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DEVICE INFORMATION

Trade/Proprietary Name: Endo Head
Common Name: Unipolar Head
Classification Name: prosthesis, hip, hemi-, femoral, metal ball

21 CER 888.3360
Class 11
Device Product Codes: LZY

Predicate Devices: K896580 - Smith & Nephew Unipolar System
K062408 - Smith & Nephew Modular Femoral (Hemi) Heads
K072857 - Medacta CoCrMo Femoral Ball Heads, 25 and 32mm
K080885 - Medacta CoCrMo Femoral Ball Heads, 22 and 36mm
K1 03721 - Medacta CoCrMo Femoral Ball Heads, 40mm
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Product Description

The Medacta Endo Head is a unipolar prosthesis that consists of a monobloc prosthetic
femoral head made of Cobalt Chromium Molybdenum (CoCrMo ISO 5832-1 2) designed
to articulate directly in the patient's acetabulum. It is designed to be assembled with all
the Medacta stems. Three sizes (S, M and L) are available for a 12/14 Morse taper with
an outer diameter varying from 40 to 56 mm with 1 mm increments between sizes.

Indications for Use

The Medacta Endo Head is intended for use in combination with Medacta Hip
Prosthesis System for primary or revision hemniarthroplasty of the hip. This prosthesis
may be used for the following conditions, as appropriate:
* Femoral neck and trochanteric fractures of the proximal femur;
" Osteonecrosis of the femoral head;
* Revision procedures where other devices or treatments for these indications have
failed.

Comparison to Predicate Devices

The Endo Head has the same intended use, material, neck lengths, and external
diameter size range as the previously cleared Unipolar System manufactured by Smith
and Nephew (K896580). The Endo Head's material, sterilization, biocompatibility, and
coupling with the Medacta stems is substantially equivalent to the Medacta CoCr
Femoral Heads cleared under K072857, K080885, and K1 03721.

Conclusion:
Based on the above information, the Endo Head can be considered as substantially
equivalent to its predicate devices.
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Re: KI1 11145
Trade/Device Name: Endo Ilead
Regulation Number: 21 CFR 888.3360
Regulation Name: 1 lip Joint femoral (hemni-hip) metallIie cemented or unFcemnented

prosthesis
Reglatory Class: Class 11
Product Code: LZY
Dated: Jly )28, 2011
R~eceived: J1uly 29, 20 11

Dear Mr. Gross:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
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 Food. Drug:
and Cosmetic Act (Act) that-do not require approval of a premarket approval application (PN4A).
You may. therefore, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for- annual registration, listing of
devices, good mnanUficturing practice, labeling, and prohibitions against misbranding and
adulteration. iPlease note: CDRI-l does not evaluate information related to contract liability
warranties. We remnind you, however, that device labeling must be truthful and not misleading.

If your device is classified (seabove) into either class 11 (Special Controls) or class III (lPMA), it
May be Subject to additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations, Tritle 21,. Parts 800 to 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 req~uiremnents of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with adll the Act's req uirements, including, but not limited to: renistration and li st ing, (2 1
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dievice-relatedt adverse events) (21 CFR 803); good manufacturing practice reqluirements as set
For-th in the quality systems (QS) regulation (2 1 CF R Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CUR 1000-1050.

If you desire specific advice for your device on our labeling reC'ulationl (2 I CUR ['art 801), please
g~o to hittp://\v\\%. fdca.u-ov/AboutFDA/Ceinter-sOfices/CD)RI-/CDIZI-10tffices/uicmi I15 809.hitm for
the Center for Devices and Radiological Hlealth's (CDRH-'s) Office of Compliance. Also, please
note the regulation endtied, 'iMisbranding by reference to premnarket notification" (21 CUR Pal
807.97). For qu~estions regarding the reporting of adverse events under the M/DR reulation (2 1
CU.R Plart 803), please go to
itp://xvwv.t'cda.uov/McclicailDeviees/Safety/Repoi-tal~iobleim/detfault.iitn For the CDRII's Office

oF Surveillance and 13iomletrics/D ivision of Postmarket Surveillance.

YOU may obtain other general information on yIour responsibilities un1der the Act from thle
Division of'Small ManuIFIIacturers. International and Consum11er Assistance at its toll -free nlumber
(800) 638-2041 or (301) 796-7100 or at its Internet address
hittp://v\v'v. fda.Luo\v/M\,edicalDevices/ReSOur1-CSI01rYou/InduILStIrv/Cde fault.lltll.

Sincerely yours,Q

q rC'
Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evalulationl
Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

510(k) Number (if known): K1 11145

Device Name: Endo Head

Indications For Use:

The Medacta@ Endo Head is intended for use in combination with Medlactas Hip
Prosthesis System for primary or revision hemniarthroplasty of the hip. This prosthesis
may be used for the following conditions, as appropriate:
* Femoral neck and trochanteric fractures of the proximal femur;
* Osteonecrosis of the femoral head;
* Revision procedures where other devices or treatments for these indications have
failed.

Prescription Use x AND/OR Over-The-Counter Use ___

(21 CFR 501 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Dlvikon ig Oft) A
Division of Surgical, Orthopedic,

and Restorative Devices
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