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510(k) Summary: K101356

Official correspondent: CHRISTINE L. BRAUER, PH.D;
US AGENT

Manufacturer/Submitter: flcws S.p.A.
VIA A. DORiA 6
37066 SOMMACA1VIIAGNA
VERONA -ITALY

FDA OWNER/OPERATOR ID #:9033624

Date: SEPTEMBER 14, 2011

Trade/Proprietary model names: SPACER-G AND SPACER-K
TEMPORARY HIP AND KNEE PROSTHESIS

Common name: TEMPORARY Hip AND KNEE SPACER WITH GENTAMICIN

Device classification name: PROSTHESIS, HIP, HEMI-, FEMORAL, METAL

PROSTHESIS, KNEE, PATELLOFEMOROTIBIAL, SEM[I-
CONSTRAINED, CEMENTED, POLYMER/METAL/POLYMER

Regulation number: 888.3360 AND 888.3560

Device class: I1

Classification panel: ORTHOPAEDIC

Classification Product Code: KWL, KWY, AND JWH
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DEVICE DESCRIPTION:

Spacers are temporary joint prostheses. Spacer-C is a single piece device that mimics a hemi-hip
prosthesis, and is available in six sizes. Spacer-K includes a femoral and tibia! component, and is
available in three sizes. Spacer-C and Spacer-K are made of fully formed polymethylmnethacrylate
(radiopaque PMMA with gentamicin). Spacer-C contains an inner stainless steel (AISI 316L
stainless steel) reinforcing structure. The mass used in the filling of the molds (the PMMIA
unformed resin) is prepared from a powder component and a liquid component. The liquid
component consists of methylmethacrylate, N,N-dimethyl-p-toluidine, hydroquinone; the powder
component consists of polymethymethacrylate, barium sulphate, benzoyl peroxide, and gentamicin
sulphate.

The Spacer devices provide patients, undergoing a two-stage revision procedure for an infected total
joint, a temporary implant to 1) allow for partial weight bearing and 2) provide a natural range of
motion. The devices also maintain a patient's soft tissue and joint space, preventing further
complications such as muscular contraction. The gentamicin protects the device from bacterial
colonization.

INTENDED USE AND INDICATIONS FOR USE:

Spacer-C and Spacer-K are indicated for temporary.use (maximum 180 days) as a total hip or knee
replacement for patients undergoing a two-stage procedure due to a septic process. The indications
for use are provided below.

Spacer-

Spacer-K is indicated for temporary use (maximum of 180 days) as a total knee replacement
(TAR) in skeletally mature patients undergoing a two-stage procedure due to a septic
process.

Spacer-K is applied on the femoral condyles and on the tibiat plate following removal of the
existing implant and radical debridement. The device is intended for use in conjunction with
systemic antimicrobial antibiotic therapy (standard treatment approach to an infection).

Spacer-K is not intended for use for more than 180 days, at which time it must be explanted
and permanent device implanted or another appropriate treatment performed (e-g.,
resection arthroplasty, fusion, etc.). Because of the inherent mechanical limitations of the
device material (gentamicin/polym ethyl inethacryl ate), Spacer-K is only indicated for
patients who will consistently use traditional mobility assist devices (e.g. crutches, walkers,
canes) throughout the implantation period.

Spacer-G

Spacer-G is indicated for temporary use (maximum of 180 days) as a total hip replacement
(THR) in skeletally mature patients undergoing a two-stage procedure due to a septic
process.

The device is inserted into the femoral medullary canal and acetabular cavity following
removal of the existing implant and radical debrideinent. The device is intended for use in
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conjunction with systemic antimicrobial antibiotic therapy (standard treatment approach to
an infection).

Spacer-G is not intended for use for more than 180 days, at which time it must be explanted
and a permanent device implanted or another appropriate treatment performed (e.,
resection arthroplasty, fusion, etc.).
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SUBSTANTrIAL EQUIVALENCE:

The Spacer devices are substantially equivalent to themselves. Each Spacer device has previously
been cleared: Spacer-K in K062274 and, Spacer-G in K062273. The intended use and conditions
of use remain the same. This 5 10(k) application was submitted for a minor change in the materials
in each Spacer device.

