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325 Corporate Drive
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For Information contact: Valerie Giambanco
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, NJ 07430
Phone: (201)-831-6275
Fax: (201)-83 1-3275

Proprietary Name: Exeter@ Hip Stem

Common Name: Artificial Hip Replacement Components - Femoral Stem

Classification Name and Reference: 21 CFR 888.3350 Hip joint metal/polymer semi-constrained

cemented prosthesis

Regulatory Class: Class 11

Product Codes: JDI

Predicate Device: Exeter V40 Hip System

Date Prepared: September 20, 2011

Description:
The currently marketed Exeter®) Hip Stem is equivalent to the stainless steel hip stem with a V4OTM

trunnion approved via KOI 1623. The Exeter® Hip Stem continues to be manufactured from the same
design, the same materials, and the same manufacturing process.

Intended Use:
The Exeter®@ hip is intended for use in total hip arthroplasty. They are intended for cemented use only.
The Exeter® hip is provided sterile for single-use.

The Exeter® Femoral Stems are currently cleared for use with femoral heads manufactured from
Zirconia, alumina ceramic, Biolox® delta ceramic, and stainless steel. The purpose of this 5 10(k) is that
the Exeter® stems will now be marketed as compatible with Howmedica Osteonics' V40TM cobalt
chrome alloy femoral heads and Universal Taper Biolox® Delta Ceramic heads when using a titanium
alloy sleeve. Thus, Exeter® stem size range cleared in KOI 1623 will be compatible with V4OTm Taper
femoral heads manufactured from cobalt chrome alloy, alumina ceramic, Biolox® delta ceramic
(Zirconia toughened), and stainless steel and a Universal Taper femoral heads manufactured from
Biolox® delta ceramic only when using a titanium alloy adaptor sleeve.

Indications:
The Exeter® V4OTm hip stem is intended for use in total hip replacement. It is intended for cemented use
only.

The Exeter®@ Hip is indicated for:



* noninflammatory degenerative joint disease including osteoarthritis and avascular necrosis;
* rheumatoid arthritis;
* correction of functional deformity;
* revision procedures where other treatments or devices have failed; and
* treatment of nonunion, femoral neck and trochanteric fractures of the proximal femur with

head involvement that are unmanageable using other techniques.

Substantial Equivalence:
The Exeter® hip stem continues to be manufactured from the same material via the same process and
same design as the Exeter& hips that were cleared in K01 1623. The Exeter® Hip Stems are substantially
equivalent to other commercially available hip arthroplasty, systems in regards to indications for use
design, materials, and operational principles. The femoral head compatibility of the Exeter Hip Stem is
substantially equivalent to Meridian TMZF Femoral Hip Stem that was cleared via K972228 .The
following devices are examples of predicate systems currently cleared for use that will now be intend for
compatible usage with the Exeter® stems: Howmedica Osteonics' V4OTM taper cobalt chrome alloy
femoral heads (K993601, K022077, K061434, K010757) and Universal Taper Biolox® Delta Ceramic
heads with a titanium alloy adaptor sleeve (K070885).

Summary of Technologies: The technological characteristics (material, design, sizes, and operational
principles) of the Exeter®& V4OTM Hip Stem are similar or identical to the predicate devices.

Summary of Non-Clinical Testing and Evaluation:
Testing has been performed to demonstrate equivalence of the subject device intended use compared to its
predicate device intended use. Additional testing was conducted on the cobalt chrome alloy and Universal
taper Biolox® delta ceramic femoral heads with the corresponding titanium alloy sleeves when used with
Exeter® stainless steel femoral stems.

New testing to support this additional compatibility for the Exeter®& Femoral Stem with cobalt chrome
femoral heads includes an Axial Pull-off testing.

New testing to support this additional compatibility for the Exeter® Femoral Stem with the Universal
taper Biolox®& delta ceramic femoral heads with titanium sleeve includes Axial fatigue & post fatigue
ultimate compression testing (according to ISO 7206-10), Axial pull-off testing (according to ISO 7206-
10) and ultimate compression testing on both new and "damaged or used" femoral stem tapers (per ISO
7206-6).

For both the cobalt chrome alloy heads and titanium alloy sleeves when used with stainless steel Exeter
Stems, testing for galvanic corrosion (according to ASTM G 71-8 1) was conducted and fretting was
evaluated as compared to the predicate device.

