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Date Prepared:

Device Name:

Common Name;

Classification Name;
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Device Description:

Intended Usc:

Substantial Equivalence:

JVC KENWOOD Corporation
3-12, Moriya-cho, Kanagawa-ku, Yokohama-shi,
Kanagawa, 221-0022 Japan

Tsukasa Tashiro, General Manager
Email: 1ashiro.tsukasa@djvekenweod.com
Tel: +81.258.24.6611

Fax: +81.258.24.6617

July 17,2013

21.3 inch Manochrome Digital Mammography LCD Monitor MS53i2
(ML21035, MD211G3)

MS35i2, ML21055, MD211GS

Class [l
(Part 892 Radiology Devices
Sec. 892.2050 Picture Archiving and Communication System)

21.3 inch (54 cm) Monochrome Digital Mammography LCD Moniter
MS53i2 (ML21053) (K111496).

MS55i2 (ML21055, MD211G3) is a 21.3-inch monochrome LCD
monitor whose display resolution is 2048 x 2360 {fandscape), 2560 x
2048 ({portrait) supporting DVI (digital visual interface) and
DisplayPort.

21.3 inch Monochrome Digital Mammography 5M pixel LCD Monitor
with sub-pixel driving techniques enabling 13M subpixels 10 be driven
independently, MS35i2 (ML21055, MD211G5) is intended to be used in
displaying and viewing medical images for diagnosis by trained medical
practitioners. 1t is o be used in digital mammography PACS and
modalities including FFDM.

MS3535i2 (ML21055, MD211G3) shares the same characteristics with our
predicate device MS853i2 (ML21053) (K111496} except for the main
board, LCD panet and power supply.
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Display System Description

. Active-Matrix Liquid-Crystal Displays (AMLCD) panel manufacturer, technologyScreen size and
pixel pllch
Surven size: 422.4mnu11) x 337.92mm( VY ol landseupe display. 337.92mmgi 1) © 422 Ammi'V) ag
portrait dispiay. Pixel pitch: 0.055num(H) (sub-pixct piich) x 0.165mm( V) a1 landscape displa.
C165mmiH) x 00033mm( ¥V Hsub-plul pitch) at portrait display :
* Communicating ports:
Serial communicution: USB (upstream <1, dovwostream x2)
Graphics card and software
« Digital-to-Analog converters: speed and precision:
Only Digital operation, Digital 10 Analog convenurs are not proviced.
« Software included: calibration, QC/QA (procedures with required frequencles and action
limits):
Totoku's calibration sofiware called “Mediviser™ optimizes the display’s performinge using
PHCONM GEDEF gammia and luminance, Calibration is recommended quarterly .
+ On-screen GUI: t m-sereen Gl 1 is ot provided.
* Panel user controls; power switch

Technical Specification

. Measuring Equipment

Refer w List

. Declared and actual {measured with test pattern in the screen) array size:

Declared array size spec): 122 4mmell) x 337.92mm( V)
Actual urray size (measured) 422.35mmgl ) x 337.95mm( V)

3. Luminahce response

4,

« max and min achievable luminance:
|SPRC Luminance Max (Lmax)=1200cd‘m2. Luminance Min (me)- 0.5cdm2
* max and min recommended (operational} luminance;
ISPIC] Luminangy May recommend: Lmaxqr)-300cdim2. |.mindr - 0.8cdfim2
» intrinsic bit-depth of the panel: [SPLEC]| 8bir per vach subpixel
« true output bit-depth by performing visual test with gradient test pattern:
[SPEC] 1.3 gray seale £ 1276 steps) achieved by THhit LT (Look-up Table) in the Display
hardware.
* intrinsic luminance response at 256 digital values:
|SPLUE AINEY por dP<3.000, dINDs/JP max error<2.000,
INDs/ RME error<] 000
Above speg is based on AAPM-TGIR Advanced Luminance Response. 4.3.3
Reler 1o setual luminance response dufa
« conformance to a grayscale function (i.e., DICOM GSDF) at 256 digital values and angular
dependence of such conformance:
[SPEC] Ka within += 10% deviation to THCOM GSDF based on AAPM-TGIR
Luminance Response 4 3.4
Refer to aciual luminance response Juta including angular Jependence (igitd Driving Level vs
Detta L, 1) -
. angular dependency o_f luminance:
ISPERCTT R 173, Ké~308%
Luminance uniformity
ESPECT Less than 30% based on AAPM- I(JIS 4.4, Rclu‘ w0 aciual | uminance
uniformity data




