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July 15,2019

A.B. Dental Device Ltd.

% John Smith

Partner

Hogan Lovells US LLP

555 13th Street

Washington, District of Columbia 20004

Re: K182455
Trade/Device Name: A.B. DENTAL DEVICES® Dental Implants System
Regulation Number: 21 CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class: Class Il
Product Code: NHA
Dated: June 18, 2019
Received: June 18, 2019

Dear John Smith:

We have reviewed your Section 510(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 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
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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.

If your device is classified (see above) into either class Il (Special Controls) or class 11l (PMA), 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 addition, FDA may publish further announcements
concerning your device in the Federal Register.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: 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) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

for  Srinivas Nandkumar, Ph.D.
Acting Assistant Director
DHT1B: Division of Dental Devices
OHT1.: Office of Ophthalmic, Anesthesia,
Respiratory, ENT and Dental Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure
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A.B Dental Device Ltd.

% John J. Smith, M.D., J.D.

Partner

Hogan Lovells US LLP

555 13th St. NW

Washington, District of Columbia 20004

Re: K181381
Trade/Device Name: A.B. Dental Devices® Dental Implants System
Regulation Number: 21 CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class: Class Il
Product Code: NHA
Dated: October 25, 2018
Received: October 25, 2018

Dear John J. Smith, M.D., J.D.:

We have reviewed your Section 510(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 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
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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.

If your device is classified (see above) into either class Il (Special Controls) or class 11l (PMA), 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 addition, FDA may publish further announcements
concerning your device in the Federal Register.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: 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) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/CombinationProducts/GuidanceRegulatorylnformation/ucm597488.htm); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820)
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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%:w Food and Drug Administration
“vaza 10903 New Hampshire Avenue

Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

September 15, 2017

A. B. Dental Device Ltd.

% John Smith, M.D., J.D.

Partner

Hogan Lovells US LLP

555 13th St. NW

Washington, District of Columbia 20004

Re: K162482
Trade/Device Name: A.B. DENTAL DEVICES® Dental Implants System
Regulation Number: 21 CFR 872.3640
Regulation Name: Endosseous Dental Implant
Regulatory Class: Class Il
Product Code: DZE, NHA
Dated: August 15, 2017
Received: August 15, 2017

Dear Dr. John Smith:

We have reviewed your Section 510(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 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 premarket 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 remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class 111 (PMA),
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 addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: 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 requirements as set 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 Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.hntm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.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.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely,

Andrew [. Steen -S

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure


http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
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A.B. Dental Devices, Limined

Israel

Re: KOSITI®
Trade/Device Name: AB. Dental Devices
Regulation Number, §72.3640
Repulation Name: Endosseous dental implane
Regulatary Class: [I
Product Code: DZE
Dated: Februmry 18, 2006
Recerved: February 23, 2006

Dear Mr. Arazy:

We have reviewed your Section 510(k) premarket notification of infent to market the device
referenced abeve and have determined the device is substantially equivalent {far the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 2%, 1976, the enactment date of the Medical Device
Ammendments, 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 premarket
approval applicahon (PMA), You may, therefore, market the device, subject to the general
::mmis provisions af the Act The general controls provisions of the Acl include

for annoal rmmhm listing of devices, good mamufacturing pm:uw
labeling, and prohibitions against mishranding and adulteration.

If your device is classified (sec above) into either class 1L (Special Controls) or elass 11
(PMA). it may be subject to such additional controls. Sxisting major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to #98. In

addition. FDA may publish further announcements concerning your dx:vir.c in the Federa!
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Pleasc be advised that FDA's issuance of a substantal equivalence determination docs ant
mean that FDA bas made a determination that your device complics with other requircments
of the Act or any Federal statutes and regulations administered by other Federsl agencies.
You must comply with all the Act's requirements, mcluding, but not limited to: registration |
and listing (21 CFR Part 807), labeling (2! CFR Part ¥01), good manufacturing practice
requirements ax set forth in the quality systems (QS) regulation (21 CFR Part B20); and if

applicable, the electronic product radiation control previsions (Sections $31-542 of the Actl;
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section
510(k) premarket ootification. The FDA finding of substantial equivalence of your device
1o a leyally marketed prodicate device results in a classification for your device and thus,
permits your device 1o proceed to the market,

1f you desire spectfic advice for your device an our labeling reguistion: (21 CEFR Part K01},
please contact the Office of Compliance st (24C) 276-0115 Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR Part $07.97) You
may obtain other genesal information on your responsibiiities under the Act from the
Division of Small Manufacturers, Internstiona! and Consumer Assistance 2t is toll-free
number (800) 638-2041 or (30

Sincerely yours,

Chiu Lin, PhD.
Thireetor
Division ot Ancsthesiology, General Hospital
Infeetion Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radivlogical Heslth

Enclosure
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Indications for Use
$10(k) Number: K051719
Device Nume: Dental hinplants
Indications for Use:

AB. Dental Devices' implants arc intended for surgical placement in the maxillary
and/or mandibujar arch to support crowns, bridges, or overdenturcs in cdentulous
or partially edentulous paticunts. ’
‘T wo- piece implants - I1, 12, 12b & I5:

Two-stage implants - 12, 12b & TS implants:

One-stage implants - 11
One picce implants - 16, 17
[tnplants for immediate loading when good primary stahility is achicved and with
appropriate occlusal loading ~ 12, 12b, 15, 16 & I7.

