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510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted in accordance with the
requirements of SMDA 1990 and 21 CER 807.92. PN

Manufacturer Name: ACE Surgical Supply Co., Inc.
Manufacturer Address: 1034 Pearl St., Brockton, MA 02301
Telephone Number: (508) 588-3100
Fax Number: (505) 523-3140
Date Prepared: October 1, 2010

Official Contact: Leigh Hayward, Director of Compliance

DEVICE NAME:

Device Trade Name: ACE Surgical TriMark Tm TriCamM Dental Implant
Device Common Name: Screw Dental Implant

Reason for submission: Not previously marketed in the USA

ESTABLISHMENT REGISTRATION NUMBER:

The Establishment License Number for ACE Surgical Supply Co. Inc. is 1287163.

DEVICE CLASSIFICATION:

Implant, Endosseous, Root-Form, product code, OZE, 21ICFR 872.3640.

PREDICATE DEVICES:

ACE Surgical Screw Dental Implant System (K954513)
Nobel Biocare Replace TiUnite Endlosseous Implant (K0231 13)
Atlanti sTM Abutment for Nobel Replace Interface (K053654)

INTENDED USE:

The TriMark TM TriCam Dental Implant System is used in indications for oral endlosseous implants in the
maxilla and/or mandible as part of a functional and aesthetic oral rehabilitation in partial or fully
edlentulous patients.

The TriMark TM TriCam TM Dental Implant System is designed for use in totally edentulous mandibles or
maxillae or as a terminal or intermediary abutment for fixed or removable bridgework. The system is
intended for use with all standard straight abutment prosthetics and is not intended for use with angled
abutments. The system can also be used for single tooth restorations. The TriMark Tm TriCam Dental
Implant System uses a two-stage implantation process and is not intended for immediate loading.

The TriMark Tm TriCam TM Dental Implant System is compatible with 0 (zero) degree, straight version of the

Atlanti sTm Abutment for Nobel Replace Interface.

DEVICE DESCRIPTION:

The ACE Surgical TriMark TM TriCamM Dental Implant System is a screw type dental implant system
designed with technology established with the ACE Surgical Screw Dental Implant System (K95451 3)
and the Nobel BiocareN Replace implant (K0231 13). The ACE Surgical TriMark TrICamTM Dental
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Implant is made of Ti-6-AL-AV ELI per ASTM F136 standard and surface treated with resorbable blast
media (REM). The TdMarktm TriCam Dental Implant tapered external thread geometry is consistent
with industry standard screw implant fixtures. A cover screw is included with each implant to protect the
internal features of the implant during healing The implants are provided sterile and sterility is achieved by
gamma radiation pursuant to ISO 11137.

PERFORMANCE CHARACTERISTICS:

The following non clinical mechanical tests were conducted to support the substantial equivalence of the
ACE Surgical TriMarkTM Tri~am TM to the ACE Screw Dental Implant System (K954513) and the Nobel
Biocarem Replace Dental Implant (K023113): torsional insertion and shear loading and compressive
bending and fatigue strength. The data generated from these tests demonstrates the ACE Surgical
TriMarkTM TriCamTM1 the ACE Screw Dental Implant System (K954513) and the Nobel Biocare Tm Replace
Dental Implant (K0231 13) to be substantially equivalent.

No clinical testing was conducted

EQUIVALENCE TO MARKETED DEVICE:

The ACE Surgical TriMark Tm TriCam Dental Implant is substantially equivalent to the ACE Screw Dental
Implant System (K954513) and the Nobel BiocareTM Replace Dental Implant (K023113). The candidate
device and the predicate devices have the same intended use and similar technological characteristics as
follows, Materials: The candidate device and predicate devices are made of titanium alloy and
commercially pure titanium respectively, both have similar performance characteristics. The candidate
and predicate devices have comparable roughened surface treatments. Diameters: Both the predicate
and the candidate device are offered in diameters of 3.5; 4.3 and 5.0mm external thread diameters. The
candidate and predicate devices are offered in similar lengths 8 - 16mm and B - 16 mm respectively.
Internal threads: Both devices have 1.8 and 2.0mm metric internal threads..The candidate and predicate
devices are packaged and sterilized by identical methods.. Both the ACE Surgical Screw Implant and the
ACE Surgical TriMark Tm TriCamM Dental Implant use a 2 stage implantation process. The Nobel
BiocareTM Replace Dental Implant utilizes either a one or two stage implantation process.

