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Company Name: Internal Fixation Systems, Inc.
10 100 N.W. l16"' Way, Suite 18
Miami, Florida 33178

Contact Name: Christopher Endara
10 100 N.W. 116" Way, Suite 18
Miami, Florida 33178
(305) 884-5993

Date Prepared: August 12,. 2011

Trade Name: IFS Bone Plates, Screws, and Washers

Common Name: Plate, Fixation, Bone
Screw, Fixation, Bone
Was her

Classification: 21 CFR 888.3030: Single/multiple component metallic bone fixation
appliances and accessories (I-RS and NDG)
2! CER 888.3040: Smooth or threaded metallic bone fixation fastener
(HWC)

Predicate Devices: * Arthrex Low Profile Plate and Screw System (K0526 14)
* Synthes Calcaneal Plate (K020401)
* GPC Medical Bone Plates and Screws (K092493)
* Synthes USA Modular Mini Fragment LCP System (K063049)
* Synthes USA 1.5 Mini Fragment LCP System (K090047)
* Synthes USA 2.4/2.7 Locking Foot Module (K07l264)
*Depuy Orthopaedlics Small Fragment Locking Plating System

(K072083)
* Depuy Orthopaedics Small Bone Locking Plate System

(K(08 1546)
* Zimmer Inc. Universal Locking System 3.5mmn Plates and Screws

(K082 527)
* Synthes Spherical Washers (K052483)

Device Description: IFS bone plates consists of various shapes as well as screws are intended to
treat fractures and osteotomies of various bones, including the clavicle,
pelvis, scapula, humerus, radius, ulna, femur, tibia, and fibula. The washers
are to function with screws to prevent the screw head from breaking
through the cortex of the bone by providing additional surface area during
screw placement. The plates, screws, and washers are a one-piece device
made of Titanium 6A1-4V ELI or stainless steel.
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Intended Use: IFS bone plates and screws, provided non-sterile, are intended to treat
fractures and osteotomnies of various bones including the clavicle, pelvis,
scapula, humerus, radius, ulna, femur, tibia, calcaneus, and fibula.

The IFS washers, provided non-sterile, are intended to prevent a screw head
from breaking through the cortex of the bone by distributing the forces/load
over an area when used for fracture fixation of small bones and bone
fragments.

Substantial Equivalence: IFS bone plates, screws, and washers have the same intended use, same
technological characteristics, and materials as the predicate devices. Based
on the information submitted, it is determined that the bone plate and screw
system is substantially equivalent to the currently marketed predicate
devices.

Technological Characteristics The IFS bone plates, screws, and washers are substantially equivalent to the
Comparison: predicate devices with respect to the design, function, and material. The

plates have the same number of holes, similar thickness, lengths, widths,
and material composition. The screws have the same diameters, lengths,
and material composition. The washers have the same outer diameter, inner
diameter, thickness, and material composition.

Sterilization Information: The IFS Bone Plates, Screws, and Washers will be distributed non-sterile.
The devices are sterilized by the end user per the AAMI Guidelines "Good
Hospital Practice: Steam Sterilization and Sterility Assurance" and
ANSI/AAMI/lSO 11737 guidelines to achieve the Sterility Assurance Level
(SAL) of 1 06.

Conclusion: There are no significant differences between the IFS bone plates, screws,
and washers and the other implants as listed in the Substantially Equivalent
Devices. The IFS plates, screws, and washers and the predicate devices
have similar design attributes, material, and intended use thus is considered
substantially equivalent.
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DEPARTMENT OF HEALTH & HUMAN SERVICES P'ublic Hcwrrth crvicc

I)ocumieiut Contioi R~oom -W()Cm-(6
Silver Spr ing,, NID 20993-00102

Internal Fixation Systerms. [ic.

