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Submitted by: Smith & Nephew, Inc.
Orthopaedic Division
1450 East Brooks Road SEP 1 6 2010
Memphis, Tennessee 38116

Date of Summary: June 17, 2011

Contact Person and Address: Shereen Myers, Senior Regulatory Affairs Specialist
T (901)1399-6325 F (901) 566-7075

Name of Device: Smith & Nephew, Inc Journey 11 BCS Knee System

Common Name: Knee prosthesis

Device Classification Name and 21 CER 888.3560 Knee joint patellofemorotibial

Reference: polymer/metal/polymer semi-constrained cemented
prosthesis

Device Class: Class 11

Panel Codle: Orthopaedics/87

Product Code: JWH

Device Description
Subject of this Abbreviated Premarket Notification is the Journey 11 BCS Knee system. The Journey 11
BCS Knee System is a posterior stabilized total knee system which provides the ability for greater

flexion (1550) to those patients who have the anatomical capability to allow a greater flexion range.
Components of this premarket notification include:

* Posterior stabilized femoral components which will initially be available in sizes 1-10 in right
and left designs in OXINIUM material.

" Posterior stabilized femoral components which will initially be available in sizes 1-9 in right
and left designs in cobalt chrome material

* Posterior stabilized articular inserts which will initially be available in sizes 1-2, 3-4, 5-6, and
7-8 in right and left designs. Journey 11 BCS articular inserts will be offered in 9-21 mm
thicknesses and manufactured from cross-linked polyethylene IXLPE) material and
conventional non-cross-linked Ultra-High Molecular Weight Polyethylene (UHMWPE) material.

The Journey 11 BCS Knee system will use existing cemented Journey tibia[ tray and patellar components
currently used with the Journey BCS Knee System 1K042515) and may also be used with existing
patellar components of the Genesis 11 Knee System (K951 987).

Technological Characteristics
This 510(k) was prepared in accordance with the Agency's, "Draft Guidance for the Preparation of

Premarket Notifications Isl0lkis) for Cemented, Semi-Constrained Total Knee Prostheses," dated April
1993. A review of the mechanical data indicates that the Journey 11 BCS Knee System is capable of

withstanding expected in vivo loading without failure. The following mechanical testing of the Journey It

BCS Knee system was performed:
* Patellofemoral Contact Area Analysis
* Tibiofemoral Contact Area Analysis
* Static Testing of the Tibia[ Insert Locking Mechanism



* Patellofemoral Resistance to Lateral Subluxation
* Tibiofemoral Constraint Testing

A review of this testing has demonstrated 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
Total knee components are indicated for rheumatoid arthritis: post-traumatic arthritis, osteoarthritis, or

degenerative arthritis; failed osteotomies, unicompartmental replacement, or total knee replacement.
Posterior stabilized knee systems are designed for use in patients in primary and revision surgery,
where the anterior and posterior cruciate ligaments are incompetent and the collateral ligaments

remain intact. Smith & Nephew, Inc. Journey 11 BCS Knee components are indicated for use only with

cement and are single use devices.

Substantial Equivalence Information
The substantial equivalence of the Journey 11 BCS Knee system is based on its similarities in indications
for use, design features, and operational principles to the predicate systems listed in the table below.

Table 1: Substantially equivalent predicate devices ______ ______

.M~nfacure Decnpion. [Submission Clerance
"Number , Date

Smith & Nephew, Inc -High Performance Knee System K042515 03/14/2005

Smith & Nephew, Inc Legion Porous Primary Knee .K073325 12/20/2007
System ______ _____

Smith & Nephew, Inc XLPE Articular Inserts K071071 09/19/2007
Smith & Nephew, Inc IGenesis 11 Total Knee System K951987 08/22/1995_

Smith & Nephew, Inc Genesis 11 Posterior Stabilized High K032295 08/21/2003
_____________ I Flexion Articular Insert

Smith & Nephew, Inc IJourney BCS Knee System K091 014 0/920

Conclusion
As previously noted, this Abbreviated 510(k) Premarket Notification is being submitted to request

clearance for the Journey 11 BCS Knee System. Based on the similarities to the predicate components

and a review of the mechanical testing performed, the devices are substantially equivalent to above
predicate knee systems.
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Smith & Nephew; [inc.
%IS MsShei een N'yers

