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Sponsor: Zimmer, Inc.
P.O. Box 708
Warsaw, IN 4658 1-0708

Contact Person: Stephen H. McKelvey
Senior Project Manager, Trauma Regulatory Affairs
Telephone: (574) 372-4944
Fax: (574) 371-8760

Date: August 22, 2011

Trade Name: Zimmer® Periarticular Plating System - Screws

Common Name: Temporary Internal Fixation Devices

Classification Names Smooth or threaded metallic bone fixation fastener - 21
and References: CFR 888.3040

Predicate Devices: Zimnmer Periarticular Locking Plate System

Device Description: Temporary internal fixation devices are designed to
stabilize fractures during the normal healing process.

Intended Use: Temporary internal fixation devices are designed to
stabilize fractures during the normal healing process.

Comparison to Predicate Device: The Zimmero Periarticular Plating System - Screws are
similar in intended use, type of materials, and performance
characteristics to the predicate devices (Zimmer
Periarticular Locking Plate System - K042598, cleared
10/29/2004). The proposed screws are provided sterile vs.
non-sterile.

Performance Data (Nonclinical Non-Clinical Performance and Conclusions:
and/or Clinical):

Sterilization Validation - To demonstrate that at a
minimum gamma dose of 2OkGy the devices can be
terminally sterilized to a SAL greater than or equal to
1061.



*Shelf Life - Accelerated aging showed that the product
has a shelf life of 10 years.

*Sterile Packaging - To withstand normal distribution
and storage conditions and maintain the sterile barrier
properties throughout the specified product shelf life.

*Biocompatibility - Biocompatibility testing on the
screw material was conducted per ISO 10993-1 and
Good Laboratory Practices (21 CFR § 58). All testing
passed.

Providing these screws pre-sterilized did not change the
intended use or the fundamental scientific technology of
any of the devices. Each sterile device uses the same
operating principle and incorporates the same basic
labeling.

The results of either engineering evaluations and/or non-
clinical (lab) performance testing demonstrate that the
devices are safe and effective and substantially equivalent
to the predicate devices.

Engineering evaluations included any differences between
screw diameters, partial thread vs. full threads, starting
load, bending or fatigue failure, material strength and the
elimination of locking threads on the drive heads. Screw
testing/analysis performed included: cross-sectional
analysis, fatigue failure, insertion torque and torque to
failure.

In summary, the sterile devices described in this
submission are substantially equivalent to their predicates.

Clinical Performance and Conclusions:

Clinical data and conclusions were not needed for this
device.
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Dear Mrh. MeIKelvey:

We have reviexved your Section 510(k) prnarket notification of intenit to market the device
ro forenced above and have (leternmined the device IS substantial ly eqlUi xalenlt (for the inldicationls
for Use statedC inl the one Ilosur) to legal Iv marketed prod icate devices marketed inl interstate
comnmeico prior to May 28, 1976, the enactment (late of the Mvedical Device Amendments, or to
devices thlat have been reclassi f-led inl accordance with the provisions of the Federal Food, Drug.0
and Cosmetic Act (Act) that do not req u ire approval of a premarket approval application (P MA).
YOU nay. thorefome. market the device, subject to the general controls provisions of the Act. The
gleneral controls provisions of the Act inll~ude requirements for annual registration, Ii sting of'
devices. g"ood m1ann facturi-1. ng ractice. labeling, mid prohibitions against misbranding and
adulteration. P lease note: CD RI-I does no0t evaluate in fortnation related to contract liability
warran ties. We remind you, however, that device labeling moust be truthful and not misleading.

If' 'OL[r device is classified (see above) into either class 11 (Special Controls) or class III (l'M1VA), it
may be subject to additional controls. Existing major reCgulationls affectinig your device canl be
fo tind inl the Code of' Fedleral R egulations. Title 2 1, Parts 800 to 898. In addition, FDA may
pit liish further annlouncemenCtS conIceinn1 ( )o our device inl 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 wih other requiremen~lts of the Act
or any\ Fedoral Istatutes and reCgitiationls admin istored by other Federal agencies. YOU mu1Lst
com ply with all the Act's requi renlenlts. including, bitt not( limited to: togaistration and listing (2 1
C FR Part 807); labeling (2 I C FR Part 80 1) medlical device reporting (reporting of medical
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device-Ic lated ad verse events) (2 I C Uk 803); good Manufacturing Practice reci Li renents as set
Fort in the qual ity systemus (QS8) regulation (2 1 CUR Part 820); and if applicable the electronic
product radiation control provisions (Sect ions 3310-42 of te Act); 21I CUR I1000-1I050.

If you desire specific advice for your devic on our labeling regulation (21 CIR Purt 801), please
~O to htt://xvw. fda. gov/A boutiFlA!CentersOftWest/CD R~/CI1) RHO ffices/crin II 3809.htm for
the Ceinerfor Devies and Radiological Mea p m( r1s) 0office of Co apIiance. AlIso, p lease
not the regulation entiled. "Misbranding by re ference to p rem arket notli ficat iornV (21 CUR P'art
807.97). For queIstions regarding the reporting of adverse events under thie MIDI regulation (21
CUR 'art 803), lplase go to
ha~t) //wxvw \. fda. go/N'! clical Dcvi ces/Sa ferv/Reporalroblern/de aduhn for the CU)RI-I' 0Offic~e
of S urveilIlance arnd B iometrics/D i xs on offPostinarket SUrrVei Ilance.

You ny obtain other general information on your res ponsi bili ties tinder the Act frorn the
Diviion of Small tMan ii Ft U re rs. InternatioenalI and Conusume r Ass ista nce at its toll -free n tr nber
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address

Sincerely yours, ~

Mark NLk &'? I
Director ~
Division Of Surgical, Orthopedic.
and Restorative Devices

Offce of Device Ev'aluration
Center for Devices arid

Radio logical HeIalth

!Enclosure



Indications for Use

510(k) Number (if known):K jINL 7
Device Name:

Zimmer® Periarticular Plating System - Screws

Indications for Use:

Temporary internal fixation devices are designed to stabilize fractures during the normal

healing process.

Prescription Use X AND/OR Over-The-Counter Use __

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

(Please do not write below this line - Continue on another page if needed)

Concurre/ e of CDRH, Office of Device Evaluation (ODE)

(ivision Sign-oft)
Division Of Surgical, Orthopedic,
and Restorative Devices

51 0(k) Number 411l t


