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This summary of 510(k) safety and effectiveness information is being submitted in accordance with

requirements of 21 CFR Palt 807.92.

Date 510K summary prepared: March 26, 2013

Submitter's Name, address, telephone number, a contact person:

Submitter's Name : Rayence Co., Ltd.

Submitter's Address: IF, 21-- 31F. #402, 14, Sam sung I -ro I -gil

H-waseong-si, Gyeonggi-do. Korea

Submitter's Telephone: +82-3 1-80 15-6459

Contact person: Mr. Kee Dock Kim / Manager

Official Correspondent: Dave Kim (davekimn@rntech-inc.net)

(U.S. Designated agent)

Address: 12946 Kimberley Ln, Houston, TX 77079

Telephone: ±713-467-2607

Fax: +713-464-8880

Name of the device, including the trade or proprietary name if applicable, the common or

usual name and the classification name, if known:

Trade/proprietary name: 1417WCA

Common Name: Digital F'lat Panel X-ray Detector

Classification Name : 21 CFR892. 1680 /Stationary x-ray system

Product Code: MQI3



510(k) Submission - 1417WCA Rev.3

Predicate Device:

Manufacturer Rayence Co., Ltd.

Device 1417PCA

5 10(k) Number K 122919 (Decision Date - JAN. 31. 2013)

Device Description

I4I7WCA is a wired/wireless digital X-ray flat panel detector that can acquire radiographic images

of human anatomy when used with existing radiographic x-ray systems. The wireless LAN((IEEB

802.1 la/g/n) communication signals images captured to the system and improves the user

operability through high-speed processing. This X-ray imaging detector consists of a scintillator

directly coupled to an a-Si TFT sensor. 14I7WCA is designed specifically to be integrated with a

console PC system and X-Ray generator to digitalize x-ray images into RAW Files. The RAW files

can be made to DICOM compatible image files which can be viewed by console SW for a

radiographic image diagnosis and analysis.

Indication for use

141 7WCA Digital Flat Panel X-Ray Detector is indicated for digital imaging

solution designed for general radiographic system for human anatomy. It is

intended to replace film or screen based radiographic systems in all general

purpose diagnostic procedures. Not to be used for mammography.

Summary of the technological characteristics of the device compared to the predicate device:

The 1417WCA SSXI detector described in this 5 10(k) has the same indications for use and similar

technical characteristics as its predicate device, 1417PCA flat panel detector, of Rayence Co., Ltd.

Table I summarizes the technological characteristics of the 1417WCA and I4I7PCA, the predicate

device.
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Table 1: Comparison of I417WCA and 14I7PCA

Proposed Predicate
Characteristic Rayence Co.,Ltd. Rayence Co.,Ltd.

__________141 7WCA 141 7PCA

510(k) number -- K]22919

I4I7WCA Digital Flat Panel X- I4I7PCA Digital Flat Panel X-
Ray Detector is indicated for Ray Detector is indicated for
digital imaging solution designed digital imaging solution designed
for general radiographic system for general radiographic system
for human anatomy. It is intended for huiman anatomy. It is intended

Intended Use to replace film or screen based to replace Film or screen based
radiographic systems in all radiographic systems in all
general purpose diagnostic general purpose diagnostic
procedures. Not to be used for procedures. Not to be used for
mammography. mammography.

Detector Type Amorphous Silicon, TFT Amorphous Silicon, TFl'

Scintillator Cesium Iodide Cesium Iodide

lImagingArea 14 x 17 inches 14 x 17 inches

Total Pixel 3328 x 2816 pixels 3328 x 2816 pixels
Number

Pixel pitch 127 pm 127 pim

Resolution 3.9 lp/mm 3.91p/mm

A/D conversion 14 bit 1 4 bit

Preview Image 2-3 seconds (wired) 2-3 seconds/ 3-5 seconds (wireless)

