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Submitted by: Smith & Nephew, Inc. SEP - 9 20DB
Orthopaedic Division
1450 EastI Brooks Road
Memphis, Tennessee 38116

Date of Summary: June 9, 2011

Contact Person and Address: Megan Bevill, Regulatory Affairs Project Manager
T (901) 399-5340 F (901) 566-7086

Name of Device: Smith & Nephew, Inc. R3 Constrained Liner

Common Name: Acetabular Liner, Constrained

Device Classification Name and 21 CFR 888.3310 Hip joint metal/polymer constrained
Reference: cemented or uncemented prosthesis

Device Class: Class 11

Panel Code: Orthopaedics/87

Product Code: KWZ

Device Description
The R3 Constrained Liners were previously cleared for market via premarket notification K083566. In
August of 2010, Smith & Nephew launched a voluntary recall of the devices due to reports of
intraoperative dislocations.-The-subjec-devices-hav benmdfe oadress-theintraroperative
failure mode. Design features have been incorporated into the inner locking and support ring
components of the R3 Constrained Liner construct which increase the device's resistance to dislocation
under dynamic loading.

The R3 Constrained Liners are available with inner diameters of 22 and 28mm and outer diameters
from 52mm through 66/70mm. The devices are assembled from components that are made of ASTM
F75 CoCr, ASTM F90 CoCr, ASTM F1472 Ti-6A1-4V, and ASTM F648 UHMWVPE.

Technological Characteristics
Mechanical testing has been conducted to address the attachmnent loads (push-in, push-out, shuck-
out) of the R3 Constrained Liner components as well as to address the new failure mode (dislocation).
A review of the results indicates that the R3 Constrained Liners are equivalent to existing, legally
marketed predicate dlevices with regards to mechanical performance and that there are no new issues
related to the safety and effectiveness of the subject devices. Clinical data was not needed to support
the safety and effectiveness of the subject devices.

Intended Use
The R3 Constrained Liner Acetabular System is a cemented or uncemented prosthesis intended to
replace a hip joint. The Constrained Liner is intended for primary or rvision patients at high risk for hip
dislocation due to a history of prior dislocation, bone loss, soft tissue laxity, neuromuscular disease, or
intra-operative instability and for whom all other options to constrained acetabular components have
been considered. The R3 Constrained Liner is intended for single use only.
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Substantial Equivalence Information
The subject devices are identical in function, intended use, indications for use, and material
composition, and very similar in overall design to the R3 Constrained Liners cleared via premarket
notification K(083566.

Table 1: Substantially equivalent predicates to the R3 Constrained Liner

Manufacturer Number -itin Ctarance:Date-

Smith & Nephew, Inc. R3 Constrained Liner K(083566 3/3/2009

Smith & Nephew, Inc. Reflection Constrained Liners K1032 1212/2003

Conclusion
As previously noted, this Traditional 510(k) Premarket Notification is being submitted to request
clearance for the modified R3 Constrained Liners. Based on the similarities to the predicate
components and a review of the mechanical testing performed, the devices are substantially
equivalent to above predicate constrained hip systems.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Ilcallil, Scri;cc

nith~~~190 c\ I(c Linerm cA~sr i ec cmen eco

Regulatio Number:n %VJ6-J,0

Sunmiete prosthesisnc

eulatry Clfaiss:oec van

Dated Jun 9I 2Q113

Rccuio ed mei :1 C11 88ne 100

Dear tvs. lBcvili:

\We h ave reviewed vo LIL E~tl510k premarket notit heatia n of intent to market the device
ic Feire cccl above andc havxe dc term i ned thle do vice is suibstantially eq tivalent (1'0r the in ci cat ions
1'o r IS saedcc inl the eFIC Los uIC') toeg ally mark etecd predicate de vices inarked in in ters tate
co mmerce pi or to N~ay 28. 1976. the enactiment date of thre Mieclical Device A mendmnents, or to
devices that have been reclassife in accoidance with the provisions of the Federal Fooc, DrLtig,
and Cosmetic Act (Act) that do not recqUire approval of a premarket approval appl ication (P N'lA).
You lmYax. therefore. moarket the device, subj eet to the gjeneral controls proxvisions oF the Act. Thle
general controls provisions of the Act n ideILC requirements for annual registration, listing Of
deCvices. 0ood m1anuLfacturIing- practice, labeling, and prohibitions against misbranding and
adiu Iterationl. Please niote:. C DRI-! does not evaIluate in foirmation related to contract liability
warranties. We reminad you, however, that devi ce labeling muILst be trtith ful and not imis leaching.

