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P.O. Box 708

OCT - 7 2311 Warsaw, IN 46581 -0708
574 267-6131

510(k) Summary

Sponsor: Zimmer, Inc.
SuizerAllee 8
CH--8404 Winterthur, Switzerland

Contact Person: Daniel J. Williman
Specialist, Regulatory Affairs
Telephone: 574-371-8065
Fax: (574) 372-4605

Date: September 28, 2011

Trade Name: CL& BreViUSTM Stem with Kinective Technology

Product Code /Device: LZO - Prosthesis, hip, semi-constrained,
metal/ceramic/polymer, cemented or non-porous,
uncemented

LPH - Prosthesis, hip, semi-constrained,
metal/polymer, porous uncemented

KWA - Prosthesis, hip, semi -constrained (metal
uncemented acetabular component)

JDL - prosthesis, hip, semi-constrained (metal
cemented acetabular component)

LWJ - Prosthesis, hip, semi-constrained,
metal/polymer, uncemented

KWZ - prosthesis, hip, constrained, cemented or
uncemented, metal/polymer

JDI - prosthesis, hip, semi-constrained,
metal/polymer, cemented

Regulation Number /Description: 21 CER 888.3353 - Hip joint
metal/ceramic/polymer semi-constrained cemented
or nonporous uncemented prosthesis
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21 CFR 888.3358 - Hip joint metal/polymer/metal
semi-constrained porous-coated uncemented
prosthesis

21 CER § 888.3330 - Hip joint metal/metal semi-
constrained, with an uncemented adetabular
component, prosthesis

21 CER 888.3320 - Hip joint metal/metal semi-
constrained, with a cemented acetabular component,
prosthesis

21 CER 888.3360 - Hip joint femoral (hemi-hip)
metallic cemented or uncemented prosthesis

21 CFR § 888.33 10 - Hip joint metal/polymer
constrained, cemented or uncemented prosthesis

21 CER § 888.3350 - Hip joint metal polymer,
semi-constrained cemented prosthesis

Predicate Device: CLS'm Spotornor m Femoral Stem, manufactured by
Zimmer Austin, Inc., K042249, cleared September
15, 2004

Zinimer® MIL Taper Hip Prosthesis with Kinectivm
Technology System, manufactured by Zimmer Inc.,
K08 1007, cleared May 6, 2008

Zimmer® M/L Taper Hip Prosthesis with KineeiivM

Technology System, manufactured by Zimmer Inc.,
K071856, cleared July 30, 2007

Ziminer® MIL Taper Hip Prosthesis with Modular
Neck Technology, manufactured by Zimmer Inc.
K063251, cleared January 24, 2007

Device Description: The CLS Brevius Stem with Kinectiv Technology is
a modular, titanium alloy femoral stem designed to
replace the proximal femur in total or hemi-hip
arthroplasty. It is a wedge-shaped, collarless design
with a proximal-to-distal taper and a trapezoidal
cross-section. The proximal portion of the stem
contains a tapered female junction to allow for
attachment to Kinectiv Technology modular necks
and features for attachment of insertion/extraction
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instrumentation.

Intended Use: Total hip replacement for patients with:
" Noninflammatory degenerative joint disease

(NIDID), e.g., avascular necrosis, osteoarthritis,
and inflammatory joint disease (IJD), e.g.,
rheumatoid arthritis.

" Femoral neck fractures.
" Failed previous surgery where pain, deformity,

or dysfunction persists.
" Revision of previously failed hip arthroplasty.

Hemi-hip replacement for patients with:
* Femoral neck fractures.

This femoral stem is for cementless use only.

Comparison to Predicate Device: The CLS Brevius system is similar or identical in
intended use, materials, sterility, and performance
characteristics to the predicate device(s).

Performance Data (Nonclinical Non-Clinical Performance and Conclusions:
and/or Clinical): The results of non-clinical (lab) performance testing

demonstrate that the devices are safe and effective
and substantially equivalent to the predicate
devices. Performance testing/analysis included:
Proximal Stem Fatigue Test (including Finite
Element Analysis to determine the worst case
device for this test), Distal Stem Fatigue Evaluation,
Primary Stability Test, Influence of Version
Analysis, Accelerated Corrosion Fatigue Test,
Distraction Test, and MIR Evaluation.

