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This summary of 510(K) - safety and effectiveness information is being submitted in I

accordance with requirements of 2l CFR Part 807.92.

Date: 08/15/2011

1. Submitter

Submitter

Name KJ Meditech Co., Ltd.
Address 959-21 Daechon-dong, Buk-gu,Gwang-ju, 500-470,

South Korea
Phone +82-62-972-5476
Fax +82-62-973-2809
Contact Huykki Moon, CEO

2. U.S Agent/Contact Person

LK Consulting Group
951 Starbuck St. Unit J, Fullerton, CA 92833
Priscilla Juhee Chung
Phone: 714.869.3080 Fax: 714-409-3357
Email: juhee.c~lkconsultinggroup.com

3. Device

Trade Name: KJ Submerged System
Common Name: Dental Implant
Classification Name: Endosseous Dental Implant System
Product Code: DZE
Classification regulation: 21 CFRS72.3640

2. Predicate Device:

Bicon Implant System by Bicon LLC. (KIO 1849, K092035, K073368, K062044,
K050712, K042637, KO010 185, K994037, K972417)

3. Description:

The KJ Submerged System replaces the root of a missing tooth and is made from
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surgical grade titanium alloy(Ti-6A1-4V) to exacting specifications. The KJSubmerged system is comprised of only two components, implant, which is the portionthat goes into the jaw bone, and the abutment, which fits into the implant and providesa solid base for a crown or a denture. KJ Submerged System's locking taper provides atight seal at the implant to abutment interface, minimizing the gap. The sloping
shoulder affords felxibility at time of implant placement.

4. Indication for use:

The KJ Submerged System is indicated for use in partially or fully edentulous
mandibles and maxillae, in support of single or multiple-unit restorations including;cemented retained, screw retained, or overdenture restorations, and terminal orintermediate abutment support for fixed bridgework. This system is dedicated for oneand two stage surgical procedures and not dedicated for immediate loading.

5. Basis for Substantial Equivalence

The KJ Submerged System has same material and indication for use and similar
design and technological characteristics as the predicate devices. The KJ Submerged
System has been subjected to safety, performance, and product validations prior torelease. Safety tests including biocompatibility have been performed to ensure
the devices comply with the applicable International and US regulations.

K101 849

K092035
K073368

K0620445 10O(K) Number N/A K050712

K042637

K010185

K994037

K97241 7De-v ic e Nam e K) Sbeged System BioQmpatSstemn
Manufacturer K) Mdtch Co., Ltd. Bicon LLC.
Product Code DZE DZE

Mandible and Maxilla Mandible and MaxillaIndications for Use Endosseous Dental Implant & Endosseous Dental Implant &
Accessories Accessories
Fin design Fin design

Design Sloping shoulder Sloping shoulder
Locking taper Locking taper

Material Ti 6A1 4V ELI, Gr.23 Ti 6A] 4V ELI, Gr.23
RBM reamentandRBM Treatment and

Surfce reamen HA Coating on the fixture body HA Coating on the fixture bodySuraceTratmnt No surface treatment on No surface treatment on
abutmets abuments
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Attachments Various abutments and Various abutments and
Icornponents cornponents

6. Non-Clinical Testing

Testing was performed in conformance to ISO 14801 Dentistry - Implants - Dynamicfatigue tests for endosseous dental implants to ensure that the strength of the KJSubmerged System is appropriate for the intended use. Results confirmed the
strength of the system.

7. Conclusion

The subject device and the predicate device have the same intended use and have thesame technological characteristics. The subject and predicate implants are all made ofcommercially pure titanium and have the same surface treatments. The subject andpredicate device encompass the similar range of physical dimensions, including
diameter and length of the implants, and diameter and height of the abutments.

Overall, KJ Submerged System has the following similarities to the predicate device:* has the same intended use,
* uses the same operating principle,
* incorporates the same basic design,
* incorporates the same material and the surface treatment.

