
510K Summary

July 13, 2011 iT
Trade Name: JUELLCure Hard NEO~2 5

Common Name: Hard impression material

Company Contac:

John Roderick, Operations Manager
Juell Dental
2401 N. Commerce
Ardmore, OK 73401
(580) 798-4414

aassification Name - Resin, denture, relining, repairing, rebasing

CFR Section: 872.3760

FDA Device Class:, Class 11

FDA Product Code: EBI

Classification Panel -. Dental

Device Descriptlon: JueliCure hard is a cold-curing, hard relining material far permanently refining
dentures.

Indications for Use:

JUELL Hard Cure is intended for use as a permanent hard relining far total and partial dentures

*hard permanent total or partial relining far restoring partial- and complete dentures
*lengthening denture margins

Performance Testing:

Testing including adhesion to denture material, thermocycling, flexural strength, color stability, heat of
polymerization, and translucency were conducted. The values for these performance characteristics
was found to be very similar to the predicate device.

Predicate Device: UUi Gel hard C, K(030916, VOCO GmbH, Germany



Substantial Equivalence:

Jueli Hard Cure Ufi Gel Hard C K030916
Indications far Use JUELL Hard Cure is intended for Ufi Gel Hard C Is intended far use

use as a permanent hard relining as a permanent hard relining for
far total and partial dentures total and partial dentures

* hard permanent total or . hard permanent total or
partial relining for partial relining for
restoring partial- and restoring partial- and
complete dentures complete dentures

* lengthening denture * lengthening denture
margins margins

Setting Time 135-180 seconds 135-180 seconds
Appearance Paste Is a colorless, homogenous Paste is a colorless, homogenous

liquid and the catalyst is a white liquid and the catalyst is a white
homogenous paste. homogenous paste.

Composition of Catalyst Matrix 40-60% Matrix 40-60%
Filler 30-40% Filler 30-40%
Catalyst 2-4% Catalyst 2-4%
Modifier 6-7% Modifier 6-7%

______________________Stabilizer <0.1% Stabilizer <0.1%
Composition of Paste Monomer: HEDMA, UDMA, Bis- Monomer; HEDMA, UDMA, Bis-

GMA 30-50% GMA 30-50%
Filler 40-60% Filler 40-60%
Colorant <0. 1% Colorant <0.1%
Modifier 5-6% Modifier 5-6%

_____________________ tabilizer <0.1% Stabilizer <0.1%
Flexural Strength 78 Mpa 78 M~pa
Translucency of 2mm specimens 144% 144%

Juell Hard Cure is substantially equivalent to VOCO Ufi Gel Hard C in regards to composition, indications
for use and performance characteristics.
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fuel! Dental
C/O) NMs Angela Blackwell
Senior Consultant
[3iolotbiCS Con1sultingl Groulp
2401 iN Commerce
Audmore, Oklahoma 73401 c g

Re: K 111177
Trade/Dc vice IN ai e J nell Cure H-Iard
Regulation Numbe: 21 CE-R 872.3760
Regu lat ion Name: Den~ture' Reli ni ng, Reparing, or Rebasi ng Resin
Reg-ulatory Class: 11
Product Code: ELMB
Dated: Augulst 30, 2011
Recei ved: September 1. 2011

Dear M/s. Iklackwell:

We have reviewed vo LW1 Section 5 1 0(k) preiiarkct notification of intent to market the device
referenced above and have determined the device is substantially equivalen (For' the
ndicati ons for Use Stated in the enlCos Lir'e) to legally marketed predicate devices marketed in

interstate commerce prior to NMay 28, 1976, the enactment date of the'Medlical 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 (PMIA). YOU may. therefore, market the device, sub ject to the g-eneral
controls provisions of the Act. The gleneral controls provisions of the Act include
requirements for annual registration, listing ofclevices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-I does
not evaluate in formation related to contract liability warranties. We remin Ol , howver,
that device labeIi ng must be truthfl and not misleading.

If yourJ device is classified (see above) into either class 11 (Special Controls) or class Ill
(PNr\), it may be subject to additional Controls. E xistint' ma1,jor regulations affecting YOUr
device can be fou~nd in the Code of Federal ReguLlations, Title 21, Parts 800 to 898. In
acdd ition, FDA may publish further announcements concerning y'our device in the Fedleral
RegQister.



Page- 2 - is. Blackweill

Please be actvised that FDA's issu~ance ol'a substantial eqtui valence cleteriination does not
mea n that FDA has made a dietcernmination that ytourI device Comnp lies witIh 0 thei cl LlIIC ICtWS 
of the Act or an\' Fecleral nIutes and regl.'lations acim iisterecd by other Federal agencieCs,
YOU muLst complyi\ With aill the Act's requiiirments. includingp but not limited to: reuistrationl
and list i nt (2 I CUR Part 807); labeling (2 1 CUR Part 8O 1) medical device reporting"
(reporti ni of' medical device-related ad verse events) (2 1 CFR 803); good manufCacturin1g-

latice reCLli rellenlts a1S Set f'orthl inl the q dal it' sy'stemIs (QS) regil at ion (2 1 CU7R Part 820);
and if apli cable, the electronic proucLIt radiation Control provisions (Sections 53 1-542 of'
the Act): 21 CUR 1000-1050.

If Vou i des ire spc i tic adtvice for your IV~ Ocil cc1o1ou labeling- regt"llation (2 1 CFR Part 80 I),
please go to hittn)://www .I'cda.u-OV/AboLttDA/Ccenters~ftiees/CD)RFI/CD)lR1-10Iftices
/Lic m I115809.1htmr It) r the Center- [or Devices and Radtio logical FLIcalth s (CL) 1 Lis) Dl'icc of'
Comnplianee. .Also, please note the ree.-liation entitled,' NI isbrancii n bly rc feence to
pirmarket notification" (2 1CFR Part 807.97). For q LeStions regarding the reporting of'
adverse events under the MDR reg(ulation (21 CUR Part 803)), please g(-o to
hittp)://w\ww,\.Ucil.-ov/MedccicalDev;ices/Safety,/ReportaIrobliem/dletfaLlt.ltl han01b the CID 11ITS
0 ff1k ccof'S Lrve]itance and Biometrics/Division of Postmarket S Urvci Ilance.

YOLI may obtain other general inflormation onl your responsibilities Linder the Act from the
Division of' Smnall 1N'ianlacturcrs, International and ConIsumerci /-ssistmice ait its toll-free
nLumber (800) 638-2041 or (30 i) 796-7100 or at its Internet address
littp:H/w\ww .Icla.i,,o\/N'iec lca! Devices/Resowt-esi'0orYouI/11nclI tit\r/cdefaul1t.lltltn.

Sincerely yours,

Anthony D. Watson, B.S.. M.S., N'.B.A.
Director
Division of Anesthesiology, General -Hospital.

linfection Control and Den tat Devices
Of'fice of' Device Evaluation
Center for Devices and

Radiological HeIalth

EnciosuleC



Indications for Use

5 10(k) Number (if known): _K I 11177

Device Name: ___JueliCure Hard__________________

Indications for Use:

-JuellCure Hard is intended for use as a permanent hard relining for total and partial dentures

*Hard permanent total or partial relining for restoring partial and complete dentures
*Lengthening denture margins

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 OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental DevicesPae o

510(k) Number: K' i 77


