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510(k) Summary (in accordance with 21 CFR 807.92)

1. Date of Summary

5/30/2011

2. Company

EIZO GmbH
Siemensallee 84
D-761867 Karlsruhe, Germany

3. Authorized Contact Person

Guenter Michael Volz

4. Device Information

* Trade Name/Model: RadiForce Large Monitor System
* Common Name: RadiForce Large Monitor System
* Classification Name: Display, Cathode-Ray Tube, Medical
* Classification Number: 21 CFR 870.2450, Product Code DXJ

5. Predicate Device

* Cardio-View (K083321)
6. Device Description

The system consists of the following components:

* LS56OW Large Monitor - Model No. 6GF6200-8A$## - mandatory component
+ LMM56800 Large Monitor Manager - Model No. 6GF6020-1A$fl - mandatory component
+ PDC01 00 Analog DVI Converter - Model No. 6GF601 0-OB$4$# - optional accessory
+ PDS0800 DVI Splitter/Scaler - Model No. 6GF6020-OAAOO-#$$# - optional accessory
* TDL3600 Transmission Link - Model No. 6GF601 0-#$$## - optional accessory
* CID1000P Control lnffirface Device - 6GF6550-2H$# - optional accessory
* Cabinet - optional accessory

where "$" signifies a letter from A to Z, and "#f' a number from 0 to 9.

Office/Delivery address: Postal address: Management: commercial registries:
EiZo GmbH Ekzo Gm~bH Peter Ziegler Karisrhe
Siemensaflee 84 76181 Korlsrulhe Registergericht
761 87 Karlsrhe Mannheim HRB 703009
Tel.: +49 (721) 20321 .00 WEEE-Reg-Nr. DE 75807507
Fax: +49 (721) 20321-000 Internet htpti .eoeu
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+ 510(k) Summary (in accordance with 21 CFR 807.92)

The RadiForce Large Monitor System is a large color flat panel monitor for viewing images derived
from several video sources on a single display and to rearrange these images to the situational
requirements of the user. To appreciate all of the advantages of the large widescreen monitor, the
data has to be collected from the various sources and prepared for variable viewing. This is handled
by the mandatory 'Large Monitor Manager" ("LMM"). In some reports or references you will find the
"LMM" being called "MDM" for "Multi Display Manager" (customer specific product name). The
various video sources are being bundled using the Large Monitor Manager and from there being fed
into the Large Display via two DVI lines.
Control of the video sources can also be accomplished using Eizo's Control Interface Device ClD as
optional padt of the system or any other standard browser compatible operator console.

7. Intended Use
The RadiForce Large Monitor System is intended to be used by health care professionals to integrate
the video output from various commercially available instruments commonly used in a medical
procedure laboratory into a single video display.

8. Technological Characteristics
The RadiForce Large Monitor System uses a color LCD panel employing Multi-domain Vertical
Alignment (MVA) technology to allow wide viewing angles. It has a resolution of 3840 x 2160 pixels
and is used in landscape mode.
The various video sources from medical and other devices are being collected using the Large
Monitor Manager and from there being fed into the Large Display via two DVI lines. An optional
external operator console (Control Interface Device ClD) can be used as optional part of the system
to rearrange pictures from the regarding sources or switch between numerous presets according to
specific user's needs.

The RadiForce Large Monitor System may be offered in different housing colors and with different
logos. These are cosmetic differences and of no effect on the function and performance of the
system.

Regarding the comparison of the intended use of the two large monitor systems both address the
benefit of image integration and management.
It enables the clinician to fully customize captured image sources and their arrangement due to the
specific situational needs. Switching between different layouts and thus reprioritizing the images
takes only milliseconds.

The overall design of the display and the Large Monitor Manager processor were validated in
accordance with internationally recognized safety and EMC standards by independent testing
facilities.
EIZO GmbH.performed a range of system and performance tests to ensure that the RadiForce Large
Monitor System performed in accordance with its specifications. None of the tests revealed behaviors
inconsistent with the expected performance of a large color flat panel display system.

As with the predicate device, the RadiForce Large Monitor System was designed to receive and
display images from standard, commercial DVI and analog display controllers.
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+ 510(k) Summary (in accordance with 21 CFR 807.92)

9. Performance Testing
The RadiForce Large Monitor was successfully tested to comply with NEMA's PS 3.14 DICOM
standard (Grayscale Standard Display Function).
Though there is no precise pass/fail criterion present within the DICOM standard, we consider the
compliance to be excellent because of the very close proximity of the measured values towards the
ideal curve represented by the Barten model.

A system test was conducted successfully on the RadiForce Large Monitor System, including
MDM/LMM, Large Monitor, FPGA + Bootsoftware + Firmware, photometers SSM and ASLM.

Moreover, each component of the system has been certified seperately and as a working unit (Large
Monitor System) according to following standards:

- Large Monitor, Transmission Link and CID: ISEC 60601 -1
OlD and Converterbox: SEC 60950-1
MDM/LMM and Splitter: UL 60950-1
Large Monitor System: lEO 60601-1-1
OlD, Converterbox and Large Monitor lEO 60601-1-2
Large Monitor System: FCC Part 15, subpart B
Large Monitor System: IEC 60601-1-2, radiated emissions only

Thus the electrical safety and electromagnetic compatibility of the system and its components could
be verified by third party laboratories.

