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Classification Name Product Code 
Root Canal Filling Resin KIF 

OCT - 8 2003 

Class 21CFR $ 
I1 872.3820 

510(k) Sumniary 

1.1 Date of Summary Preparation: June 26, 2003 

1.2 Submit t e r/Con tac t Person : Je 11 11 y Soh n , 0 f fi c i ;I I Cor res pondc 11 t 

TEL (7 I8)-639-7460 
FAX (7 18)-639-7408 

Meta Dental Co. 
41-19, 77’” Street 
Elmhui-st, N Y  1 1373 

1.3 Trade NandCommon Name: Met apas t e Calc i u in Hydroxide wit ti B ai- i i i  in 
Siilfrite Temporary Root Canal Filling 

1.4 Common Name: Temporary Root Canal Sealer 

1.5 Classification Name, Product Code, Class, Classification Reference: 

I .6 S tandards/Special Controls: 

IS0  6876 Dental root canal sealing materials. 

1.7 Indications for Use: 

Metapaste is a biocompatible root canal sealer used for the temporary tilling of root 
canals after endodontic surgery. Metapaste can be used on its own and for vital 
pulpdectornies in decidious teeth. 

Metapaste is intended for use by qiialified healthcare personnel trained i n  its use. 

1.S Device Description: 

Metapaste calcium hyclroxide with Barium Sulfate is a device consisting of ;I temporary 
root canal sealer paste contained within a plastic syringe, packaged with clisposable 
applicator tips and a plastic ring rotator for direction control of the t i p .  I t  is ;I device 
intended for use by qualified healthcare personnel trained in its use. 

The Metapaste device is similar in design, materials and intcnded use to othci- 5 1 0 ( k )  
c I eai-cd de v i cc s w h i c h a I-e i n co m me I C  i ;I I cl is t 1- i bii t ion. 

1.9 Substantially Equivalent Commercially Available Devices: 
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The Metapaste device is substantially equivalent to the predicate clcvice described herein 
with respect to indications for use, device design, materials, and method of maniif;ictiire: 

Pulpdent Calcium Hydroxide Prepxition - KO22734 

Pulpdent Calciiim Hydroxide Preparations - K944945 (Device Listing: Tempc;iii;iI- 
Tempor:ii-y Calcium Hydroxide Root Canal Treatment 2 I CFR Q 572.3250) 

The predicate devices are coinincrcially available and a marketed Class I1 device 
indicated for use as a temporury root canal sealer. 

1.10 Substantial Equivalence Comparison: 

Metapaste is similar to commercially available device with respect to intended use. 
material, design and operational principles ;is follo\vs: 

Labelling 

Intended Use 

1 I unia n 
Factors 
Similar 
Physical 
Properties 

Bioconipatibil 
ity 

Mctapaste 

Tcmpomry root canal 
sealer 
Metapastc is a 
biocompatible root 
canal sealer used for thc 
teinporary lilling o f  
root cannls after 
endodontic surgery. 
Mctapnstc can be used 
on its own and for vital 
pulpdectoiiiics i n  
tlccidious teeth. 

Metnpaste is  intended 
for use by qu:ililied 
hcnlthcare personnel 
trained in its use. 

Dispensed rcndy to use 

IS0 6876 Fluidity. 
Working Time, Film 
Thickness. Rncliopncity. 
Solubility K: 
disintegration 
Frccdoni from to\icity 
per ISO/TR 7-105 Agar 
d i lfus ion le41 

Biocompatiblc per IS0 
10993-1 I Acute 
intervenous application 

Pulpdent Calciiini 
Hydroxide Preparation 
(Tenmcanal K944945) 

Tcmporxy root canal scaler 

A calcium hydroxide cavity 
liner inaterial intended to be 
applied to the interior of a 
prcprcil cavity be fore 
i nsert ion of rest orat i vc 
material. such as  ani;ilg:ini. to 
protect the pulp o f  a tooth.  

