
510(k) Summary of Safety and Effectiveness: SEP 28 2011
Restoration® Anatomic Dual MobilityTm and Modular Dual MobilityTM Systems

Duration® and X3® Acetabular Inserts

Proprietary Name: Restoration®0 Anatomic Dual MobilityTM (ADM)and Modular Dual

MobilityrM (MDM) Systems Duration® and X3® Acetabular Inserts

Common Name: Artificial Hip Replacement Components - Acetabular

Classification Name and Reference: Hip joint metal/ceramic/polymer semi-constrained cemented or

nonporous uncemented prosthesis, 21 CFR §888.3353

Proposed Regulatory Class: Class Il

Product Codes: 87 MEH, 87 LZO

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

Date Prepared: 9/1/2011

Description:
The Restoration® Anatomic Dual Mobility (ADM) and Modular Dual Mobility (MDM) Systems utilize
Duration® and X3® Polyethylene Acetabular Inserts that retain a femoral head. The outer diameter of the
insert articulates on the inner surface of either the polished ADM Acetabular Cup or, for certain sizes of
inserts, the MDM Acetabular Liner. The Duration®0 and X36 polyethylene inserts therefore function as a
dual mobility device as there are two articulating surfaces.

Intended Use:
The modification does not alter the intended use of the predicate systems as cleared in the referenced
premarket notifications. The subject ADM and ADM/MDM Acetabular Inserts are sterile, single-use
devices intended for use in primary and revision total hip arthroplasty to alleviate pain and restore function.
These devices are intended to be used only with currently available I-owmedica Osteonics 22.2 mm and 28
mm diameter femoral heads.
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Indications for Use:
The indications for use for total hip arthroplasty include:

I ) Noninflammatory degenerative joint disease including osteoarthritis and avascular necrosis;
2) Rheumatoid arthritis;
3) Correction of functional deformity;
4) Revision procedures where other treatments or devices have failed;
5) Treatment of nonunion, femoral neck and trochanteric fractures of the proximal femur with head

involvement that are unmanageable using other techniques.
6) Dislocation risks

The ADM and MDM Systems are intended for cementless use only.

Devices for which Suhstantial Equivalence is claimed:

" Howmedica Osteonics Restoration® ADM System: K072020
" Howmedica Osteonics Restoration® ADM X3' Acetabular Insert: K093644
* Howmedica Osteonics Restoration MDM System: K 103233

Proposed Modification:
The subject ADM Inserts and ADMIMDM Inserts maintain the same indications for and intended use,
material, and operational principles as the previously cleared ADM/MDM Acetabular Inserts, cleared for
use with ADM under K072020 and K093644, and certain sizes cleared for use with MDM under K 103233.
The subject ADM insert and ADM/MDM Insert devices consist of a modification to their inner bore design.

Summary of Technologies: Device comparison showed that the proposed device is substantially equivalent
in intended use, materials and performance characteristics to the predicate device. Device comparison
showed that the modified device is substantially equivalent in intended use, materials and performance
characteristics to the predicate device. Engineering and risk analysis has been performed to demonstrate
equivalence of the subject products to the predicate devices. Laboratory testing was performed for the hip
system to determine substantial equivalence. Wear, lever-out and pull out force testing, and range of motion
analysis have been established for the modified design.

Clinical Testing: Clinical testing was not required for this submission.

Conclusion: The ADM Inserts and ADM/MDM Inserts are substantially equivalent to the predicate devices

identified in this premarket notification.
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES

I 0d anld DrLI,- Adiimsraio
10903 New I-lampslikie A venu~e
Documffent Mil Center - \V066-G609
Silver Spring. MD 20993-0002

H-owmedica Osteonics Corp.
%/ ValIerie Gi am barnCo
325 Corporate Drive .>
Mahwah, NJ 07430

Re: K(112556
rade/Device Name: Restoration® Anatomic Dual NIobilitvFNI (ADNI)adMdlrDa

Iv4objjjty"lv (MDM) Systems Duration®Di annl X3®z Acetabular Inserts
Regulation Number: 21 CF"R 888.3353
Reguldation Name: i-lip j o it mietal/cer-arnic/po lymiier semi-constrained cemented or
n11Ionpoous uncMen2ted prIosthe~si
ReguLlatory Class: 11
Product Code: V/IEW.l LZO
Dated: September I s', 20 11
Received: September 2 Id. 2011