Based on the similarities and the test result of the fatigue test, we conclude that the KJSubmerged System is as safe and effective for its intended use and performs as well asthe predicate device.
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KJ Meld i tech Company,' Liited
C/O Ms. Priscilla ChUnc.
RegLliate rv Affairs Con sultant1
I K Consulting Group

951StarbUck Street, Unit J
Fullictu. California 92833 <r <

Re: K103810
I'rade/Device Name: KJ Submerged System
Reg-ulation Number: 21 CFR 872.3640
Regulation Name: Enclosseous Dental Implant
Reguitlatory Class: 11
Product Code: DZE
Dated: September 9, 2011
Received: September 13, 2011

Dear M/s. Chung:

We have reviewed your Section 5 10(k) premnarket notification of intent to market the device
referenced above and have determined the device is substantially eqluivalent (for the
indications for uise stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premnarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of 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 irmind You, however,
that device labeling Must be truthful and not misleading.

Jfvour device is classified (see above) into either class 11 (Special Controls) or class Ill
(PN4A), it may be subject to additional controls. Existing major regulations affecting Your
device can be found in the Code of Federal Regulations, Title 21 , Parts 800 to 898. In
adcdition, FDA may publish further anne Uncemrents concern inga your device in the Federal
Register.
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P lease be advised that FDA's issuanrce of a substan ital eq ti xa lence (leerni inat n does not
mean that FDA has mrade a dleterrmation that YOur device compilies with other reqi-rements
of the Act or an' Federal statutes and regulationIs admninistered by' other Federal agencies.
'outrmust comply with all the Act's requiremnents. incituding, but nlot limited to: registration

and listing (21I C FR P art 807); labeling (21 I R Part 801); medical de vice re!portng
(rportinig of medical dcv ice-related adverse events) (2 I CF R 803); good mn Iftc ttr ig
)racti ce requ irrenis as set forth in the dqual ity' systems (QS) regulation (2 1CF R Part 820);

and if applicable, the elctonic produc L cIdad on control pro visions (Sectioens 53 1-542 of
the Act); 21 C FIR M000-1050.

If you fesire spc iFI c advice for yourI device on our labeling regulation1 (2 1 C FR Part 80 1)
please go to huttp:/xwwfda .,o\/AbO~ltl2D/CeifLei-sf-i /CI)RF-l/CDRI -lO1'1ices
/ucn II 58090in for the Center for Devices and Radiological RAW~h' (CDRI-l's Office of
Conmpli ance. Also, please note the regulation enti tledc, "N'l id i ng by Ic fernce vC)
plelirket notification' (21 CI< Part 8O97) For qLuestions regardhig the reporting of
ad verse events tunder the M DR regtulati on (2N C FR Part 803), pl1ease go to

htt://ww~da~ov/']ed calDcx ics/afev/Rpora~rb m/d la It htmnfor the CD RI-I's
0ffice of Suwtlrv Ilnce and Biometrics/Division of Postmnarket Surve'illance.

You may obtain other gzeneral informnation on your responsvibilites tinder the Act from the
Division oF Small Manufacturers. International awl Consumer Assistance at its toll -free
]lumber (800) 638-2041 or (301). 796-7100 or at its Internet address
LbL[p://wwwv%\.I'tlattov/MedicaIEDeviceS/Resouricesf'OlYOLI/(IL]trstry/CdetrIlttm.

Sicncrly your,

Anthony D. Watson. B3.S.. MIS.. M.B.A.
Director
Diviion ofAnesthesiology, General Hospital,

inf1etion Control aind Dental Devices
Office of'Device Evaluation
Center- for Devices and

Radiological 1-Ieal th

Enclosure



Indications for Use

510(k) Number (if known): ko
Device Name: KJ Submerged System

Indications For Use:

The KJ Submerged System is indicated for use in partially or fully edentulous mandibles and
maxillae, in support of single or multiple-unit restorations including; cemented retained,
screw retained, or overdenture restorations, and terminal or intermediate abutment support for
fixed bridgework. This system is dedicated for one and two stage surgical procedures and not
dedicated for immediate loading.

Prescription Use '1Over-The Counter Use
(Per 21 CFR 801 Subpart D) AND (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE It NEE
DED)

(DivisionSini)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: ' & )o


