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510(k) Submission - HDI 1000 / HDI 1000A

510(k) Summary

This summary of 5 1 0(k) safety and effectiveness information is being submitted in accordance

with requirements of 21 CER Part 807.92.

Date 510K summary prepared: January 3,2014

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

Submitter's Name :Rayence Co., Ltd.

Submitter's Address: 14, Samsung I1-ro 1-gil, Hwaseong-sicyeonggi-do, Korea

Submitter's Telephone: +82-3 1-8015-6459

Contact person: Mr. Kee Dock Kim / Manager / +82-31-8015-6459

Offlcial Correspondent: Dave Kim (davekim ~mtech-inc.net)

(U.S. Designated agent)

Address: 83 10 Buffalo Speedway, Houston, TX 77025

Telephone: ±713-467-2607

Fax: +713-583-8988

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: HDl 1000, 1101 I1000A

Common Name: Medical Image Processing Unit

Classification Name :21 CFRS92. 1680 / Stationary x-ray system

Product Code: MQB

Predicate Device

Manufacturer Rayence Co., Ltd.

Device EzSensor

5 10(k) Number :K090526 (Decision Date - DEC. 2. 2009)
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Device Description:

The HDI lO00 / HIDI IOOOA intra-oral imaging system is a device which acquires digital

intra oral images. Direct digital systems acquire images with a solid-state sensor that is

connected to a computer to produce an image almost instantaneously following exposure.

The primary advantage of direct sensor systems is the speed with which images are

acquired. The sensor is connected by a wire to an analog-to-digital converter box, which is

connected to the computer. Images are produced within seconds of sensor exposure. The

wire length from a direct sensor is about 3 meters and less. This wire plugs into an analog-

to-digital converter box. The converter box connects to the computer with a USH cable.

Indication for use:

HDI 1000 / HDI IOOOA, an Intra-oral Imaging System, is used to collect dental x-rays

photons and convert them into electronic impulses that may be stored, viewed, and

manipulated for diagnostic use by dentists.

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

device:

The indications for use, material, form factor, performance, and safety characteristics of

HDI 1000 / HDI I OOOA described in this 5 10O(k) are the same as that of the predicate device,

EzSensor of Rayence Co., Ltd.

The primary difference is the size of new sensors and availability of optional image

viewing software, Prora view, which is alreay cleared by FDA (K]131594). As

demonstrated by the technical comparison between the subject and predicate device, the

difference in the physical dimension of the sensor does not present any new concerns in

terms of safety and effectiveness.

See (012) for a summary of the the technological characteristics of the HDI 1000 / HDI

I OOOA and EzSensor.

Summary for any testing in the submission

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

lEG 60601-1: 2005 + CORR.I(2006) + CORR(2007) (Medical electrical equipment Part

]:General requirements for basic safety and essential performance) was performed, and

EMC testing were conducted fin accordance with standard IEC 6060 1-1-2:2007.

Non-clinical & Clinical considerations according to FDA Guidance "Guidance for the

Submissions of 5lO(k)'s for Solid State X-ray Imaging Devices" was performed.
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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 HDI 1000 / HOI IOOOA is safe and effective and substantially equivalent to predicate

device as described herein.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Putlic I Icailtt Service

F~ood anal Dnig Administration
10903 Newy I lnnn psiire AVCT1IW
IDocumnent Canol center - W06643609
Silver Spring, Nil) 20993.0002

May 13, 2Q14
Rayence Co, Ltd.
% Mr. Dave Kim
Medical Device Regulatory Affairs
Mtceh Group
83 10 BUI~ale Speedva y
H-OUSTON TX 77025)

Re: Kl40056
Trade/Device Name: Digital Dental linr Oral Sensor (HI-D lOGO, H-DI l000A)
Regulation Number: 2 1 CFR 892. 1680
Regulation Name: Stationary x-ray system
Regulatory Class: 11
Product Code: MQII and MUllI
Dated: April 15, 2014
Received: April 18. 2014

Dear Mr. Kimi:

We have reviewed your Section 5 10(k) premarket 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 (late of the Medical Device Amendments, or to
devices that have been reclassified in accordance wvith 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 thie device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual regi strut ion, listing of'
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
aduli teration. P lease note: C DRI I does not evalIuate in formation relkited to contract liability
wvarranties. We remind you. however, that device labeling must be truthful and not misleading.

If your device is classi fled (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, Title 2 1. Parts 80010o898. In addition, F7DA may
publish Further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance ofa substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other reqluirenments of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
coniply Nvith all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (2 1 CFR P'art 801 ); medical device reporting (reporting ofi'edical
device-related adverse events) (21 CFR 803); good Manufacturing practice requirenients as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1 000-1050.
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If you desire specific advice for your device on our labeling regulation (21I CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (3 01) 796-7 100 or at its I nternet add ressI
litto://www.fda.Rov/Med ical Devices/ReStIurcesforYoti/Iiidtistrv/default.him. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
httio://wvww.fda.gov/MedicalDevices/Safetv/RenortaProblem/dcfauilt.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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.rda±',ov/MedicalDevices/ResotirceslborYou/Industrv/default.litin.

Sincerely yours,

for
Janine M. Morr is
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



5 10(k) Number (if known)
K 140056

Device Name
HDI 1000, HDI IOO0OA digital intra-oral imaging system

Indications for Use (Describe)

HDI 1000 /HDI I OODA, an Intra-oral Imaging System, is used to collect dental x-rays photons and convert them into electronic

impulses that may be stored, viewed, and manipulated for diagnostic use by dentists.

Type of Use (Select one or both, as applicable)

E@1 Presciption Use (Part 21 CFR 801 Subpart D) ElOver-The-Counter Use (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signat ure)
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of Information Is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStIaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
infonrnation unless It displays a currently valid OMB number."
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