Performance testing was conducted to verify that implant performance continues to meet the
production specifications and be adequate for in vivo applications under the temporary conditions
of use. Mechanical properties, gentamicin release and stability data were evaluated and found to
support the substantial equivalence of the devices.

Based on the same fundamental sci 'entific technology and on the results of the verification activities,
it is concluded that the modified Tecres Spacer devices are substantially equivalent to the legally
marketed Tecres Spacer devices.
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Ifyour device is classifbed (see above) into either class [I (Special Controls) or class Ill (PMIA). it
may be Subject to additional controls. Existing maj or regulations affecting your device can be
It Und in the Code of ederal R egulations, Ti tie 21, Parts 800 to 898. In additlion. F Di may
publish further announcemntIs c01onringo your device in the F'ederal Renilster.

lelase be advised that FDA's issuarice of a suibstantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of thle Act
or any Federal statutes and reg.Culations administered by other Federal agenicies. YOU Must
comply wvith a!ll the Act's req niren rnts, including, but not li mited to: registration and listing (2 1
JR-I part 807); labeling (2 1 CE-R Part 801); mnedical device reporting (reporting of mnedical
device-related adverse events) (2 1 CFR 803); good manrlfalCturing11 practice recluiremenls as set
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if 'applicable, thle electronic
product radiation control provisions (Sections 531-542 of the Act); 2 1 JFR 1000-1050.

If you desire specific advice For yotur device on our labeling regulation (2 1 CFR Part 801), please
go to lhtt1p://wwvw.fda.u ov/AbotlrIFDA/CeitersOffices/CDl-/C1)R-0fFOCS/LICII 15 809h1tin for-
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events tinder the MDR regulation (2 1
CFR Part 803)), please go to
litti)://\\,vx.fdla.g~o\v/MedicalDevices/Safet\y/ReportaProbleii/de fatLlt.hltlm for the CDRi-l 's Office
of'Surveil lance and Biomectrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manurfacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
litto)://www .fda.aov/Mecdical Deviccs/R~esouricesforYou/lndLuStlY/defaUlt.ht.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological H-ealth
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ATTACHMENT 2

Indications for Use Form

51 0(k) Number (if known): K1 01356

Device Name: Spacer-K and Spacer-G
Indications for Use:

Spacer-K

Spacer-K is indicated for temporary use (maximum of 180 days) as a total knee replacement (TKR) in
skeletally mature patients undergoing a two-stage procedure due to a septic process.
Interspace is applied on the femoral condyles and on the tibial plate following removal of the existing implant
and radical debridement. The device is intended for use in conjunction with systemic antimicrobial antibiotic
therapy (standard treatment approach to an infection).
Spacer-K is not intended for use for more than 180 days, at which time it must be explanted and a
permanent device implanted or another appropriate treatment performed (e.g., resection arthroplasty, fusion,
etc.). Because of the inherent mechanical limitations of the device material
(gentamicin/polymethylmethacrylate), Spacer K is only indicated for patients who will consistently use
traditional mobility assist devices (e.g. crutches, walkers, canes) throughout the implantation period.

Spacer-G

Spacer-G is indicated for temporary use (maximum of 180 days) as a total hip replacement (THR) in
skeletally mature patients undergoing a two-stage procedure due to a septic process.
The device is inserted into the femoral medullary canal and acetabular cavity following removal of the
existing implant and radical debridement. The device is intended for use in conjunction with systemic
antimicrobial antibiotic therapy (standard treatment approach to an infection).
Spacer-G is not intended for use for more than 180 days, at which time it must be explanted and a
permanent device implanted or another appropriate treatment performed (e.g., resection arthroplasty, fusion,
etc.).

Prescription Use x AN/ROver-The-Counter Use ____

(Part 21 CFR 801 Subpart 0) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTI E AO

NEEDED)4 lR

(Division sigrn-Off)
Division of Surgical, Orthopedic,
and Restorative Devices

5 1 0(k) Number 1 3
Concurrence of CDRH, Office of Device Evaluation (ODE)
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