RAW RAW
Dtoupt *The RAW files are *1The RAW Files are
DataO~tO~t convertible into DICOM 3.0 convertible into DICOM 3.0

by console S/W by console S/W

Dimensions 460 x417 x 15.9mmur 460 x417 x 15.9 mm
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Weight 3.9 kg (inc. batteiy pack) 3.6 kg

Wireless portable system Portable system
Application Available with upright stand, Available with upright stand,

______________table, universal stand table, universal stand

Feature

Table2: Size Comparison of 1417WCA and I417PCA

Item Unit 1417WCA 1417PCA

Pixel Pitch Vin 127 x 127 127 x 127
Total Pixel Number pixels 3328 x 2816 3328 x 2816
Effective Pixel Area mm 415 x 350 415 x 350
Effective Pixel Number(light pixels 3268x 2756 3268x 2756
sensitive)
Fill factor %____ 61.03 61.03
Weight Kg3.9 Kg 3.6 Kg

Summary of Performance Testing:

The wireless/wired 1417WCA flat panel detector is a modified version of 1417PCA (K122919),

FDA cleared predicate device from Rayence. Indications for use, material, form factor, performance,

and safety characteristics between 14I7WCA and 1417PCA are the same. The non-clinical test

report and clinical consideration report were prepared and submitted to FDA separately to

demonstrate the substantial equivalency between two different detectors. The non-clinical test

report contains the MTF, DQE and NPS test results of 1417WCA and 1417PCA by using the

identical test equipment and same analysis method described by IEC 62220-1 The comparisoin of

the MTF for 1417WCA and I417PCA detector demonstated that the MTF of the 1417WCA

detector performed almost same with I4I7PCA. Therefore the overall resolution performance and

shapness of 1417WCA is almost same with I4I7PCA. The DQE represents the ability to

visualize object details of a certain size and contrast. I417WCA demonstrated almost same DQE
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performance with I417PCA at various spatial frequencies and provides almost same Signal-toNoise

Ratio (SNR) transfer from the input to the Output of a detector as a function of frequency. At the

lowest spatial frequency, the DQE test for 141 7WCA and 1417 PCA resulted 74% and 76%,

respectively. The NPS test for I4I7WCA and 1417 PCA exhibited almost identical performance

between the two devices. Therefore, the image quality of 14I7WCA is substantially equivalent to

141 7PCA at the same patient exposure selling.

To further demonstrate the substantial equivalency of two devices, clinical images are obtained

from both devcies and reviewd by a licensed US radiologist to render an expert opinion. Both the

test (I4I7WCA) and control group (I4I7PCA) are evaluated according to similar age group and

anatomical structures were compared in accordance with the test protocol of diagnostic radiography

evaluation procedure.

Based on the non-clinical and clinical consideration test and the outcome of a comparative review

by an expert for both devices, we can claim the substantial equivalency between I4I7WCA and its

predicate device, 1417PCA in terms of image quality.

Safety, EMhC and Performance Data

Electrical, mechanical, environmental safety and performance testing according to standard IEC

60601-1:1988 + A IA 991 + A2:1995 (Medical electrical equipment Part 1: General Requirements

for Safety) was performed, and EMC testing were conducted in accordance with standard

1EC60601-l-2:2007 (CISPR 1 1:2009/Al1: 20 10), EN60601-1-2:2007 +iAI1:20 10 (Medical electrical

equipment - Part 1-2: General Requirements for safety - Collateral Standard : Electromagnetic

Compatibility Requirements and tests). The equipment also complies with the standard FCC Rule

part(s) 47CFR PART 15.107(B) / 47CFR PART 15.109(G) CLASSB.

All test results were satisfactory.

