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910(k) Summary of Safety and Effectiveness: SEP 28 201
Restoration® Anatomic Dual Mobility™ and Modular Dual Mobility™ Systems
Duration® and X3® Acetabutar Inserts

Proprietary Name: Restoration® Anatomic Dual Mobility™ (ADM)and Modular Dual
Mobility™ (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 11
Product Codes: " 87 MEH, 87 LZ0O
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® and X3® 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 Howmedica Osteonics 22.2 mm and 28
mm diameter femoral heads.

#



Kilzsst o

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 MDM Systems are intended for cementless use only.

Devices for which Substantial Equivalence is claimed:

» Howmedica Osteonics Restoration® ADM System: K072020
» Howmedica Osteonics Restoration® ADM X3® Acetabular Insert: K093644
¢ Howmedica Osteonics Restoration MDM System: K103233

Proposed Modification:

The subject ADM Inserts and ADM/MDM 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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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Adiministration

10903 New Hampshire Avenue
Document Mait Center - W0O06-G609
Silver Spring, MD 20993-0002

Howmedica Osiconics Corp.
% Valeric Giambanco

325 Corporate Drive
Mahwaly, NJ 07430
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Re: KI112336
Trade/Device Name: Restoratton® Anatomic Dual Mobility™ (ADM) and Modular Dual
Mobility™ (MDM) Systems Duration® and X3® Acetabular Inserts
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Regulation Number: 21 CFR 888.3353

Regulation Name: Hip joint metal/ceramic/polymer semi-constrained cemented or
nonporous uncemented prosthesis

Regulatory Class: 11

Product Code: MIzH, LZO

Dated: September 1%, 2011

Received: September 2", 2011

Dear Ms. Giambanco:

We have reviewed your Section 310(k) premarket notification of intent 1o 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 10
devices that have been reclassified in accordance with the provisions of the Federai Food, Drug,
.and Cosmetic Act (Act) that do not require approval of a premarket approval applicaiion (PMA).
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 manufacturing practice, labeling, and prohibitions against misbranding and
aduleeration. Please note: CDRH does not evaluate information related Lo contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

[f your device is classified (see above) into either class 11 (Special Controls) or class L (PMA), it
may be subject 1o additional controls. Existing major regulations affecting your device can be
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found in the Code ot Federal Regulations, Title 21, Parts 800 10 898. [n addition, FDA mayv
publish further announcements concerning vour device in the Federal Register.

Please be advised that FDA’s tssuance of a substantial equivalence determination does not mean
that FDA has made a determmation that vour device complies with other requirements of the Act
or any Federal statutes and regulations adiministered by other Federal agencies. You must
comply with all the Acts requirements, including, but not limited to: registration and listing (21
CFR Part 807); [abeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation conirol provisions {Sections 331-342 of the Act); 21 CFR 1000-1030.

I you desire specific advice for your device on our labeling regulation (21 CI'R Part 801), please
go to http/www tda.eoviAboutF DA/CentersOftices/CDRH/CDRHOMces/ucm 1 15809 htm for
the Center for Devices and Radiological Health’s (CDRIs) Office ot Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notitication” (2ICFR Part
807.97). For questions regarding the reporting of adverse evenis under the MDR regulation (21
CI'R Part 803), please go to

hitp://www fda.gcov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRFH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

htp://www. fda.gov/Medical Devices/Resourcesior You/Industry/default. him.

Sincerely vours,

)
S i
Mark N. Melkerson
Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



ADM/MDM Insert Special 510¢k)

Indications for Use

510(k) Number (if known): B [[285 6

Device Name: ADM and ADM/MDM Acetabular Inserts

Indications for Use:

The indications for use for total hip arthroplasty include:

I)  Noninflammatory degenerative joint disease including osteéarthritis 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.
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