IF your device is classi fied (see above) into either class It (Special Controls) or class Ill (PN'IA), it
mlay be subject to adcditi onal con trolIs. I'x isting maj or regulations affecting your device Canl be
f'On adC in thle Code of Federal PRcglulationIs. Title 21, Parts 800 to 898. In1 addition, FDA may
puLblishl furtherC anouLncemnents concernling your device inl the Federal Reg-ister.

Please be advised that FDA' s issu~ance of,-a substanimal equlivalenrce cdeterm ination does not mrean
that FDA has madec a determinationl that yourI dev ice complies with otheri requirements of thle Act
or an v Federal statutes anld regu1latJins ad vi nisterecl by other Federal agencies. You muILst
comply wvith all the Act's requl-iremen~lts. inIcIluding,1 butl no0t limited to: registration and listing (21
CI F ' art 807); labeling (2 1 C FR Part 801); medlical device reporting (reporting of mcclical
device-related adverse events) (2 1 CF R 803); good manlufacturing practice reqluirements as set



Pue2 - Ms. iMcan l3evill

Soil in the cqualIity systems (QS8) regulation (21 C FR Par 1820); and ifapp Icab cxthe election ic
proldc ractaton control pIO\'lotns (Sctions 53!1-42 of the Act): 21 CFR I10050.

ii you desire Spec ifie advice for1 your devie on Ou LIflabel ng regulation (21 CF R Part 801), please
go to 1u:/w.ll~o/bttD/eirORcsCI IIC IIfie/c I5809.htrn fri
thie Centeirfor Devices and Radiological Hecalth's (C)R I-I's) Oflice of Corplianrce. Also, please
note the reuilation I entied. ''N'!sbrandinig by refrence to pielnnllket notification"' (21 CFR 'art
807.97). For questions regarding the repoflig 0 Iadverse evens u n der the N'lDR reg tl a lion (21I
CFR Part 803)1 please go to
litl upiwww. fta. aov/NWe ical Devices/Safeiv/Reporia ProbI lm/dc falIt, h iml for the CD RI-Is 0Office
of Surveillance and B~iomietrics/Divisin of Postinarkt Surveillance.

You nm> obtain other general information on your vesponsi i ties tinder the Act fromn the
Division of Small tManulhcturers. International and Consumier Assistance at its toll-free Inumibcr
(800) 638-204 1 or (30 1) 796-7 100 or at its Intern]et address
III tp ://wxvw. [Ha. ccv/ ed i~ I9 DCV iceCS/ResoLu i ces fo r You/I nds tryde 1u it h tin.

Sincerely Yours,

J-Mark N. Mel Person
Director
Division of Surgical. Orthopedic

and Restorative Devices
Office of Device Evaluiatiorn
Center for Devices and

Radiological -Health
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Premarket Notification
Indications for Use Statement

510(k) Number (if known): t I63.5

Device Name: R3 Constrained Liner

Indications for Use:

The R3 Constrained Liner Acetabular System is a cemented or uncemented prosthesis intended to
replace a hip joint. The Constrained Liner is intended for primary or revision patients at high risk for hip
dislocation due to a history of prior dislocation, bone loss, soft tissue laxity, neuromuscular disease, or
intra-operative instability and for whom all other options to constrained acetabutar components have
been considered. The R3 Constrained Liner is intended for single use only.

Prescription Use _X AND/OR Over-the-Counter Use ___

(Part 21 CFR 801.109) (Optional Format 1-2-96)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Divisio o Surgical, Orthopedic,
and Restorative Devices

5l1O(k) Number_________
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