10. Conclusions

The RadiForce Large Monitor System is substantially equivalent to the predicate device with respect
to technical characteristics, application and intended use. All functions of the Radiforce Large Monitor
System are identical to the predicate device. Any differences between the devices do not affect
safety or effectiveness.

The 510(k) Pre-Market Notification for the RadiForce Large Monitor System contains sufficient
information and data to enable FDA - ODRH to determine substantial equivalence to the predicate
device.
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EIZO ib-!
c/o Mil. lihavesh V. Sheth
Interick 'lestinz Services NA. hic.
2307 1" Auror1a Rd. Unlit [17
'Iwill)bUrt. Of-t 44087(

Re: K( 112645
'i'race/Dev ice Naime: (ad iForce Larg-e Monitor Syvstem
Relaltion INumber: 21 JR 870.2450
Regtulation Name: Medical Cathode- Ray TuLbe Display
Regu1.latorv Class: Class It (two)
PrIodcIIt Cod~es: DXJ
Dated: September 3, 2Q11I
Received: September 12, 2011

Dear. N\dr. Sheth:

We have reCviewed VO or- Section 51 0(k) premarket notificat ion of intent to mnarket the device
ref'erenced above and have determined the device is substan tiall lveuivalent (Jo r the indatons
for' Use stated ini the enlCosure) to legally marketed pied icate devices marketed i3 interstate
commerce pi or to M~ay 28, 1976, the enactment date of the NMedlical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Druig,
and Cosmetic Act (Act) that do not reqtuire approval of a piermarket apl)ovaI application (PMNA).
YOU may, therefore, market the device, subject to the general controls prov'i sions of the Act. Tlhe
general controlIs provisions of the Act i nel ode requireentts f~or annual registration, listing o I
devices, -ood manlufacturing practice, labeling, and prohibitions against mnisbranding and
adlielrationl.

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) maj~l or rego iat ions affecting your device canl be
Found inl the Code of Federal Reuliations. Title 21. Parts 800 to 898. In addition. FDA many
L)l ish [tither announlcemenClts con1cerning( Your device inl thle Federal Re" Iis er
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Plse be aidvised that FDA's issuanMce oF' asubstantial equivalence dleter llmiaion does not nmian
tha t FD A has made a determination that yurII dlevic compII)Iies with other CI rClt Iirts oQ th A cIIIOCIIIC'ct

or MWy Federal statites andI rla,'LtionIs administered by other Federal ag-encies. YOti muLst
Comply with all thie Act's reqluirements, including. but not limited to: registration and listing (2 1
CUFR P art 807); labe Ing (2 1 CUR Part 80 1 ): mcdi Ia d Ievic reporti ng (IeporIt in I o0'1 med calI
de vi ce-tel ated ad verse events) (2 1 CF R 803); good m anti eturing practice req aireients as set
For1th Inl thle qual 1ity systemIs (QS) regulation (2 1 CUR Part 820); and iF applicable, the electronic

p) ro tIict raci l a iom oto provisions (Sct ions 531 -542 C)' F the A et); 2 1 CFR I1000- I1050.

11 you dlesi re speciftic advice For-vL you IeVic on o1 tLirI I abe ine reLII I t I n (2 1 CFR[ Part 80 I), p1 e ase
go to tt:/w .Fa.o/Ab i[D/eatr)FFeesCFRiIC)RII)[ e/ir115809.itmn loi
the Center Lor lDevices and Radiological IHe alth's (CD)RH 's) O11ice of Compliance. Also, pclease
nIote thle reglihon entitled. "IMisbranding- by reference to premairket notification" (2 iCFR Part
807.97). For1 queIstionIs regardn,UH thle rep)orting2 oFMIS adver e vets under thle N4DR regu11Mlato (2 1
CUR Part 803), please go to

h1 1p :/w\.. d. go) v/N/led i calI Devices/Sa Let \/IReporrin Proh I emI/dCI l' tIt. 1 tinl For the CD I\-I's Of1'ice
oF SLieilaCe and Biomectrics/Division of' Postmarket SurLveillanice.

YOti may obtain other general inFormation onl your responsibilities tinderCI the Act fioni the
Division ol'Small N/lanLiFaIctUrInterna][lfitionail and Consumer Assistance at its toll-Free nurmber
(800) 638-2041 or (301) 796-7100 Or at its Internet address

http//ww~fco/Meico~evcesResurcs~oYo ti/IlnduiStr\'/de lbu .1t - html.

SinicerelYyYours.

(-3 512 D. Zucke riman. N/I.D[.
Ibit-ector
Di viion of Cardiovascular Devices
0111ice of Device F valuation1
Center For Devices and
Radiological Heialth

FInclosure



Indications for Use

510(k) Number (if known): KikI ?-4N

Device Name: RadiForce Large Monitor System

Indications For Use: The RadiForce Large Monitor System is intended to
be used by health care professionals to integrate the
video output from various commercially-available
instruments commonly used in a medical procedure
laboratory into a single video display.

Prescription Use YES AND/OR Over-The-Counter Use NO
(Part 21 CFR 801 Subpart D) (21 OFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

vsion Sign-Off)

Division of Cardiovascular Devices
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