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Trade Name: JUELLCure Soft

Common Name: soft impression material

Companv Contact:

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

Device Classification: resin, denture, relining, rebasing

Device CFR Section: 21 CFR 872.3760

FDA Device Class: Class 11

FDA Product Code: EBI

Classification Panel: Dental

Device Description: JueliCure Soft is a sell-curing, silicone-based and permanently soft refining
material for removable dentures.

Indications for Use:

JUELL Soft Cure is intended for use as a permanent soft relining for total and partial dentures

*To relieve pressure from pressure points
*To dam the palatal vibrating line
*In cases of flabby ridge and/or insufficient adhesion
*To cushion sharp-edged alveolar processes

Testlnu

The working time and setting time were determined for the Soft Cure base, catalyst, glazing
base, and glazing catalyst. The surface hardness (Shor hardness A), and adhesion to dentures
was determined.

Predicate Device: Ufi Gel SC, K974772, VOCO GmbH, Germany



Substantial Equivalence

The material composition of Ufi Gel SC and Juel Soft Cure are very similar. The indications for

use are the same. The surface hardness, adhesion time and working time are the same.

Catalyst 0,1-0,5% 0105

Monomer Matrix 70-80% 70-80%

Rheologic Modifier 15-30% 15-30%

Colorant <0.1 % <0.1 %

Co-Monomer 5-10% 5-10%

catalyst 0,1-0,5% 0,1-0,5%

Monomer Matrix 60-70% 60-70%

Rheologic Modifier 20..30% 20-30%

Stablizer 8-15% 8-15%



Rheologic Modiflr 15-20% 15-20%

Stabilizer 0,1-0,5% 0,1-0,5%

Co-Monomer 2-5% 2-5%

(Shore hardness A)

Adhesion to dentures 190 N 190 N

Working time 201s 201s

JueliCure Soft is substantially equivalent to Ufi Gel SC in regards to indications, composition, and testing
results.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public I cudlb Serlvice

LiCeu Denial
C/GI s. An.-ela Bflackwell
Senlior Consultant
BiIO ioics ConslingGroup
2401I N Commce fl

Ardmore. Oklahoma 73401

Re: KI11l178
Tr-ade/Device NameI: JuelCure Soft impre]'ssionl Material
Regul-1ation Number 21 CFR 872.3760
ReuLrition Name: Dentu-lCre(i mi ntz. Repamrmnu. or Rebasi ng Resin
ReQ1ui atoryV Class: 11
Product Code: FBI1
Dated: AuguIst 30, 2011
Received: September 1, 2011

Dear- N~s. Biackweii:

We have reviewed 'your Section 5 10(k) premiirket notification of intent to market the device
Fe fereneed above and have determined the device is S~ibstantial ly equi \aient1 (for- the
indications for' Use stated in the enclosu-re) to iegaliy marketed predicate devices marketed inl
interstate cornmerce prior to M/ay 28, 1 976, the enactment date of the M/edical Device
Amendments, or to devices that have been reel assiflied inl accordance with the provisions of
the Federal Food, Drug&, and Cosmetic Act (Act) that do not require approval of a premibaket
approvai application (PM#\). YOU mla. therefore. market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
r-eqluirementIs for' annuIal registration, listing- of devices, good manu111factur11ing practice,
labeling, and proh ibitions aigainst misbranding and adulteration. Please note: CD RI-I does
not evalIu ate inflbrmat ion related to contract li ab ili ty warranties. WeCe ICli nel \'OU ti o we yelr
thiat device labeling muILst be trutld"I anl not misleading.

IF fyourI device is classified (see above) into either class 11 (Special Controls) or class Ill
(ltvMA)7 it may be su~bject to additionlai control0s. E.xisting( najor reglaktionIs aiecting Vour
device can be Iotind inl the Code of' Federal Regu1-lationIs. Title 2 1, Parts 800 to 898. In1
addition. FDA mIIay p)ub Ish ftirther announcements concerning yourI de vice inl the Federial
Reg-ister .



Page 2 -MNs. B~lackwvell

P'lease be advised that FDA's issuance of a substantal equivalence dletermination does not
mean that FDA has iacic a cletetnination tint your device complies with other requiremntis
o£ the Act or any Federal statutes and regu lat ions adni inistered by other Federal agencies.
YOU Must com1ply with all thie Act's requilrments, including but not limied to: recisration
and lisin (21 CFR ['art 807); labeling (21 CEIR Part 801);1 medical device recporting
(ic oriing oni ed i cal de.k'ice- I' Iated adverse events) (2 1 Cl7 <803); good iIran cI ig
Practie reqluirments as set florth in the quality systems (QS) regulation (2 1 CFR Bait 820);
and if applicable, the electronic product radiation control p)10visions (Sections 53 1 -542 of'
te Act); 21 CFR 1000-1 050.

if you desire speci Ftc advice Ior youir device on our labeling regulation (2 1 CFR 'art 801)
please go toht:/w .fd.uvbutD/etrffcsDR-/DR1Ofle
/ucm I113809. hu for the Center- for Devices and Racdiological -Icalth s (CDFV Off-I) i11ce of
Comphlice. AlIso, please note t regulation eni ted, -"d isbrandi ng by relkrnce to
1)reirket nocti fication" (21IC FR Part 807.97). For cquesio ns regard ing the reporting of'
adlverse events under the MDEW regulation (2A CFR Part 803), please go to

j l://wxvw. fdA.uov/Nded icail vi cesSafety/ReIporaPro bci m/c fai It. ht in 'or the C DR<-I's
Office ofSurvei Ilance and 13i ometrics/D ivision of Postmarket Surveillance.

You mnay obtin other general in formation On Your responsibilIi ties under the Act firm the
Division) of' Small M'anluacturers, Internatial and Consuimer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or ait its fiternet address
hlttp)://\vww.fda.,cov/NdlecicalIDeVices/ResoUrcesforlYou/ned Listrv/de fault IL 1)tIll.

Sincerely yours,

Anthony D. Watson, B.S.,. MS.. N4.1.A.
Director
Division. of Anesthesiology, Gieneral Hospial.

In fectdon Control awl Dental D)ev'ices
00cc of Devic Evaluaton
Center- for [Devices and

Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): _KI 11178

Device Name: __JueliCure Soft Impression Material______

Indications for Use:

JUELL~ure Soft is indicated for use as a permanent soft relining for total and partial dentures:

- to relieve pressure from pressure points

- to dam the palatal vibrating line
- in cases of flabby ridge and/or insufficient adhesion

- to cushion sharp-edged alveolar processes

Prescription Use __ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(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)

z~5~r
(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices Page -of

510(k) Number: ' /)7


