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Section 005 - Traditional 510(k) Summary
As required in 21 CFR8O7.92, we hereby submit this 510(k) Summary.

510(k) owners name, address, phone, fax, contact person & preparation date

The 510(k) owner is NeoDental Chemical Products Co., Ltd.

3-1-3 Hiroo, Shibuyaku, Tokyo, Japan 150.

Phone - 3 (3400) 3768,

Fax - 3 (3499) 0613.

The contact person is Mr. Nobuki Ishikawa, Treasurer, NeoDental International, Inc.

510(k) preparation date - 28 May 2011

SUBJECT DEVICE:

Name of the device, trade name, proprietary name, and classification name

Trade name: Evadyne Temporary Crown and Bridge Resin

Common name: Temporary Crown and Bridge Resin

Classification name: Crown and Bridge, Temporary, Resin (21 CFR 872.3770, Product Code
ERG).

Device Description:

NeoDental Chemical Products, Inc, (NeoDental) wishes to submit their Evadyne® Temporary
Crown and Bridge Resin for 5 10(k) clearance.

Evadyne®), (shown in Figure 1) is a yellowish translucent, lower viscosity, light-cured temporary
restoration material for direct filling. After curing, Evadyne® can be removed in one piece when
the permanent restoration is to be placed.
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Figure 1

Figure 2 - Syringe

Evadynee is packaged as a multiple use syringe, with new tips being attached for each patient.
The syringe can be used until empty. The syringe is kept capped between uses and is fitted with
a new tip just prior to use. The syringe is cleaned with an alcohol wipe before and after use.

Indication for Use:

Evadyne®D is a light cured single-component material for the temporary restoration of crowns,
bridges, or similar dental prostheses. Evadyne is intended for the general dental patient
population.
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Intended Use:

Evadyne® is a light cured, single-component material for temporary restoration. Evadyneo is
easily expressed through the plunger type syringe and the low viscosity paste allows for direct
filling. The product is delivered directly into the prepared cavity using single-use, disposable
tips. Evadyne® is a tasteless, odorless restoration, provides good sealing and can be easily
removed when the permanent restoration is to be placed.

The Indications for Use and Intended Use information for the predicate product are
equivalent and are reproduced below:

PREDICATE DEVICE:

The legally marketed predicate for the Evadyne® Temporary Crown and Bridge Resin is

Fermit-N, (K934978), a light-curing temporary filling material produced by IvoClar N.A., Inc.

Indications for Use: Temporary restoration material

Intended Use: - Temporary restorations in the inlay/onlay technique for temporary restorations
of all kinds. Relining material for prefabricated temporary crowns and bridges made of
polycarbonate or methacrylates.

As is documented in the comparison of Indications For Use and Intended Use, the Evadyne®
temporary bridge and crown resin and the Fermit N temporary bridge and crown resin are
indicated for the same use, share the same clinical indication, clinical setting, target
population, anatomical sites, intended use, prescription requirement, storage conditions
and method of application.

Technological characteristics - Evadyne® versus the predicate device

A technical comparison of the subject device to the predicate device is detailed in the
Substantial Equivalence discussion below (see the comparison table below).

Both Evadyne® and Fermit N are indicated for the same use. Evadyne was designed, tested and
compared to Fermit N.
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Similarities: Evadyne is substantially equivalent to the predicate device in:

* Device description,
* Intended use,
* Indication for use,
* Requirement for prescription use,
* Storage conditions,
* Mechanism of polymerization (light polymerized)
* Container/closure

Differences: There are slight differences between the Fermit N product and Evadyne.

* Composition - Evadyne uses a fluoroaluminosilicate glass as a filler. Fermit
uses a co-polymer. Both of these compounds are used to maintain the properties
of the filling material. I

* Flow, flexural strength, and syringe type differ due to Evadyne is formulated to
have a lower viscosity for better ease of use (application directly to the prepared
cavity from the syringe). The lower viscosity also results in Evadyne having~a
lower flexural strength relative to Fermit N.

We conclude that for all significant parameters, Evadyne is substantially equivalent to Fermit N.
These include the photocatalytic material and mechanism, intended use, indication for use, most
physical properties, design, packaging and performance.