Preseption Use " ,uniok Over-The-Counter  Use
(Part 21 CFR 301 Subpart U} (21 CFR 801 Subput C)

O ——

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

Concurtence of CORH. Offiee of Device Bvalustion (ODE)
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. APR 192012 1:51PM FDA CDRH ‘ N0 4675 P 1/3  pAb
i

g" ﬁ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
E"ﬂm Food and Drug Administration
10903 New Hampshire Avenus
Docement Control Room ~WOSE-(3600
Silver Spring, MD 20993-0002
A.B. Dental Devices, LTD
/0 Charles Hurwitz, Ph,D,
MedicSense LTD APR 18 201
BOR 367
Ramat Hasharon
ISRAEL 47103
Re: Kil2440

Trade/Device Name: AB Dental Devices Implants and Accessories
Regulation Number: 21 CFR 872.3640

Regulation Name: Endosseous Dental Implant

Regulatory Clags: 11

Product Code: DZE, NHA

Dated: April 10, 2012

Receivex: April 13, 2012

Dear Dr. Hurwite:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenved above and have determined the device is snbsiantially equivalent (for the
indications for nse 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 premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisiony of the Act. The general controls provisions of the Act include
tequirements for anmial registration, Hsting of devices, good mauufactoring 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 truthfid and not misteading,

If your device is classified (see above) into either class IT (Special Controls) or class ITT
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device ¢an be found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In
addition, FDA may publish further anhouncements concermng your device in the Federal

Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
meen that FDA has made a determination that vour device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CER 803); good manufachiring
practice requirements as set 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 Pari 801),
please go to Litp: fda. gov/AboutFDA/Centers CDRH/CDRHOfices
fucm]15809.btm for the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by refarence 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

h;m;{/www.fda.gmv/Mcdicgl!zgg'cegigg,tetv/ReportaPmblemfde&un.htm for the CDRH's

Office of Surveillance and Biometrics/Division of Pogtmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Srmall Manufacturers, International and Congumer Assistance at its toll-free
number (RO0) 638-2041 or (301) 796-7100 or at its Internet address
hitp:/fwww.fde.pov/MedicalDeviges/ ResourcesforYouwIndustry/default. him.

Sincerely yours,

&

_é, Anthony 1), Watson, B.S., M.S., M.B.A,
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Davice Evaluation
Center for Devices and
- Radiologica] Health

Enclosure
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5310 (k) Number K112440

Indications for Use

Device Name: AB Dental Dental Davices Imptants and Accessorles

) Indieations For Use !
The AB Dental Devites implants are intended for surgical placement In the maxillary and/or

) mandibular arch {o support crowns, bridges, or ovardentures it edentulous or partially
edentulous patients.
I7 Integral implant, 15 Conical implant, P15 Temporary abutment, P12-T,L Temporary flat
connection abutment, and P16 Straight adaptor are appropriate for immediata loading when
good primary stability is achieved and with appropriate occlusal loading.

Prescription Use __ X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) ( 21CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concutrence of CDRH, Offlee of Davice Evaluation (ODE(

Page 1 of 1
)
\1
{Division Sign-0ff) |
Division ofAnesmasinlugy General
A Huspital
) Infection Contro), Dental Deviges o

1060 Number: ___ K\,

e S

e
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Silver Spring, MD 20993-0002

January 21, 2014

A.B. Dental Devices, Limited
c/o Ms. Daniela Levy
Regulatory Consultant
Sterling Medical Registration
22817 Ventura Blvd. #161
Woodland Hills, CA 91364

Re: K132125
Trade/Device Name: A.B. DENTAL DEVICES® Dental Implants System
Regulation Number: 21 CFR 872.3640
Regulation Name: Endosseous Dental IMPLANT
Regulatory Class: 11
Product Code: DZE, NHA
Dated: December 11, 2013
Received: December 20, 2013

Dear Ms. Levy:

We have reviewed your Section 510(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 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 premarket 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 remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 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 addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: 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 requirements as set
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, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/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 ,
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.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.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Erin I. Keith, M.S.

Acting Director

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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