Dispensed rcndy to use 

I S 0  6876 Fluidity. Working 
Tinic. Film Thickness. 
Radio p;ic i t y . So I u b i  I i t  y & 
di\inlcgi-ation 
~~ ~ 

Frcctlom from toxicity pcr 
ISO/TR 7-105 Agxr cliffusion 
test 

Pulpden t Calci 11 ni 
Hydroxide Preparation 

(K022734) 
Temporary or perninnent root 
canal sealer 
A biocoinputible 
~~olydimetliylsiloxanc hasccl 
root  canal sealer used for the 
teiiqmxy ; ind  pcrniancnt 
lilling o f  root canals alter 
endoilontic surgery. Cnn he 
iisccl on its o\vn. in 
conjunction with Gutta Pcrclia 
and lor vital pulpdcctoniics i n  
deciduous tcc~h. 

Dispensed r cx l y  IO use 

IS0  6876 Fluidity. Worhing 
Tinie. Fi 1111 Thickncss. 
Rxliopcity. Solubility ,Yr 
dicintcgrnlion 

B iocoiiipatible 
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Metapas te -I-- 
Design, 
Construction, 
Components 

Premixed paste, 
packaged i n  plastic 
syringe ready to he 
tf ispenscd I hroush 
disposable tips into root 
canal 

Pi1 I pden t Ca I c i u ni 
Hydroxide Preparation 
(Te m pcanal K944945) 

Premixed paste, packaged in  
plastic syringe ready to he 
dispensed tlirough clisposahle 
tips i n t o  root canal 

Pulpden t Cslci 11 ni 
Hydroxide Preparation 

(KO22734 
Premixed paste. packngccl i n  
plastic syringe ready 10 he 
tlisperiscd throu~li disposable 
tips inlo root canal 

. . I1  Indications and Contraindications: 

Relative indications and contraindications for Metapaste and commercially available 
devices for similar intended uses are the same. 

I .  12 Concliision: 

In accordance with the Federal Food, Drug and Cosmetic Act and 2 1 CFR Part 807, and 
based on the information provided in this pre-market notification, Meta Biomed Co., Ltd 
concludes that the ncw device, Metapaste root canal sealer, is safe, effective and 
substantially equivalent to the predicate device as dcscribed herein. 
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DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

OCT = 8 2003 

Meta Biomed Company Limited Institute 
C/O Mr. Ned Devine 
Responsible Third Party Official 
Entela, Incorporated 
3033 Madison Avenue, SE 
Grand Rapids, Michigan 49548 

Re: KO32605 
Trade/Device Name: Metapaste Calcium Hydroxide with Barium Sulfate Root Canal 
Filling 
Regulation Number: 872.3820 
Regulation Name: Root Canal Filling Resin 
Regulatory Class: I1 
Product Code: KIF 
Dated: September 22,2003 
Received: September 23,2003 

Dear Mr. Devine: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the 
indications fo: 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. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 
(PMA), it may be subject to such 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. 



Page 2 - Mr. Devine 

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); 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 53 1-542 of the Act); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a 
legally marketed predicate device results in a classification for your device and thus, permits 
your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), 
please contact the Office of Compliance at (301) 594-4613. Also, please note the regulation 
entitled, “Misbranding by reference to premarket notification” (2 1 CFR Part 807.97). 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) 443-6597 or at its Internet address 
http://www. fda. gov/cdrh/dsma/dsmamain.html 

Sincerely yours, 

0 .n 

Chiu Lin, Ph.D. 
Director 
Division of Anesthesiology, General 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Infection Control and Dental Devices 

Enclosure 



Indications for Use 
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510(k) Number: 

Device Name : Metapaste Calcium Hydroxide with Barium Suifate Root Canal Filling 

Indications for Use: 

For use, as a temporary root canal filling after endodontic surgery. Metapaste can be used on its 
own and for vital pulpdectomies in decidious teeth. 

Metapaste is intended for use by qualified healthcare personnel trained in its use, 

(Division Sign-off) 
Division of A n e s t h e s i ,  General H m  
Infection Control, Dental Devices 

/ 
510(k) Number: KO?&() s 

(PLEASE DO NOT WIlITIJ 13ELOW T4IS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 

~~ 

Concurrencc of CDRH, Office of Device Evaluation (ODE) 

/ Prescription Use 
(Per 21 CFR 801.109) 

OR Ovcr-The-Counter Use 


