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Submitter’s Name: Intra-Lock® International
6560 West Rogers Circle
Boca Raton, FL 33487

Phone: (561) 447-8282

Facsimile: (561) 447-8283

Contact Person: Diana Taylor

Date Prepared: July 30, 2013

Name of Device: Intra-Lock® QP Dental Implants
Common Name: \ Dental Implant

Classification Name: Implant, Endosseous, Root-Form
Classification: Class 11

Regulation Number: 872.3640

Product Code: DZE

Predicate Devices: K052997 & K062281 Zimmer® One-Piece Implant

K050970, MILO® [mplant System, _
K103194, Intra-Lock® Implant System with Blossom™

Description The Intra-Lock® OP Dental Implants are threaded dental
implants diameter 3.0mm, 3.75mm, 4.0mm and 4.75mm, with
an integrated straight abutment (implant and abutment arc one
piece).

Intended Use: The 3.0mm Intra-Lock® OP Dental Implants are indicated for
long-term maxillary and mandibular tissue-supported denture
stabilization. They are also indicated for the rehabilitation of
single or maxillary lateral incisors and mandibular latcral and
central incisors. Multiple implants may be restored after a
period of delayed loading or placed in immediate function
when good primary stability is achieved with appropriate
occlusal loading in order to restore normal teeth function.

3.75mm, 4.0mm and 4.75mm Intra-Lock® OP Dental Implants:
Intra-Lock® Implants have been designed to restore partially
or fully edentulous patients. The implants have been designed
to be uscd in either the mandible or the maxilla and to support
removable or fixed prosthescs, from single tooth replacement
to full arch reconstruction. Intra-Lock® Implants are intended
for immediate function on single tooth and/or multiple tooth
applications when good primary stability is achieved, with
appropriate occlusal loading, in order to restore normal tecth
functions.

Performance Testing: The following was reviewed to support performance of the
Intra-Lock® OP Dental Implants for their intended use: risk
analysis, shelf life and sterilization validation, surface analysis
and static / dynamic fatigue.



Substantial Equivalence:

The Intra-Lock® Op Implant and Zimmer® One-Picce
Implants both have machined abutments that include design
features to mate with instrumentation and utilize the same
principals of operation, All the predicates have the same or
similar matcrials, intended use, indications, sterilization and
shelf life as the Intra-Lock® OP Implants. The substantial
equivalence summary table follows:

Proposed OF Implants Zimmer § One-Piece, Intrs-Lack MILO® 3.0mm Inira-Lock® Dentad torplant
3.0men 3.75mm, 4.0mm & 4.7Smm KD52997 - 3.0mm & 3.7mm mplants, KO50970 System with Blossom™,
KO62281 - ¢.7mm Ki03154
Materiak TI6ALAY, CP Tituniam Tiramivm Alfoy TISALAY TIGALAY, €P Tianium
Surface Blasted Zimmer MTX Sirface Blasted Blasied
Thread - 3.0min, wide pitck, no cuttng fMutes cuttlng Bute on the apival end no horfrontal Wide pitch, na ¢utting fieies, | Blossom « atleast vne cutting
Patteris +3.75mm wide piteh w/ cutting flutes micro threads hurizontal micro threads surfaee on each thread and
4. 0em & 4.7 Snen Blossom horvzental micro threads.
All desygns feature herizontal micro throads
Design sizes | 3.0mn3.75mm +.0mme 4.75mm dia; 36mmdia. 10-13mm lenpths 3.0muz, O-Ball implany 3 5ummm, 4.0mm (& 6.0mm) dia;
10mm ~ 15mm lengths ATmmE4Tomdi; 10 - Tomm lengihs 10mm - tSmm lenpths Bmrz ~ 15mm jengths
Aburtsent Straigt abutment mackined on implant Straight abutmint machined oa implast Ahutments crmented Screw retaintd abutiments via
internad conneclian
Principais of | Machined abutemens has mating leatures su Instrusnentation engage the implant Insttomentation s overtse | lnstrumentation pivk bp ihe
Operatien the design spoeifie driver fits dirvetly over externally o pick up deliver and seas tre 0-Dall for pick up, detivery Blessom implant via Bex
the abutinent for pick ug, delivery enplunt. ind finsl seating. configarathan which mates with
(placrment) and final seating. The impression cap sasps over the abuiesest. | MILO impression coping the izterndt connection: of the
The OF trensfer is snapped over the and peched up i e tmpression. srEps wver the O-Tall to be impiant,
abtment to be picked up in the impressisa. The analog replicates i Ziminer One-Piece Pleked vp b the unpression. Adcrew retasns the impression
“The 3P anatog bs inserted into the transfur [nalast in the stone model The MILO anabog is fnserted voping, Analogs are plaved in
privr o ereatiag the working model. into i transfer prier 1o thy transfor and séeured with
creating working model. SCIEW,
intended use § The 3.0inm Intra-Lock® OF Dental Implants Zisnmer One-Picce 3.0mm implants &xe MILO" Deatal bmplants are {ntra-Lacke® [mplants bave
are indivated for long-term maxillary and indicated fur the sappaet 2nd retention ef indivated for lung term been designed to restery
rtamsdibular Ussue-supported denture fixed stngle woth and fixed parual dentire nuxiliary and inandibubar partially or fufly edentolous
stabslizadon. They are also indicated for the Feterationy in the mandibulay entraf ot Ligstae supporied pratigss. The inplaaty Bave
rehshilitation of sitgle or maxllary laesat tuteral incizvor and madlary laweal incisor denture stabilization. They bees dosigned to be wsed in
in¢kiors and mandibular teral and ceatral regions of parvally edentobous faws The are also indicated for the cither the mandible or e
incisors. Multiple implants may be restored Zimmer onc-piece 3.0mm implant mist by rehabsitation of sityle or maxdiis and o support
after a peried of deluyed foading or pliced in 1 splimed f two er more are wied adjacent ta waxillary Tateral fnvisors and | removable or fixed prosteses,
imemsgdiaty enclivn when good pritiary eack orher, The Zicowy OnePrece 39mm mandibular lateral and Irem single tooth replagement
slabifily ix achioved with approgriate implant may be immidiately restored watlca | oentraliceisurs. Multipe to duil grch reconsireetion.
veejusal foading in Gider o restore nirrisl temporary prosthesis Ut is not in functional | implants may be restored [ntra-Lock® Emptants are
tecth foncilon. vodusion, 3fter 3 period of tme or intendced for immediste
. placed in itmmediate function, | functivr on single touth apndfor
3.75m:s 4.0mm and 4.75mm; ZFimmer One-Pivce 3 7mim & 4.7mun icplants tnultiple ootk applications
intra Loek® Lmplans have been designedw | are indivated forthe support and retenton of when good primary statntity is
restore gartially or fully edentulous patients, | flxed single wooth and Sxed partiat dentuee uckieved, with appropsiate
The implasts have been dcsmned}u B wsed restoration in the prersear, cuspid snd aretusat loading, in arder wo
10 tither the mandbie or the maxilla and w ingisor regions of parsially edentulous jaws. restore pormal teeth fanctions.
support remevable or fied proitheses, frors | Zimmer one-picce implants may be loaded
sizgle tooth replacemunt to full arch 1maediately in Use anterior manditulsr arch
recemstruction. Intea-Lock® Implants are i four sre spfinted together with a bar. The
intended for imimediate function o sngle Zismer one piece implant may be
ooty and/o muitiple Lxith applicativns immediately restered with a temparery
when good primary stability is achieved, with | prostheshs that is not in functions) scelusion.
apprapriate octlusal toadicy, in order to
restore hotmal 1eeth functlons.
Sterifzatton | Camma [rradiation Gamma Irradiatiun Garwina frradiation Gamme Frradiation
Shelf Life 5 yrass Syears 8 years 5 yrars
Conclusion: The comparison confirms that the Intra-Lock® OP Implants

are substantially equivalent to the predicate devices. The
minor differences between these designs and principals of
operation raise no new issues of safety or effectiveness.
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Intra-Lock® International, Incorporated
Ms. Diana Taylor

Regulatory Affairs Manager

6560 West Rogers Circle, #24

Boca Raton, FL 33487

Re: K130140
Trade/Device Name: Intra-Lock® OP Dental Implants
Regulation Number: 21 CFR 872.3640
Regulation Name: Endosseous Dental Implant
Regulatory Class: i
Product Code: DZE
Dated: June 28, 2013
Received: July 1, 2013

Dear Ms. Taylor:

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 1II (PMA), it
may be subject 1o 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 Small Manufacturers, International and Consumer Assistance at its toli-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/defauit.ntm. 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/MedicaiDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mary S.Runner -S

Kwame Ulmer, M.S.

Acting Division 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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Indications for Use

510(k) Number (if known)y: X | 2010

Device Name: Intra-Lock® OP Dental Implants
Indications for Use:

For 3.0mm Intra-Lock® OP Dental Implants:

The 3.0mm Intra-Lock® OP Dental Implants are indicated for long-term maxillary and
mandibular tissue-supported denture stabilization. They are also indicated for the rehabilitation of
single or maxillary lateral incisors and mandibular lateral and central incisors. Multiple implants
may be restored after a period of delayed loading or placed in immediate function when good
primary stability is achieved with appropriate occlusal loading in order to restore normal teeth
function.

For 3.75mm, 4.0mm & 4.75mm Intra-Lock® OP Dental Implants:

Intra-Lock® Implants have been designed to restore partially or fully edentulous patients. The
implants have been designed to be used in either the mandible or the maxilla and to support
removable or fixed prostheses, from single tooth replacement to full arch reconstruction. Intra-
Lock® Implants are intended for immediate function on single tooth and/or multiple tooth
applications when good primary stability is achieved, with appropriate occlusal loading, in order
to restore normal teeth functions. '

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 Device Evaluation (ODE)
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{Division Sign.Off)

Division of Anesthasiology, Ganeral Hospital
Infection Control, Dental Devices
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