho.com
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Kasser, Michael

From: Matt Hull [mhull@consensusortho.com]
Sent: Friday, April 01, 2011 11:00 AM

To: Kasser, Michael

Cc: Justin Creel .
Subject: K110542

Attachments: COIl Printed Box Info.pdf
Michael,

Attached is a copy of the printed portion of our box that contains the prescription device use statement as you
requested.

Matt

onsensus

_ Orthopedics
Matt Huil
Director of QS & RA
1115 Windfield Way, Suite 100
El Dorado Hills, CA 95762
P:916-355-7156 £:916-355-7190
www.consensusertho.com

4/1/2011 yc
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510(k) “SUBST

ANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS

New Device|is Compared Lo
Marketad Device *

Descriptive [nformation Does New Debice Have Same

about New or Marketed'

Indication Stitement’™ -

@

NO Do the Differences Alter the Intended
Therapeutic/Diagnosticlete. Effect

Mot Substantially
Equivalent Deiermination

YES

Device Requested as Needed (in Deciding, May Consider Impact on
l YRS Safety and.Effectiveness)?* *
New Device Has Samq Intended NO
Use und May be “Substan}ially Cquivalent” —
New Device Hag O
@ @ MNew Intended Use
Does New Device Have Same
Technological Charactelistics, NO Could the New
e.g. Design, Materials, btc.? ~————" Characteristics Po the New Characteristics
YES Affect Safety or ——® Raise New Types of Safery YES O
@ Effectiveness? or Effectiveness Questions?
A
Are the Descriptive NO
Characteristics Precise Enough NO
to Ensure Equivalence? @
NGO '
Are Perfo Do Accepted Scientific
Available to Asses Equivalence? Mclhm_:ls Exist for
-Assessing Effects of NO
the New Characteristics?
. : " | YEs
A 4
Performance Are Performance Data Available NQ
Data Required To Assess Effects of New
Characteristics? ***
YES
——»  Performande Data Demonstrate Performance Data Demonstrate
. . Equivalence? — 4——|
YES NO

“Substantially Equivalent”
Determination

v @

510(k) Submlss:ons compare new dev:ccs to marketed dewces FDA rcquests additional information if the relatmnshlp bctwccn
. marketcd and "predlcate" (pre Ameéndments or reclasstﬁcd post-Amendments) devices is unclear.” : -

X This dcms:on is norma]]y based on dcscnptlvc information a]onc but limited tcshng information is sometimes required.

. A Data maybe j m the 510(!() othér SIO(k)s thc Center's clasmﬁcatmn ﬁlcs or thc llteraturc