Clinical Testing
None provided as a basis for substantial equivalence

Conclusion
The Exeter@ V4OTM Hip Stem is substantially equivalent to the predicate devices identified in this
premarket notification
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Dear Vi s. Cii a Iiban to:

We have i-cvie wed vyour Section I 10(1k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for1 as S.Ced ill theC e n lOSi-1c) to lglymarke ted pied lea Ic devi ccs marketed inl interstate
commterce pr ir to N'Iav 28, 1976, the enlactment date of the M1\edical Device Amendmecnts, or to
devices that have been rc Iassi lied in accordlance with the prov'isions of the Federal Food. DIrti a.
and Cosmetic Act (Act) that do not require approval of a prenmriket approval aippl icat ion (PM IA).
You may. therefore, market the device, Subject to the general controls provisions of the Act. The
Qeneral controls provisions of the Act include reCjl-uirtS for1 annual registration. listina of'
deCvices god mlauflacttrring practice, labeling, and prohibitions against misbranding and
adulteration. Please notc: CDRH- does not evaluiate information related to contract liability
warran ties. WeC rem indc yoUt, ho wce 'r. th at de vice labelingm tInst be tErlt h lI and no0t linisle adinoa

If\yourI (levice is classified (see above) into either class 11 (Special Controls) or class Ill (IPN'lA). it
ma.' be strbj c to additional controls. E.Ixisting, muajor rgilations affecting y'our (device canl be
founrd in the Code of' Federal RegtiLlations, TitlIc 2 1 , Parts 800 to 898. In addition, F DA imay

publish I'ldC rtir an to LinCcills c01ncer ril inaYOLi rdIev'ice iii the Federal Regis te r.

P lease be advised that FDA's i ssuiance of a suibstan tial eILiVal~ec dleternlil ation does not Mean
that FIDA has made a determination that youir device comlplies With other reqjliuirmets of the Act
or anly Federtal Stattutes and regti Imlions adm inistered by other Federal agencies. You imIist
comply' with all the Act's requilieinlents. incluiding, but nlot limited to: reg-istration and listing (2 1
CFR Part 807); labeling.(21I CE-R Part 801); medical device reporting (reporting oftmedical
device-related adverse events) (2 1 CFR 803); good Mantufacturing practice reqluirements as set



Page 2 - MIs. Vilerie (iainlbanen

forthI in[ the citiaI iv systems(QS) regulation (21 CFR IPart 820); andl ifapplicable the eletrni
product radiation corntroI provisCin (Sections 531-542 of the Act): 21 CUR W00-1050.

If yoti desire Specifhe ad vice for yot ur device on curlI a be linga regU I Union (21 CUIR Part 801 );p lease

"o Io I it t4 rda.~ U_ . o v/A Ni Lit 1 F) A/CIC 1*5 0 I'] ccs/C I) R I-/C )IR 1-1 (XI c esLIC 11115809.111 rl
the Center for Devices and Radiological liealths (CDRI-'s) offle of Compliane Also, please
note the leguLlar il entitled, "I isbm-nding by referenee to premarket ntotiheation" (21 CFR PIart
807.97). For qtuestions regarding the reporting ofmaverse events under the i,DR regtUilatio (21I
CUR Par 803): please go to
lhttp://\ , vw. fda.,ov/N'ledieallDevices/Safetv/ReportaProblen/elarhant for the CDR Hs mlice
Of SlrVei IMace aid Biome~trics/Division of Postluarket Surveillance.

You nnm' obtain other general in formnation onl your responsibilities tUnder the Act from the
Divison of Small NiantIbcrers, International and Consumner Assistance at its toll-fre nt~ivbcr
(800) 638-204 1 or (301) 796-7100 or- at its [nternet address

Sincere Ivyours

J3 -'Mark N. N'lelkerson
Director
Division of Sur~gical, Orthopedic
and Restoiativ\e Devices

Office of Device Evaluation
Center for Devices anid

Radiological H-eal th

E n closuLIe



Indications for Use

5 10(k) Number (if known): O9--9 j)

Indications for Use:

The Exeter4D V4OTM hip stem is intended for use in total hip replacement. It is intended for
cemented use only.

The Exeter(@ Hip is indicated for:
* noninflammatory degenerative joint disease including osteoarthritis and avascular

necrosis;
* rheumatoid arthritis;
* correction of functional deformity;
* revision procedures where other treatments or devices have failed; and
* treatment of nonunion, femoral neck and trochanteric fractures of the proximal femur

with head involvement that are unmanageable using other techniques.

Prescription Use X Over-The-Counter Use___
(Part 21 CER 801 Subpart D) AND/OR (21 CFR 807 Subpart C)

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

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