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Proprietary Name: Taperloc®0 Complete Microplat System

Common Name: Uncemented porous modular hip prosthesis

Classification Name: Hip joint metal/metal semni-constrained, with an uncemerfled acetabular

component, prosthesis (21 CFR §888.3330)

LPH- Prosthesis, Hip, Semi-Constrained, Metal/Polymer, Porous
Uncemented (21 CFR 888.3358)

KWA-Prosthesis, Hip, Semi-Constrained (Metal Uncemented Acetabular
Component) (21 CFR .888.3330)

JDL- Prosthesis, Hip, Semni-Constrained (Metal Cemented Acetabular
Component) (21 CFR 888.3320)

LZO-Prosthesis, Hip, Semi-Constrained, Metal/Ceramic/Polymer,
Cemented or Non-Porous, Unceniented (21 CER 888.3353)

KWZ-Prosthesis, Hip, Constrained, Cemented or Uncemented,
Metal/Polymer (21 CFR 888.3310)

JDI- Prosthesis, Hip, Semi-Constrained, Metal/Polymer, Cemented (21
CER 888.3350)

KWY-Prosthesis, Hip, Henii-Femoral, Metal/Polymer, Cemented or
Uncemented (21 CFR 888.3390)

MEH-Prosthesis, Hip, Semi-constrained, Uncemented, Metal/Polymer,
Non-Porous, Calcium-Phosphate (21 CER 888.3353)

KWL-l-ip Joint Femoral (Hemi-Hip) Metallic Cemented or Uncemented
Prosthesis (21 CFR 888.3360).

OQG-Prosthesis, hip, semi-constrained, metal/polymer + additive, porous
uncemented (888.3358)

Mailing Address: Shipping Address:
P.O. Box 587 56 E Bell Drive
Warsaw, IN. 46581-0587 Warsaw, IN 46582
Toll Free: 800.348.9500
Office: 574.267.6539
Main Fax: 574-267-8137
w'ww.biomnet~comn



Legally Marketed Devices To Which Substantial Equivalence Is Claimed:

TaperlocO Complete Stems-Biomet-(K101086)

Lateralized Taperloc® Microplasty Femoral Components -Biomet-(K062994)

Taperloc® Complete, Sizes 5mm and 6mm-Biomnet--(K103755)

Fitmore® Hip Stem-Zimmer-(K071723)

Device Description:

The Taperloc® Complete Microplasty Stems are an update to the existing Taperoc® Microplasty Stems and
are designed to replace the patient's natural hip, femoral neck, and head, due to disease or accident. The
Taperloc® Complete Microplasty Stems will combine the design features of the Tapertoc® Complete full-length
stems to the shortened design of the existing Taperloc® Microplasty Stems. These design features include: a
reduced neck angle, shorter/longer neck lengths, reduced Type 1 taper geometry with neck flats, polished
neck, standard and high offset versions, two distal profiles, and an updated insertion hole. Stem sizes ranges
are within the ranges of legally marketed predicates. The substrate material is Ti-6A1-4V1, ASTM F-136. The
pmoximal intramedullary region is sprayed with porous plasma spray.

Intended Use:

Porous coated components are intended fbr uncemented biological fixation.

Indications for Use:

1. Non-inflammatory degenerative joint disease including osteoarthritis and avascular necrosis.
2. Rheumatoid arthritis
3. Correction of functional deformity
4. Treatment of non-union, femoral neck fracture, and trochanteric fractures of the proximal femur with

head involvement, unmanageable by other techniques.
S. Revision procedures where other treatment or devices have failed.

Porous coated component are Intended for an cemented biological flxabbn.

Summary of Technologies:

The technological characteristics are the same as the predicates identified in the Legally Marketed Devices to
which substantial equivalence is claimed. The subject microplasty stems are designed to update the existing
Taperloc® Microplasty implants (K(062994) to join the Taperloc® Complete family of stems as a microplasty
option. The subject microplasty stems combine the design features of the Taperloc® Complete full-length
stems (K101086 and K103755) and the shortened design of the Taperloc® Microplasty stems, both standard
and high offset, or lateralized (K062994). Technological characteristics indlude a tapered wedge, a porous
plasma sprayed region, a modified shortened trunnion (Type 1), a reduced neck angle, two distal profiles and
an updated insertion/extraction hole, identical to the Taperloc® Complete full-length stem predicates
(K101086 and K103755). Stem lengths are within the range of the legally marketed predicates.

Non-Clinical Testing:
Nonclinical performance testing included distal and proximal stem fatigue testing of the worst-case stem,
consistent with the "Guidance for Industry and FDA Staff Non-clinical Information for Femoral Stem
Prostheses", ISO 7206-4:2002, ASTM F2068-03 and ISO 7206-6:1992, as well as a Range of Motion analysis
consistent with ISO 21535:2009. All 6 stems passed distal stem fatigue for 5 million cycles at 67 lbs to Sl7lbs,



meeting the acceptance criteria. All 6 stems passed 10 million cycles at l2Olbs - l200lbs in proximal fatigue
test, meeting the acceptance criteria. The minimum Range of Motion passed its simulation, meeting the
acceptance criteria.

Additional Ti-alloy (ASTM F1580) plasma sprayed metallic moating characterization data was performed for
clarification per the "Guidance Document for Testing Orthopedic Implants with Modified Metallic Surfaces
Apposing Bone or Bone Cement" and per the "Guidance for Industry on the Testing of Metallic Plasma
Sprayed Coatings on Orthopedic Implants to Support Reconsideration of Postrnarket Surveillance
Requirements." The PPS plasma sprayed coating is the same as the PPS coating previously cleared and meets
the regulatory definition of porous coating for the hip construct per 21 CFR 888.3358.