Senlioi Regulatory Affairs Specialist
1450 Brooks Road

Mempis, ennesee38 116 t

Re: K(111711
Trade/Device Name: JourIny HI BCS Knee System
RegUlation Number: 21 CFR\ 888.3560
Reo Iation Name: Kneejo intr patel110femoroiiial p0 lymler/meta I/polvimer sem i -conlstr ainted

cementecd prosthesis
Regulatory Class: It
ProdcLIt Code: JWVH
Dated: June11 1 7, 2011I
Received: Junte 20, 2011

Dear Ivs. M\/yers:

We have reviewed yiour Section 5I 10(1k) premrarket notification ol intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for Use stated inl the enclosulre) to legally marketed predicate devices marketed in interstate
commerce prior to MNay 28, 1976. the enactment date of the Mfedical Device Amendments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food, Dru,
and Cosmetic Act (Act) that do not req ii ie approv~al of a premarket approval application (P'MA).
YOU may. therefore, market the devi ce, sli bect to the genleral controls provisions of the Act. The
.general controls provisions of' the Act include requLirements for annual registration, listing of
devices, good manlufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRIl does not evaluiate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleadin.

If your device is classified (see above) into either class I1 (Special Controls) or class [itl (P1Mr), it
may be subject to additional controls. Existing maj or regulations affecting yourF device canl be
found in thle Code of Federal Regu1.lations. Title 2 1, flatts 800 to 898. fIn addition, FDA may
publish further arnnounFcementIs concernline your device in the Federal Re~ister .

Please be ad vised that F DA's issuance of'La substantial cc ui valence determination does not mean
that I-DA has macdc a cletermiiiarionl thaL your.1 device complies With other I-CdLuirelliCntS of the Act
or any Federal statutes and regulations adinnistered by other Federal agencies. YOU in u~st
comply with all the Act's reqluirementIs. n 1CI uL iCg. but not Ilim ited to: regniration and Ii sting (21I
CFR Part 807); labeling (2 I CFR Part 80 1) medical device reporting (reporting of medical
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device-relatod adverse e\'en is (2I CFR [803); good nmnnFacki ring practice requirements as set
Forth in te cj a Ii L systems (QS) toga lti on (21I CF R Part 820); and if'applicable. the electronic
p~rodUCt radiation Control provisions (Sections 5310542 of the Act): 2] CFR M000-1050.

If you desire spec ific advice for y'our device on our labeling regulation ( 21 CF-R Part 801). please
go to http://N=v fdajzov/A botFitEACentersO flices/CDRH/CDRI -1llfceS/uIcmI lI 58093. htm for
the Center for Devices and Radiological HeIalth's (CDRI-l's) Offce of Compliance. Also, please
note the regulation enti tied "Misb radin g by reference to pro market noLitic ati onif (21 CF R Part
807.97). For qluesti 01) regamrl ng the r1)0 i ing C) Iadverse events under the NviDR regulation (2 1
CFR Part 803), please go to
hatp://wx"vxWfa.ego v/i ed ica I [Devices/Sale tvReo rta Problem/dlefaulIt. htmu for the CD RI-I's Office
of S urvei IIance and Bionmics/eDivision of Postinat Surveillance.

You may obtain other general in formation on y'or responsibilities underIC the Act from the
Division of Smnall Ni arm facturers. Internatinal and Consumer Assistance at its toll-free n umber
(800) 638-2041 or (301) 796-7 100 or at its Internet address
ht t //w v.fda g v/Ni ed ical Devices/Reso ui rues Io rou/[ NdutyjjJeJtj&tjjl.
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Sincerely yours, P

N'l ark N. Mfelkerso
Ditretor
IDivision Of Surgical, Orthopedic

and Restorative Devices
Office of Devie Evaluationi
Center for Devices and

Radiological Health

Enclosure



Premarket Notification
Indications for Use Statement

510(k) Number (if known): Y(11/71
Device Name: Journey 11 BCS Knee System

Indications for Use:
Total knee components are indicated for rheumatoid arthritis; post-traumatic
arthritis, osteoarthritis, or degenerative arthritis; failed osteotomies,
unicompartmental replacement, or total knee replacement. Posterior
stabilized knee systems are designed for use in patients in primary and
revision surgery, where the anterior and posterior cruciate ligaments are
incompetent and the collateral ligaments remain intact. Smith & Nephew, Inc.
Journey 11 BOS Knee components are indicated for use only with cement and
are single use devices.

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)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(D isin Sign-Off)
Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Number /~I/1