Dear Mvs. Giamnbanco:

We have reviewed your Section 5 10(k) premarket notification of intent to market thle device
reierenced above and have determined thle device is substantially equivalent (for the indications
for Use stated in the enclosure-) to legally marketed predicate devices marketed in interstate
commerce prior to Mlay 28, 1976, thle enactment date of the Mledical Device Amendments, or to
devices that have been reclassi fied in accordance with thle provisions offthe Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a prenarket approval application (PMA).
YOU may, therefore, market the device, su~bject to the general controls provisions of thle Act. Thie
ueceral controls provisions of the Act imd tide requI~irements for annual registration, Ii stin of
devices, good mlanufalcturing practice, labeling, and prohibitions against misbranding and
aIdleration. Please note: CD RH- does not evaluate in for mation related to contract I iabiIi ty
warran ties. We remind you, h1owever, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class H1 (Special Controls) or class Ill (PIMA), it
mnay be subject to additional controls. Existing mrajor regirlations affecting yourI device canl be
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found in the Code of Federal Reiaulations. Title 21I. Parts 800 to 898. In add iti on. FDA may
pu~blish furthder armoun-11ceients cOncernul OL ou device in the Federal Recister.

P lease be advised that FDA'Ks Issuancc ol a substantial equivalence dletermination does nlot mecan
that FDA has madec a detiermination that your device comuplies With other requirements of thle Act
or any Federal Statutes and lecuIlations administered by other Federal agenicies. You Must
comIply with all thie Act's requirements, including,. but not limited to: registration avid listing (2 1
CF R Part 807); l abelIing (21I C FR Part 801I): medcicalI device reporting (reporting ofirmedicalI
device- relIated adverse e\'ents) (2 1 CF R 803); good muaturing practice req uirements as set
forth in thle qa Ia it tyI Sm (QS) I egl lon (2 1 Cl I R P art 820); and if applical Ie, the e Iec tro lie
Product radiation control provisions (Sections 5j31-542 of the Act); 2 1 CFR 1000-1050.
If vot desire specific advice for1 your dlevice Onl our labeling reCgulation) (2t1 C FR Part 801I)7 p lease
go to httn ://Ixvxvw. H a. £ .o/AbtF Dtl'A/Cenlters.O flees/C D RI-/C D RFICCI I ff c~su In1 5809. htm For
the Center for- Devices and Radliological Health's (CD)RI-l's) Office of Compliance. Also, plecase
no0te the re&1.lation enltitled. Mi isb randinOi by refcreence to picimirket notification'' (2 I C FR PartL
807.97). For questions regarding the reporting of adverse events underI the NiDR regulation (2 1
C F P Pair 803)) pease go to

htt://ww.fda.uo/Meica.Deiec/SaetvReprtarobem/efalt~tmfor the CDII 's Office
of Surveillance and Biometrics/Division of Postmarket SUrVeilIIaliCe.

You may obtain other general in Formation on your responsibilities tinder the Act from the
IDi vision of Simall Nianu facturers, International and Consumer Ass istance at its toll-free num111ber
(800) 638-204l1 or (30 1) 796-7100 or at its Internet address

Sincerely yours. /

Mark N. Mlekcrson 4z 1 eA-A
Director
Division Of Surgical, Orthopedic
and Restorative Devices

Office of'Device Evaluation
Center for Devices and

Radiological H-eal th

EnIclosure



ADM'MD)MInsert Special 510(k)

Indications for Use

5 10(k) Number (if known):J{ g S 6

Device Name: ADM and ADM/MDM Acetabular Inserts

Indications for Use:

The indications for use for total hip arthroplasty include:

1) Noninflammatory degenerative joint disease including osteoarthritis and avascular

necrosis;

2) Rheumatoid arthritis;

3) Correction of functional deformity;

4) Revision procedures where other treatments or devices have failed;

5) Treatment of nonunion, femoral neck and trochanteric fractures of the proximal

femur with head involvement that are unmanageable using other techniques.

6) Dislocation risks

The ADM and MDN4 Systems are intended for cementless use only.

Prescription Use X AN/R Over-The-Counter Use.__

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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