A review of the technological characteristics and the non-clinical test data demonstrates ACE Surgical
TriMarkTm TriCamTM to the ACE Screw Dental Implant System (K954513) and the Nobel BiocareTm
Replace Dental Implant (K0231 13) are substantially equivalent.
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Ms. Denise Williams
Quality Assurance M/anager
ACE Surgical Supply Company Incorporated

034 PearlI Street
lBrockton, Massachusetts 02401

Re: K103790
Trade/Device Name: ACE. Surgical TriMark T.i TriCamTM" Dental Implant
Regulation Number: 21 C17R 872.3640
Regulation Name: Endosseous Dental Implant
Regulatory Class: 11
Product Code: DZE
Dated: August 2, 2011
Received: August 3, 2011

Dear Ms. Williams:

\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 equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to M/ay 28, 1976, the enactment date of the Mvedical 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 (P'MA). YOU may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
recquiremnents for annual registration, listing of devices, good Manufacturing practice,
labeling, and prohibitions against misbranding and adultcration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remnind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (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 800 to 898. In
addition, FDA may publish Further announcements concerning your device in the Federal

* Register.
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IPlease be advised that FDA's issuance of a substantial eqluivalence determination does not
mean that FDA has made a determination that your device complies wvith other requiremlents
of the Act or any Federal statutes and regulations administered by other Federal agencies.
YOU iii List comlply' With all the Act's requirements, including, but not limlited to: registration
and listing (2 1 CF R P'art 807); labeling (2 1 CF R Part 801); medical device reporting
(reporting of medical device-i-elated adverse events) (21 CFR 803);- good mnanlufatluring
practice requirements as set forth in the qluality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of'
the Act); 2 1 CFR 1000- 1050.

I fyou desire specific advice for your device On our1 labeling regulation (21 CFR Part 801)
please go to hittn):H//wwvwt~.,Idov/AbouitlDA/Cente-salI'ices/CD[ RIl/Ct)RIOffices
/ucIC1 15809h1tin for thle Center- for Devices and Radiological H-ealth's (CDRH's) Office of'
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
preniarket notification" (2 1 CFR Part 807.97). For queCstions regarding the reporting of'
adverse events Under the M DR regulation (2 1 CFR Part 803), please go to
[ittp)://www N. fda.uo\v/MedicalDevices/Saf'etv/lRepoi-ta1probleii/defalt.ItM for the CDRI-l 's
Office of Surveillance and Biomnetrics/Division of' Postmarket Surveillance.

YOU may obtain other general information On your responsibilities Under the Act from the
Div'i sion of Small Mall facturerls. International and Con1sumer Assistance at its toll-free
nlumber (800) 638-2041 or (301) 796-7100 or at its Internet address
Ikttp://vwwfcia.ov/MeicalDevices/RSOticesloYou/-IdListr-v/defLILltlltll

Sincerely yours,

Anthony D. Watson, B.S., M4S., M.B.A.
Director
Division of Anesthesiology, General H~ospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center- for Devices and

Radiological H-ealth

En'rclosure
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Indications For Use:

The TriMark ' TriCam Dental Implant System is used in indications for oral endosseous implants in the
maxilla and/or mandible as part of a functional and aesthetic oral rehabilitation in partial or fully
edentulous patients.

The TriMark Tm TriCam TmDental Implant System is designed for use in totally edentulous mandibles or
maxillae or as a terminal or intermediary abutment for fixed or removable bridgework. The system is
intended for use with all standard straight abutment prosthetics and is not intended for use with angled
abutments. The system can also be used for single tooth restorations. The Tri!VarQ' TriCam' m Dental
Implant System uses a two-stage implantation process and is not intended for immediate loading.

The TrIVark ~ TrICamM Dental Implant System is compatible with 0 (zero) degree, straight version of the
Atlantism Abutment for Nobel Replace Interface.

Prescription Use X AND/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 of Device Evaluation (ODE)
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(Division Signi-Off)
Division of Anesthesiology, General Hospital
nfection Control, Dental Devices

'310(k) Number: I /t