Clinical Testing:
None provided as a basis for substantial equivalence.

The results of mechanical testing indicated the devices performed within the intended use, did not raise any
new safety and efficacy issues and were found to be substantially equivalent to the predicate devices.
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Re: KI 110400
Trade/Device Name: Liper loc®R Complete 1\, icroplaslY SYstLemr
Regullahon Num-11ber: 21 CUR 883.330
Regulation Nae:Iip join mtl/ea semli-constrained. with anl uncementici aIcetabl-lar

comiponen t; prosthesis
Regu'latory Class: Class III
ProdctLC CodeC: KWA, AII-X -- 0 DL.Iz Lii IDI. KWY. Ml-I.H KWL\V, 00G
Dated: September 20, 20 11
Receiv\ed: Septem ber 2 1: 20 1 1

Dear iMs. Earl:

We have reviewed your11 SecioWIM 50(k) pirnarket notification of intent, to market the device
referenced above and have deteriined thie dcvicce is substantially eq \1 Ji xalnt (for- thle indications
for1 Use stated inl thle enlCosure) to legal ly marketed pied icate devices marketed inl interstate
commerce prior to N~ay 28. I 976, the enactmlent, date of the i\edical Device Amendments, or to
devices that have been reelassi fied inl accordance with the provisionis of the Federal Food, Drug,
and Cosmetic Act (Amt) that do not req ti i ie approval of a premanrket approval appl icati on (PMvA).
YOU may. therefiore, market the de vi ce, subject to the general con trolIs pro visions of the Act. The
general controls provisions of the Act i ncl tde req tri remenis for1 annull~al registration. I istinc, of
deCvices, good maim 11faCti n g11 practice Iabe line.7 and prohlibitionls against iisbranding anld
adu Iteration. Please note: CD RI-I does niot evalltiate iIbrmation related to contract li abili ty
warranties, We rem i \'OLL. hlow\ceer that device labeling mu1Lst be truthful and not mislead inc.

If Iyour device is classified (see above) into either class If (Special Controls) or class Il[l (PMLA). it
may be strbjcl to acdditional con tro Is. E.xisting maj or regulations affecting your device canl be
found inl the Code of Fedleral Rleculations. Title 21. Parts 800 to 898. In addition, FDA may
pI)bl ish further an nouincemnents concerninU, vo1-1r deV ice ill the Federal Reg-ister.

Please be advised that FDA's i ssuaic~e ofa substanltial ecluivalceIC dletermIlination (toes not meanl
that F-DA has made a determinationl that your device complies with other requirements of the Act
or any Federal statts Lad re('1,lations admlinistered by other FeIe~1l agencies. YOU in tIIt
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comply \withl all the. Ac\t s eqluireiLents, illclicli ng. but not Iinitcd to: reosuto n ig(

CUR Bait 807); labelling, (92I C F 1Prt 801); medlical de\vice repoinu (rporting of medbleI
device-ic Iated ad verse events) (2 1 CUR 803; ):goccI manufati ring p-attIce requinrements as set
fort in the quality systemns (QS) regulation (2 1 CUR Pait 820); and if applicable, the electronic
produict radiation control provisions (Sec-tions 531-042 of the Act); 2 1 CUR 1000-1030.

If you desireC specific advice for our device on our labeling regulation (2 I CR ['art 80 I); please
go0 to. hL :/w-.fa cvAhoLtUD/e es <ie/DRdCI IW CS/ucml 113809 1t1 for

the Center fOr Devies and Raid iooIgcical Ideal tb's (CD RI-Is) 011ce of CornPhi une. Also, p lese
note the regulation enti ccl N"Misbrand ing by re feren cc to premarket notification" (21ICUR Part
807.97). For Citestions regardii g the tIeortinMg of ad verse events uncder the MDI)R reguuti on (21I
CUR Part 803), please go to
hItLID:/Wvvxv fcI, a. ovIMde cl eDvi ccs/S a Fev/Re [Dl ral'rob Iem/cl efa 1 LAtilt, Ntn ori te CD RI-I O50ff1ice
of Surveillance and Bioiiearics/Divlsion of Plostinarket SUrVeilllnc.

You nm banoo uedmomdnon you wpons ilhilit ies tinder the Act froml the

Division ofSmall M~anufacturers, International and Consumer Assistance at its toll-bee number
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yotuis,

M r vark N. tMelkerson
Director
ID ivision of Surgial, Orhopecl Ic
and Resorative Devices

0 lic of: Device !valation
Center Ior Devices and

Radiological Hecalth

Enclosure
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Indications for Use

5 10(k) Number (if known): I t 0400 C9 EnI)

Device Name: Taperloc® Complete Microplasty

Indications For Use:

1 . Non-inflammatory degenerative joint disease including osteoarthritis and avascular
necrosis.

2. Rheumatoid arthritis
3. Correction of functional deformity
4. Treatment of non-union, femoral neck fracture, and trochanteric fractures of the proximal

femur with head involvement, unmanageable by other techniques.
5. Revision procedures where other treatment or devices have failed.

Porous coated components are intended for uncemented biological fixation.

Prescription Use X AND/OR Over-The-Counter Use NO
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

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

(Di ision Sign-O )A
Division of Surgical, Orthopedic,

an Restorative Devices

5 10(k) N umber POf 10O

4