Clinical Performance and Conclusions:
Clinical data and conclusions were not needed for
this device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES [ublic IHealth sel vice

Silv I "r rii . MD 20993-)0002

Sirmner finc.
c/ NI. Daniel willimanl
Assocrite I r-oject Mvanaer, Regulatory Aifhs
P.O. Box 708 OCT -72i1

\Warsaw, Indiana 46581-0708

Re: KI 110836
Trade/Device Name: CLS® Brviuls~ri Steml with, Kinectiv ® Technlogy~
Reg-ulation Number: 21 CFR 888.3330
RellUlation Name: i-lip joint metal/metal semni-constrained, With anl uncemented aceabu-lar-

component, prosthesis
Re-almaory Class: Class IlI
ProdcIIt Code: KWA. JDL. LZO, LII LWJ. KWZ. JDI
Dated: September 28, 2011
Received: September 29. 2011

Dear 1\1r. Will imanl

\We have reviewed your Section 5 10(k) premuarket notification of intent to market the device
referenced above and have determined the device is Substantially eqluivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to M/ay 28, 1976, the enactment date of the Mledical 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 premlarket approval application (['MA).
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 11 (Special Controls) or class If[ (P'MA), it
may be subject to additional controls. Existing major regulations affecting your device canl be
Found in the Code of Federal Regulations, Title 21, parts 800 to 898. In addition, FDA may
p~ublIish further announcemC~lents concerning Your device in the Federal Recister.

please be advised that FDA' s issuance of a Substantial equivaIlnce determination does not mean
that FIDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal avencies. You Must
comply with all the Act's reqluirements, including, but not limited to: registration and listing (2 I
CFR Part 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting of medical
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devi cc-iclIated adverse events) (21 Cl"R 803);. good Mann facturilng practicC reqluiremntts as set
forth in the qulalitV systems (QS) regulation (21I CFRI Part 820); and if applicable, the electronic
pr'oduct radiation control provisions (Sections 5j31-542 of the Act); 21 CUR 1000-1050.

If von desire specific advice for' yourI device on our labeling reguLlation) (2 1 CUR Pa 'at 80 1 ), p lease
go to lt[D:H\\wv\w. fda,.2ov,/AbotitFDA/Centes~fices/CDIFL-/CDRI-OliCeS/LICmI 115 809.1kml fbr
thle Center for Devices and Radiological I-I aith ' (CD RI-Is) 01ffice of Cornpliance. AlIso, please
nlote thle re-zn Iat ion entitledl, "Niisbranrding by reflerenice to p re market notification" (2 1 Cl P tlart
807.97). For qluestions regarding the reporting of adverse evetts LindrI tile NMDR r'egulation (2 1
CU"R Part 803), please go0 to
litti:H\ww\v.fdca.tov/iMedicalDe\,iees/Satet\/Reotallrobleii/dea Llt.hltni for' thle CDR I-Is office
01 S trrVeilIlance and Biometrics/Division of' Postniarket SurIveilIlanIce.

YOU riay obtain other general i nforiationl on1 your responsi bill tics Under the Act From the
Di vision of Smnall I Niarm factUrerls, International and COosumer Assistance at its toll- free nlumber.
(800) 638-204 1 or (301) 796-7100 or at its Internet address
hittlp://www.ltla.uov/Medical Devices/ReSOuircesf'orYOLI/iInduStr\,/CiefaILIt.hltril.

Sincerely your-s.

?viark I INIeleSon

Division Of Surgical, Orthopedic 14 /A
and Restorative IDevices

Office of Device E"valuationl
Center for Devices arid

Radiological HeIalth

EnIClOSIrre
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Indications for Use

510(k) Number (if known):

Device Name:

CLS~lBrevitsTfM Stem with Kinectiv® Technology

Indications for Use:

Total hip replacement for patients with:
a Noninflamniatory degenerative joint disease (NLDJD), e.g., avascular necrosis,

osteoarthritis, and inflammatory joint disease (IJD), e.g., rheumatoid arthritis.
* Femoral neck fractures.
* Failed previous surgery where pain, deformity, or dysfunction persists.
* Revision of previously failed hip arthroplasty.

Hemi-hip replacement for patients with:
* Femoral neck fractures.

This femoral stem is for cementless use only.

Prescription Use X AND/OR Over-The-Counter Use__
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)-

(Please do not write below this line - Continue on another page if needed)
/I

Conteu nce of R Of of Device Evaluation (ODE)

Page I of I
(DiAsion '.l 2
Div isiun :J Surl.!ica&. Ortbopedic,
and itog'Liv D)t'sivs
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