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Submitted by: Smith & Nephew, Inc. _q
"Orthopaedic Division SEP -9 21
1450 East Brooks Road
Memphis, Tennessee 38116

Date of Summary: June 9, 201 ‘
Contact Person and Acidress: Megan Bevill, Regulatory Affairs Project Manager
S 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 consirained
Reference: cemented or uncemented prosthesis
Device Class: Class Il
Panel Code: QOrthapaedics/87
Product Code: oKWz

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 reporis of

intraoperative-distocations—The-subiect-devices-have been-meodifiedHeaddressthe-intracperative
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 avaitable 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-6Al-4V, and ASTM F648 UHMWPE.

Technological Characteristics

Mechanical testing has been conducted to address the attachment loads (push-in, push-out, shuck-
out) of the R3 Constrained Liner components as well as fo address the new failure mode [dislocation).
A review of the resuls indicates that the R3 Constrained Liners are equivalent to existing, legally
marketed predicate devices with regards to mechanical performance and that there are no new issues
related 1o the safety and effectiveness of the subject devices. Clinical dala was not neaded 1o support
the safety and effectiveness of the subject devices.

Intended Use

The R3 Constrained Liner Acetabular System is a cemented or uncemented prosthesis inlended 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, neuromuscutar 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 K083566.

K083566

Smith & Nephew, Inc. | R3 Constrained Liner 3/3/2009
: . . . K021803 1219/2002
Smith & Nephew, Inc. | Reflection Constrained Liners K033447 1/26/2003

Conclusion

As previously noted, this Traditional 510(k) Premarket Nofification 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 substaniially

equivalent to above predicate consirained hip sysiems.
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Fowd and Diug vdministvadon
L0903 New Hampshire Avenue
Document Control Room =WO6-G609
Silver Spring. MDD 20993-0002

Smith & Nephew, Inc.

Y Ms. Megan Bewill

Regutatory Aflairs Project Manager
1450 Brooks Road

Memphis, Tennessee 38116
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Rer KITEG3S
Trade/Device Name: R3 Constrained Liner
Regulation Number: 21 CFR 888.3310
Regulation Name: Hip joint metal/polymer constrained cemented or uncemented prosthesis
Reeulatory Class: 11
Product Code: KWZ
Dated: June 9, 201t
Recerved: fune 13,2011

Dear Ms. Bevill:

We have reviewed vour Section ST0{k) premarkel notification of intent to markel the device
referenced above and have determined the device is substantially equivalent (for the indications
[or vse staled i the enclosure) to legally marketed predicate devices marketed in intersiale
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 'ood, Drug,
and Cosmetic Act (Act) thal do not require approval of a premarket approval application (PMA).
You may, therefore, markel the device, subject to the general controls provisions of the Act. The
gencral controls provisions of the Act include requirements for annual regisiration, listing of
devices, good manufaciuring 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 truihful and not misleading.

IFyour device is classified (see above) into either class 11 (Special Controls) or class [ (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 o 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, inciuding, but not limited 1o registration and listing (21
CER 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
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forth in the quality systems {QS) regulation (21 CFR Part 820); and if applicable, the elecironic
product radiation control provisions (Scctions 331-342 of the Act); 21 CFR 1000-1050.

i you desire specilic advice for vour device on our labeling regulation (21 CFR Part 801), please
go to hupAww fda.cov/AboutFDA/CentersOftices/CDRIF/CDRHOMfices/ucm 1 13809.hun for
the Center for Devices and Radiological Heatth's (CDRHs) Office of Compliance. Also, please
note Lthe regulation entitied, "Misbranding by reference 1o premarket notification” {21CFR Part
807.97). IFor questions regarding the reporting of adverse events under the MDR regulation (21
CI'R Payt 803), please go o

hup://www fda.gov/Medical Devices/Saferv/Reportairoblem/default.him for the CDRH's Office
of Surveillance and Biometries/Division ol Postmarket Surveillance.

You may obtain other general information on vour respoasibilities under the Act from the
Division of Small Manuftacturers, Internaiional and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitpe/hveww, fda,gov/Medical Devices/Resourcestfor You/Indusury/de Fault. b,

Sincerelv vours,
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43 Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health
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Prernarket Notification
Indications for Use Statement

510(k) Number {if knownl: K \ (! 635

Device Name:  R3 Constrained Liner

Indications for Use:

The R3 Constrained Liner Acetabular System is a cemented or uncemented prosthesis intended to
replace & hip joint. The Constrained Liner is intended for primary.or revision patients at high risk for hip
distocation due 1o a history of prior dislocation, bone loss, sof! 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.

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)
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