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Proprietary Name: Exeter X3 RimFit Acetabular Cup

Common Name: Hip prosthesis

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

Regulatory Class: Class 11

Product Codes: 87 JDI - prosthesis, hip, semi-constrained, metal/polymer,
cemented

For Information contact: Estela Ccli, Regulatory Affairs Associate
Howmedica Osteonics Corp.
325 Corporate Drive
Mahwah, NJ 07430
Phone: (201) 831-6461 Fax: (201) 831-3461

Date Prepared: August 16, 2011

Description:
This Traditional 5 10(k) submission is being supplied to the U.S. FDA to provide authorization to
market the new Exeter X3 RimFit Acetabular Cup manufactured from a modified sequentially
crosslinked and annealed Ultra High Molecular Weight Polyethylene (UHMWPE) material. The
proprietary name of the subject polyethylene material is X3®UHMWPE.

Intended Use:
The Exeter X3 RiniFit Acetabular Cup is a sterile, single-use device intended for use in primary
and revision total hip arthroplasty to alleviate pain and restore function. This device is intended
to be used with any currently available compatible Howmedica Osteonics' acetabular
components. Compatibility with the femoral heads includes: V40 and C-Taper (LFJT T, CoCr,
Biolox delta, Alumina, and Orthinox).
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Indications:
The indications for use of total hip replacement prostheses include:

" Painful, disabling joint disease of the hip resulting from: degenerative arthritis,
rheumatoid arthritis, post-traumatic arthritis or late stage avascular necrosis.

* Revision of previous unsuccessful femoral head replacement, cup arthroplasty or
other procedure.

" Clinical management problems where arthrodesis or alternative reconstructive
techniques are less likely to achieve satisfactory results.

" Where bone stock is of poor quality or inadequate for other reconstructive techniques,
such as cementless fixation, as indicated by deficiencies of the acetabulum

Stryker's Exeter X3 RimFit Acetabular Cup is intended for cemented use only.

Summary of Technologies:
Device comparison showed that the proposed device is substantially equivalent in intended, use,

materials and performance characteristics to the predicate device. The predicate devices used for
comparison to the proposed device are the following; The Trident All Poly Cup, Trident X3
Acetabular Insert, Exeter Hip System With V40 Taper and the Opera Cup (Smith & Nephew).

Non-Clinical Testing:
Non-clinical laboratory testing was performed for the acetabular cup to determine substantial
equivalence. Non-clinical testing was provided as outlined in the FDA Guidance Document
entitled "Class 11 Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis (April 30, 2002)". Lever-out post fatigue testing was
conducted on the worst-case size determined by Finite Element Analysis. Pull-out testing was
performed on the cement spacers in order to evaluate their mechanical strength. The testing
demonstrated that the Exeter X3 RimFit Acetabular Cup is substantially equivalent to devices
currently cleared for marketing.

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

Conclusion: The Exeter X3 RimFit Acetabular Cup is substantially equivalent to the predicate
devices identified in this premarket notification.
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HowiiedcaOsteonics Corporation
%/ IMs. Elsiela Ccli
Reau1,latory Allairs Associate
325 Corporate [Drive
N'ahwah. !New Jersey 07430

Re: Klll 848
Tiade/Device Name: X 3 RiiFit AcetabUlar CLIP

ReauLlation1 INumrrber: 21 CFR 888.3350
Re'uLlationl Name: F-lip joinlt metal/polymer semi-conistrained cemented prosthesis
ReL:,1ilator\'Class: Class 11
I rodl-Iet Code: 3 D I
Dated: AugtIIS. 16. 2011
Received: Autzust 17, 2011

[Dear IMs. Ccli:

We have reviewed your Section 5 10(k) premarket niotiication ofinltentl to market the device
r-eferenced above and have determined the devicCe is substantially equ-ivalent (for the inldicationIs
for uIse Stated inl the eclosureI) to legally marketed prediioaic devices marketed in interstate
commllerce prior ro M\,ay' 28. 1 976, the enactment (late of the Mvedical Device Amnd~lments, or to
devices that have been reclassiflied in accordance with the provisions of the Federal Food, Drua.g
and Cosmetic Act (Act) that do not1 reqiret- approval of a premarket ap[)ro val application (P)MA).