5. Geometrical distortion
ISPLEC Less thun 2.0% based on AAPM-TG S, Refer to actual Geometrival Distertion data

6. Display reflectance
« Bi-directional reflection distribution function, or
« specular and diffuse coefficients (1S013406-2 by TUV)
SPLEC) Reter to Max .1llu\\dhk ambicnt luminance in Tables 4 and 5 on AAPM-TG18
434
Refer o actual Rcﬂcc_lancc Data

7. Noise
« Pixel fill factor (fefxos iS013406-2)
|SPEC] 30% Min. Reter 10 Data of Pixet fill actor.
» RMS (image variance) and noise power spectrum {weiner spectrum)
FSEY CLOUE Max el SHy 300y Jiner, Refer e acival daw

8. Veiling glare .
’ [sPECT Glare Ratio (GRY 4O00GR <1 b-1 n¥V(E -1 mrhased on A AVPM-1GER 474
Reler w actual veiling glare ratio duta

9. Chromaticity
FSPEC] Bl (', v') 2 0,04 measured at 802 Lmax based on AAPM-TGLR 3.8.4
Refer o Chromuticity dctual daia

10. Artifacts
« pixel dropouts including spatial distribution (ISOI3406-2 by TUV):
ISPEC] Class (pixel) IT. Refer to tble 3 on 3.4.13 15013406-2
» phase/clock issues flicker
= miscellaneous including ringing, ghosting, image sticking
[SPLECT By visible check. no ringing. ghosting image stiching

11. Spatial resolution, spatial MTF
DA LA Reter 1o wewial M1 daa

12. Temporal response
* Temporal MTF, or
« rise and fall time constants for 5-95% and 40-60% transitions by ("M,
|SP1C] Rise Time Te Lall Fime L0 Tr, 1 E33mS. Refer e actual dos

13. Stability (possibly determined via temperature or time stress tests) by TUV
« of luminance response, of temporal response, of described artifacts
JSPEC] KA within +4- 1% deviation o DHCOM GSDE, based on AAPM-T(18
! uminance Response 4.3 via temperature stress O degl. 25depC. d0deg(:
Refr o actund mcasured duta

[fefxos = for example. following ... or similar]
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July 18,2013
JVC KENWOOD Corporation
% Mr. T'sukasa Tashiro
General Manager
3-12, Moriya-cho, Kanagawa-ku, Yokohama-shi
Kanagawa 221-0022
JAPAN

Re: KI131137
Trade/Device Name: 21.3 inch Monochrome Digital Mammography LCD Monitor MS335i2
(ML21055. MD211G5)
Regulation Number: 21 CFFR 892.2050
Regulation Name: Picture archiving and communications system
Repulatory Class: 11
Praduct Code: LLZ
Dated: April 19,2013
Received: April 23,2013

Dear Mr. Tashiro:

We have reviewed your Section 510(k) premarket notification of intent 1o market the device
referenced above and have determined the device is substantially equivalent (for the indications
{or use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior 1o May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassitied in accordance with the provisions of the Federat Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions ol 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: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

I your device is classificd (sce above) into either class 11 (Special Controlsy or class 1 {PMA),
it may be subject to additional controls. Existing major regulations allecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish lurther announcements concerning your device in the Federal Register.

Please be advised that FDAs issuance ol a substantial equivalence determination does not mean
that FDA has made a determination that your device complics with other requirements of the Act
or any IFederai statutes and regulations adminisicred by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited Lo: 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 requtirements as sel
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, Intérnational and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address _
http://www.fda.zov/Medical Devices/ResourceslorY ou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hup://www.lda.gov/MedicalDevices/Safety/ReportaProblem/default.hum for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.lda.gov/MedicalDevices/ResourcesforYou/Industry/de fault.htm.

Sincerely yours,

W%)

Janine M. Morris
Director, Division of Radiclogical Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k} Number (if known): K131137

Device Name: 21.3 inch Monochrome Digital Mammography LCD Monitor MS55i2
(ML21055, MD211G5)

Indications for Use:
21.3 inch Monochrome Digital Mammography SM pixel LCD Monitor with sub-pixel driving
techniques enabling 15M subpixels 1o be driven independently. MS55i2 (ML21055, MD211G5)

is intended to be used in displaying and viewing medical images for diagnosis by trained medical
practitioners. It is to be used in digital mammography PACS and modalities including FFDM.

Prescription Use __ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
finih)

(Division Sign-Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k} K131137
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