
K~~~~ \7 SJA 14 2Q11l

510(k) Summiary of Safety and] Effectiveness:

Hoffnin II Externail. FixationiLine Extenision~

Proprietary Name: Hoffnriann I1 External Fixation System Line Extension

Comminon Name: External Fixation.System

Classification Name and Reference: Single Multiple component metallic bonec fixation app]liance and
accessories, 21 EFR §888.3030 and
Smnooth or Threaded Metallic Fixat-ion Fastener
21 CFR §888.3040

Regulatory Class: Classi11

Product Codes: X7LXTI: Appl iance, Fi xation, Na il/BlIade/PlIate Combination, Mutlt iple
Components Metal Composite
87JEC: Component, Traction, Invasive

For Information contact: ZamirBar-David
Regulatory Affairs consultant
Howmiedica OMeonics Corp.
325 Corporate Drive
Mahiwah, NJ 07430
(291) 83 1-6455 (Phone)
(201) 831-3365 (Fax)
zaniir.b ardhitki Oastrykcrnconi

5 10(k) Alternate Contact Person: Avital MerI-Marguijes
Regulatory Affairs Specialhist
L-owniedica Ostednics Corp.
325. Corporate Drive
Mahwah, NJ 07430.
(201.) 831-6365 (Phone)
(201) 831 -3365(Fat<)
avitalmerh miirUl ies aJstr\'ker.cdm (e-nail)

Date Prepared: Septeplbef 29, ?010
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Description:
The Hdffmnann II External.Fixation System originally cleared under K952730, K97 1755, K(003211 and
K03 194.1 includes clamips, couplings and rods used] in conjunction with half pins or transfixing pins of the
I-offinann External Fixation System cleared under](86 1766 and is intended to be used for the stabilization
of fractures of the tibia, feijiur, htiihrti,,radi uIS o"peIViS.

Intended Use:
Hoffmann 11 External Fixation System consists of a system of clamps, couplings and used to provide
stabilization of open arid/or unstable fractures of the tibia, femnur, humerus, radius or pelis'~, and where soft
tissue injury may prelude the use of other fracture treatments such as IM rods, casts, or other means of
internal fixation.

Indications:
The Hoffnan 1I Exteiiial.Fixation System is intended to be used in the stabilization of open and/or unstable
fractures and where the soft issue injury may prccliude the use Of Other fracture treatments such as IM4
rodding, casting and other mecans of internal fixation.

The indications for use of metallic dxtefiial fixation devices include:

*Bone fracturte fixation
* steotoniy
*Arthrodesis.
oCorrection of deformity
oRevision procedures w~here other treatments or devices have been unsuccessful
*Bone reconstruction procedures

Proposed Modification:
This special 510(k) submission is inten~ded to rovide an alternate stainlcss steel material (Biodur 108) to
manufacture H1offinanin If coupling components. Currently the Subject l-loffmnann 11 components are
manufactured from stainless Steel, Custom 455.

SummaIIRIy of IData:
Analysis and testing~of the alternate material used on the.H-offmann 11 External Fixation demonstrated
equivalent stability and performiance compared to its predicate device. This was done by analyzing different
eombinatibns of the Subject HoffintannI1,Extemnal Fixation Line extension components nmade of Custom 455
with components-of Hoffmann IIMRI System made fromithe proposed Biodur material.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Ser vice

lood wnd Drug, Administratioin
10903 Ne, Haim pliire Avenue
Document Contr ol Room -W066-G609
Silver Spring, MD 20993-0002

Howmcedica Osteonics Corp
% /o r. Zarnir Bar-David
325 Corporate Drive
Mahwah, New Jersey 074304 K

Re: K102885
Trade/De vice Name: H-o ffmann It External Fixation System Line Extension
Regulation Number: 21 CFR 888.3040
Regulation Name: Single multiple component mnetallic bonec fixation appilance and

accessories
Regulatory Class: Class 11
Product Code: JEC, LXT
Dated: December 20, 20 10
Received: December 21,2010

Dear Mr. lBar-David:

We have reviewed your Section 5 10(k) premnarket 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 premrarket approval application (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
adulteration. Please note: CDR-L does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Tritle 2 1, 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 requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth inl the qluality systems (QS) reg'ulationl (2 1 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1O00-1050.

[f von desire specific advice for Your device On our labeling regulation (21 CFR Part 801), please
lotohlttp: //\vw.t fda.uov/AboultFDA/Ceniter-sO 'Ffces/CDRA]-l/CDI-lffCcs/uIcmI l15809. htm for-

the Center for Devices and Radiological HeIath's (CDR1-ls) Office of Compliance. Also, please
note the regOulation endtied, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding- the reporting of adverse events tinder the MDR regulation (21
CF"R Part 803)), please go to
lhtti)://\vww.fdca.,,ov/tMedica Dev;ices/Safetv/lRepor-taProbleim/defaui~lt.itmi for the CDRH's Office
of Surveillance and Biomectrics/Division of lPostmarket Surveillance.

You may obtain other general information On your responsibilities under the Act from the
Division of Smiall Mainufatlurers, international and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwvw.I'da.2 ov/Meciical Devices/ReSOurclbC~'rYoi/Induistry/de'aulit.h1tml.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,

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

Enclosure



Hqffztlanin 11 EVierniql hadan LMe Evftnslon Special 5 10(k)

Indications~ for<Usb

510(k) Nbniber. (if known):KI 102885

Device Name: Hoffmann 11 External Fixation Systei LineExtcnsion

Iiklicatidnis-for Use:

The Hofinhan IJ External Fixation Systemn is intended to be uscd in the stabilization of
open and/or unstable. fractures and where the s6ft'tissue injury may preclude the use of

otherf fractue'treatnients such as IM rodding, casting and other mecans of internal fixation.

The indicat ions fioruse of mietallic external fixation devices include:

" Bone fracture fixation
"Osteotonmy

* .Arthroclcsis
* Correction of dcfomdl-ty
o Revision procedures wlhere other treatmnents or devices have been unsuccessful
* Bone reconstruction procedures

Prescription Use .X AN/R Over'Phe-Counter Use ____

(Pail 21 CFR 801 Subpart D) AN/R (21 CFR 807 Sub .part C)

(PLEASE DO NOT WRITE BELOWT'ii-s LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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