Yo a nav, tI ere Fore, market the device, subject to the general con tro s provisions of the Act. The
genejlral controls pro visions of the Act mltideLC requI-ir-ements for annuILal rpi stration. li sti in) of'
de ViCes .200d1mni factur~fiC ugil practice, labeling, and prohibitions acgal nst misbranding and
adulteration. Please note: CD Ri- does not e val irate information related to conitract Ii abi it iv
Waliran ties. We rem i ad yo Ii, however, that device I abe inrn uILst be truLthf lI and niot i iead inga

If y our device is classified (see above) into either class 11 (Special Controls) or class Ill (PN4A). it
may be subject to additional controls. fixisiing major rCulationIs affIeCtintz' your device can be
Icound in the Code of Federal Regulations-, Title 21 I Parts 800 to 898. [in addition. FDA may
Pt bl ish further announcements conIcernIing yoirr device in the Federal [Register.

PlIease be advised that FDA' s issu-ance o1*a suibstantial CcIliivalence determination does not mean
that FDA has made a determination that your device complies Wvith other requ1-iremaents f the Act
or anly Federal statutes and regrtiations administered by othor Federal ace ncies. You m9ust
comply with all the Act's requ-il-rments. incIluding, but not limited to: reCgistration anld listing (2 1
CFR Part 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (2 1 CFR 803); good1 mranulfacturinau practice requI-irements as set
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fhl i the qualrtv systerls (QS) regulation (21 Gilt Part. 820); and iF applicable. the electronic
pro~duct radiation Control provisions (Sections 531-542 of te Act): 21 CFR 11001050.

IF MOOI dire spc i lie advice For your device on our I abe Ii g rca irlatio (21 CUR Parlt 80) If) lease
go to http://n 1fdauov/A bowtF DA/CernersOf MeAC D I/C D1)1(VIC0 HtIces/uc in I I 5809.htrnl For
the CentelrFor Devices and R(adiological Health's (CI)RI-f ) 0ffice of Cornpllance. Also, please
note the regolaion entiled. "'Misbranding by reFer-ence to prermrket noti freatiorn" (21 CUR F'art
807.97)1 For questions regoarding the reportinrg oF ad verse events ri der the NID K regtrltior (21I
CAN Part 803), lease go to

of Surveillanice and lBionetrics/Di vision oF l'ostmarket Surveill Iance.

Your nm obtain other general information onl your re:spon1sibilities Lrnder the Act rom thle
Diviion of SrUrK N'lnuhrettrrers, international and Consumner Assrstance at its toll-Free numIIber
(800) 638-2041 or (301) 796-7100 or at its Internet address
lit I:p//www. tda.aov/lved i cal De ViCcS/Reso rrrCeS For Y"ou/I ad Ust v\/C faio It. 1rtrui.

Sincerely yours.
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Mark N. N'leclkerson /
Director
Diviion oF urgical. Orhopedic.
and Restorative Devices

Office of Device [,valuratiorn
Center- for Devices and
Radiological Health
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Indications for Use

5 1 0(k) Number (if known): K CM

Device Name: Exeter X3 RimFit Acetabular Cup

Indications for Use:

The indications for use of the total hip arthoplasty include:

* Painflul, disabling joint disease of the hip resulting from: degenerative arthritis,
rheumatoid arthritis, post-traumatic arthritis or late stage avascular necrosis.

" Revision of previous unsuccessful femoral head replacement, cup arthroplasty or
other procedure.

* Clinical management problems where arthrodesis or alternative reconstructive
techniques are less likely to achieve satisfactory results.

" Where bone stock is of poor quality or inadequate for other reconstructive techniques,
such as cementless fixation, as indicated by deficiencies of the acetabulumn

Stryker's Exeter X3 RimFit Acetabular Cup is intended for cemented use only.

Prescription Use X AN/ROver-The-Counter Use _ _

(Part 21 CER 801 Subpart D) AN/R(21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)
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