,/0 fvI r. Christophier Endlara
10 100 N.W. 11611 Way. Suite 18 -, [

i jar rd Florida 33 178

Re: 1(110086
[ruade/Dc vice aie: IF"S IProfIile P lates, Screws, - nd Washers
Regul-1ation Number: 21 CFR 888.300
ReCgUlion0 INe111: Sing0le/rn ul1tiple component metallic bone fixation app)liances and

accessor ies
Reg~ulatory Class: Glass 11
ProdcIIt Code: I-IRS, I-IWO., MDC
Dated: A uguIst 1 9. 2011
Received: AuguLst 30, 2011

Dear iVtr. Enidara:

We have revi eec V0our Section 5 1 0(k) premarket nodificati on of intent to market the device
referenced above and have determined the device is substantiall Iv eqivalent (for1 the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
corn erce prior to VI ay 28 1976, the enactment dlate ofth We Ned ical Device Amendments, or to
devices that have been reclassi ccl in accordance with the provisions of thie Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a pirmarket approval application (PMvA).
YOU mlay, there fore, marker the device, subject to the general controls provisions oftWe Act. T1he
general controls provisions of'the Act inclIude req ni renlts for annu.1al registration, Ilisting of'
devices, good marnufacturi ng p~ractice. labeling, and prohibitions against misbranding and
adulteration. P~lease note: CD RI-I does not evaluate inform-Iation re lated to contract l iabi lity'
warranties. We remind you, however, that deviee labeling must be tru-thful and not misleadinru.

If your device is elassi fled (see above) into either class 11 (Special Controls) or class III (PN'IA), it
may be subject to additional controls. E* xisting Major r-egulations affecting your1 device can be
fotind in the Codle of Federal Regulations, Title 2 1. Parts 800 to 898. In addition. FDA may
pnibli sh further annou11Cncets C01cncenng your1 device in the Federal Register.

Please be advised that FDA' s issuance of a substantial equIlivalence determination (does not mecan
that FIDA has madec a determination that Your device complies with other req i-irements of the Act
or any Federal stattutes and regtrlations administered by other Federal agencies. YOU munst
compl)Iy with all the Act's requirements, inc mtdi ng, but not li mi ted to: reg-istration and listing (2 I
CF R Part 807); lubeling (2 1 C FR Part 801I); medical device reporting (reporting ofined ica I
dlevice-related adverse events) (2 1 CER 803): goood mantifacruing1IL practice requi~rments as set
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for'th in) thle qlua!i systemIs (QS) regLilation (2 1 CFR Pait 820); and if aipplicable, tile electronic
pr'odcIIt radiation control provisions (Sections 531-542 of the Act); 21 CUR 1000-1050.

1 You Cie sir CSpec ific ad vice or you dOUCe vice Ofl Our ' abelI i [Ig) reCgulat ion (2 1CUI-R P art 80 1)7 p Iease
f-0 to hitti)://www,% .1'fda.u-o\/AbouilDA/Ceinte-s0 ffices/CD)II-l/CDI1-tO1'(iceS/uIcmI I 5,809h1tml ifor
thle Center for Dev ices Land Radiolog-ical Health'Ys (CD R-I's) Office of Compliance. Al so, p lease
noteC thle rl'CZ'ationl entitled., 'N'l isbrandml by 1 refecrence to prem ark et not ificati oni" (2 I1 F'R Part
807.97). For questions regarding the reporting of adverse events LinderI the NO R regulation (2 I
CUR Part 80), Plcase g'o to

of'Surveililnce anld Biometrics/Division of Postmarket SurveHilace.

YOU may obtain other general inflomationl Oil your responsibilities Under the Act from the
Division of'Smlall N'! ann facturJer's. international and COosumer Assistance at its toll- free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
Ihttirl/wv. ftla.uov/Mded ical IDe\ices/ReCSOL[rCesfor1You/liidust iv/defaul11t.h1til.

Sin=CIV ebour1s.

Mvark N. tMelkerson
Director
Division of Sur-ical, Orthopedic

and Restorative Devices
Officee of' Device Evaluiation
Center for Devices and

Radiologoical Health

En1Closure-



Indications for Use

51 0(k) Number (if known): K1 10086

Device Name: IFS Bone Plates, Screws, and Washers

Indications for Use: IFS bone plates and screws, provided non-sterile, are intended
to treat fractures and osteotomies of various bones including the clavicle, pelvis,
scapula, humerus, radius, ulna, femur, tibia, calcaneus, and fibula.

The IFS washers, provided non-sterile, are intended to prevent a screw head from
breaking through the cortex of the bone by distributing the forces/load over an area
when used for fracture fixation of small bones and bone fragments.

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

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

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(v ivion -O rtoedc Pagel1 of_
Divisi of urgicl rh~dc
and Restorative Devices
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