Conclusions:

In accordance with the Federal Food. Drug and Cosmetic Act. 21 CFR Part 807 and based on the

information provided in this premarket notification Rayence Co., Ltd. concludes that I4I7WCA is

safe and effective and substantially equivalent in comparison with I4I7PCA, the predicate device

as described herein.
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DEATMENT OF HEAL-1h1 & 11UMAN SERVICES PUNIC iC,001i ScVTiIC

nod .. and Drug Admintmlswa~n
.. .. . 0903 Nov I iampslore , c

[)C1cIum Otl Center - \V066-C,60)
S.Ikcr Spr... g. Nil) 2093-0002

July 2. 2013

Ravenee Co., Lid.
'/u Mr. Dave Kim
Medical Device Regulatory Affairs
Mteeh Group
12946 Kimberley Lane
H-OUSTON TX 77079

Re: K130935
Trade/Devkce Name: Digital Flat Panel X-ray Detector /141 7WCA
Regulation Number: 21 JFR 892.1680
Regu Iatioii Naime: Stationary x-ray system
Rego later) Class: 11
Product Code: MQI3
Dated: April04. 2013
Received: April 04.2013

Dear Mr. Kim:

\Ve have reviewed your Section 5 10(k) premiarket noti fication of intent to market the device
relFere need above and have declam ined the device is so bstant iall IIeul "ale aI (1'or the inldi eat ions
for use stated in the enclosure) to legal lY marketed pied icate devices marketed in inte..slate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassi fled in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not req uire appr~oval of' a p rem arke t app)ro valI application ( PNI A).
You may, therefore, market the device, subject to the general controls provisions ol'the Act. The
generalI controlIs prov is ions of' die Act inclu de ri-Cii ri -11IIs for annual registration, list i rg of'
de vices,. cood manuafactutring practice, labeling,, and proh ibiit ions against iisbrandcinig and
adutl terat ion. P'lease note: CD RI-I does not evalIu ate in Formation related to eon tract li abiity
wvarranties, We rein d you. howvever, that device labeling must be truth furl and not inislead inc

ifyotir device is classified (see above) into either class 11 (Special Controls) or class IIl (['MA).
it may be Subject to add itioinal controls. lExisting major regulations afeeting your device can be
fotind in thle Code of.Federal ReguLilat ions, Title 21I. Parts 800 to 898. In add it ion, FDA inav
publish further annocuncements concerninag your device in the Federal Regilster.

Please be advised! that FDA's issuance of F aiobst aiita eq ui vale neec determination does not inca ii
that FDlA has made a (I term in a Oil that your dev ice coinplies withI other requ Iiemeints oft he Act
or ain' Federal stat iles and regulat ions adinnistered by other F~ed eral I a enceCs. YVou imu0st
comply with all thie Act's reqtiiremenits. including, but not limited to: registration and listing (21
CFR P)ail 807): labeling (2 1 CI:R Part 801): medical device reporting (reporting oFrmedical
device-related adverse events) (21 CF R 803): coed mnanufacturingL practice reqluirements as set
forth in the qtiallit\v systmUs (QS) reguplation (2 1 CFR Part 820): mid il'applicable, the electronic
product radiation Control provisions (Sections 53 1-542 oF the Act); 2 1 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact 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
liup)://www.fda,.pov/Mcdica]Dcviccs/Resotirccsf'orYou/lidtistrv/dcfault.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hitp://%v%%w,t'da.gov/MedicalDevices/SaItvl/ReportaProblemiidefault.htm 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
http//www.fda.pov/MedicalDevices/ResotircesforYou/industrv/default.litm.

Sincerely yours.

Janine M. Morris
Director, Division of Radiological Health
Office oflIn Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

5 10(k) Number.(if known): K 130935

Device Name: Digital Flat Panel X-ray Detector/ 1417 WCA

Indications for Use:

I4I7WCA Digital Flat Panel X-Ray Detector is indicated fot digital imaging solution designed for
general radiographic system for human anatomy. It is intended to replace film or screen based
radiographic systems in all general purpose diagnostic procedures. Not to be used for mammography.

Prescription Use VAND/OR Over-The-Counter Use ___

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

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

Concurrence of CDRH, Office oflIn Vitro Diagnostics and Radiological Health (QIR)

(Division Sign Of)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health

5 10(k) K 130915
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