Non clinical test data:

The Evadyne® temporary crown and bridge resin has been evaluated according to
recognized consensus standards defined in ISO 10993-1. Results were found to conform to
requirements (see section 15). Test data is further discussed in Section 15.

21 CFR 872.3770 lists the following recognized consensus standards:

* ANSI/ADA Specification No. 53 - Polymer-Based crowns and Bridge Resins:
1999/2005.

" ANSI/ADA Specification No. 80 - Dental Materials - Determination of Color Stability
2001/2007.
ISO5 10477:2004 - Dentistry - Polymer-based crown and bridge materials
ISO5 7405:2008 - Evaluation of biocomp~atibility of medical devices used in dentistry.

However, NeoDental believes that these tests are not relevant for the following reasons:
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*Evadyne is a TEMPORARY FILLING material for cavities. Physical properties have
evaluated according to ISO 4049, but the other tests required in ISO-4049 are not
applicable to Evadyne for the following reasons:

" ISO- 10477 is for crown bridge cement. The tests relating to Evadyne are same as
1504049.

o ANSI Spec 53 is identical to IS0-10477
o, ANSI Spec 80 is for color stability of products which are to be applied to

permanent restorations having color shadings.

Biocompatibility of Evadyne

According to ISO 10993-1 Annex A, Evadyne can be categorized as shown Table 1.

Table 1

Medical device categorization by Biological effect for
consideration

Nature of Category External communicating - Cytotoxicity

body contact device-Sestzio

Contact Tissue/hone/dentin - Irritation

Contact duration BI (>24 ht to 30 days) - Systemic toxicity

- Subchronic toxicity

- Genotoxicity

- Implantation

c Biological evaluation >

Urethane resin (UDMA), main ingredient of Evadyne, has been widely used in dental
restorative materials as a "composite resin". Additionally, fluroaluminosilicate glass, an
ingredient of Evadyne, has been widely used in composite filling materials.



According to ISO 10993-1, the systematic approach to a biological evaluation for Evadyne is
as follows.

Is there either direct or indirect contact?

4yes
s t ematerial same as in commercially available device?

4yes
Dose the device have the same chemical composition

4,yes
Are the manufacturing and the sterilization the same?I

4 yes
Is the body contact the same?

4yes
[Perform biological evaluation (Annex A)

Biological evaluation complete
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Table 2

Biological test Date! 1, Metho &

'±~Testhoiuse.

2002.9.18/

Cytotoxicity Covance Agar Overlay Assay

Lab.

Senstiztio 202.912/Maximization method
Senitzaton Covance Guinea Pig

Lab.

2002.9.16/ Bacterial strain: (TA98,
TA100, TA15SS, TA1537,

Genotoxicity Covance WP2uvrAJ

Lab. S9+ & S9- method

2001.9.27/ Irritation Assay System

Irritation In vitro
inter- (Ocular irritation test
national method)

NeoDental did not conduct the biological tests for systemic toxicity, subchronic toxicity and
implantation. Testing conducted and the long-use of this product has demonstrated safety
for its intended use. Total Evadyne sales equal 76,000 sets from 2005 until now. No
incidents or adverse events have been reported since 2005. Furthermore, Evadyne holds
the CE mark which was renewed in October 20 10.

Summary

Neoflental concludes that Evadyne is substantially equivalent to the predicate device in
characteristics and technology.

End of 5 10(k) Summary Section
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DEPARTMENT OF HEALTH & HUMAN SERVICES PUblic Health Service

Neodental Chemical PJIOd ucts ComnyII. Liiited
CIG Mlr. Robert Seiple, MP.RAG
Senlior Con1sltant
Emnergoo Global Consulting. LLC
6! I West 5(I Street
Austin, Texas 78701 ?eY

Re: K1 11666
'Irade/Device Name: livadyne®7 Temporary Crown and Bridge Resin
Regulation Numliber 21 CFR 872.3770
Regullation Name: Temporary Crown and Bridge Resin
RegI atorv C lass: 1I
Pro-duct Code: EBG
Dated: June1 13, 2011
Received: June 14, 20 11

Dear Mr~l. Seiple:

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 equivalen (for1 the
inldications fbr1 Use stated in the enlosure1) to legally marketed predicate devices marketed in
interstate commerce prior to Mvay 28, 1976, the enactment date of the M~edical Device
Amendments, or to devices that have been reclassified in accordance wvith the provisions of'
the Federal Food, Dru1g, and Cosmetic Act (Act) that do. not require approval of a premarket
approval application (PMN/A). YOU may, thereflore, market the device, subject to the general
controls provisions of the Act. The genera! controls provisions of the Act include
r-eqirements for annual registration, li sting of devices. good manuafacturing pr1actice,
labeling, and prohibitions against misbranding and adulteration. P'lease note: CDRH does
not evaluiate information related to contract liability varranties. We remnind you, however,
that device labeli ng Must be trulthful and not misleading.

If VOUr device is classi fied (see above) into either class 11 (Special Controls) or class Ill
(PMN/A), it may be subject to additional controls. Existing major reguilations affecting your
device canl be found in the Code of Federal Regullation1s, Title 21, Parts 800 to 898. In
addition. FDA may publish Further announcements conceining your device in the Federal
Registei.



page 2- Mr. Seiple

Please be advised that FDA's issutancc of a suIb stantijal eel I valeclIe de term i nut i11 oneos no0t
mean that FDA has made a determination that your dev'ice complies with other requtirements
of' the Act or anyv Federal statutes arid reuldations admiisMted by oilier Federal agencies.
YOU iIIusl comply with all the Act's requiremnents, including, but not1 limited to: registration
and listing (21I C FR Part 807); label inrg (2 1 C FR P'art 801I); medical device reportingL
(reporting of medical device-related adverse events) (21 CF'R 803); gJood nanlUiheturIuig
practlice req l~iremerits as set forth iii the cjUal ity systemis (QS) regulation (2 1 C1F p. art 820);
and if applicable, the electronic prodUtrt radilationi control pro visions (Sections 531 - S42 of'
the Act); 2 1 CF*,R 1000- 1050.

I f you desire speci lie advice for yIour device on otrr labeling regulation (2 1 CFR Part 80 1)
pleaise go to littp1://x\vww. fda.ug)ov/AboutF DA/CenitersQ ffrlces/C DR H/C1)RI1-l0 f1"ices/uemil
I I5809. hiti for the Center- for Devices arid Radiological -lenlth ' (CID RH's) Offi-ce of'
Compl iarice. Also, please note the regU latioti entitled, "iMisbrandinrg by re feretice to
prenliket not ification"' (21IC FR Part 807.97). For qutestions regarding the iepoirU w of
adverse events untder the MDR regulation (21 CFR Part 803), please go to
!itln//\\ww%.I la.u-o\v/N'\ledicatll Deices/Safet\v/ReiportaProbleti/defau~lt.Ihtml for the CDRII S
OfflICe of'Sur-veillance and Biomnetrics/Division of Plostmarket Surveillance.

YOUr may obtain other general information on your responsibilities Unider the Act from the
Division of Small ManLIfacturers, International and Constttiier Assistance at its toll-fr-ee
nu.111me (800) 638-2041 or (301) 796-7100 or at its Internet address
ittL) ://W\ww". fdca.,,nov/M/edicalDeViCS/ReSOurIceS f'OrYOLI/lnd Llstrv/dela Iit.lhttm.

Sincerely your-s,

Anthony D. Watson, B.S.. N4.S., M/.B.A.
Director
Division of Anesthesiology, General Hospital,

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

Radiological Health
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Section 004 - Indication for Use

INDICATIONS FOR USE STATEMENT

5 10(k) Number (if known): (110 U ,

Device Name: Evadyneo Temporary Crown and Bridpe Resin

Indications for Use&

Evadyneg is a light cured single-component material for the temporary restoration of crowns,
bridges, or similar dental prostheses. Evadyne is intended for the general dental patient
population.

Prescription Use X Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 807 Subpart C)

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

Concurrence of CD ,Dlff fDvc Evaluation (ODE)

(Division Sg4 aeIo
Division of Anesthesiology, General HospitalPae1o I
Infection Control, Dental Devices

51 0(k) Number: VI)2

EMOERGO GROUP INC. 611l West Stre1 Third Floor I Austin, Texas 73701 1 USA ITelephonec: ±1 512 327 9997


