Effl "acy of Natural Toothpastes in an In situ Caries Model

: e '._-'-‘4.. Kelly!, G.]. Ecl : fenell™?,
Presentation # 3 : : :

ABSTRACT '

. - ength i A the soumnd ensime: i al bascline:
Dlfsfective: T evaluate the effscacy of two NaF silica bass: [whitening gzl and whitening liquid gel) aB-natural dentsfrices 12 an im aitw canies model clineal imal, Figure 2 ength s
Merdads: Two gamee-covered human enamel blocks, one sound |DENIN moded] asd cee partsally demineralizad | KEMIN moded], were placed in the buccal fange area I The extent of remineralizatom was cakulaed based on the metiod of Gelhard® e al,

sabpeces’ mandibular partsal dencores. Poeoyp-one sabjeces comsplenad the 5 keg, dosalbde blind, crossover study. Test dennifrece weansents {see Table bebow) were applied T ) B T % Sh{H recovery = &-B x 104

by l-ru-:h:np rwice per day for 14 days, The DEMIN and RERMIN Specimens were wach evalvased for surface miceohardness {SMH) using a Wilson 21 lardmess Tester [ | | | | N ]
flecwido speake wng adrill enamel by techn al amalyses meluded ANCVA and pair-wise comparisoes betwen trementy. POK s wers i 4 Rec
weil by cxtmatng X Mot 4 Masn] and beiting a4 8 5% e level. [ r'w Yy 3} Ex
Resulvr: H — | l l Enamel Anaride upeake was devsrmined using the microdrill bingsy mchn
[Fentifrice REMIN Model DEMIN Maodel . — | Anesly Design )
3 The 5-leg =udy wes comcducted dounble blind wish all subjecrs completing all aspects of the =ody in & cromover design, There was o one-week =
% SMEH | Fluaride Uprake o SMH Huoride Uprake R = e v baetwerwm wach swo-wark: tist b bo Sphyects recrived a cantal cleaning v o three days prioe so placy [
Recovery e Fiem agFlem | ] e L T placed, subpeots were thes part=l de urd a day asd weed ther asigsed poeathpaste el dar next veat,
Oppm F Flacebo MrEL12* 5 1.2s1 Treamesas
= - - The folloawing dentifrice weamemns were applied by brushing ewice’day for 14 days
Ztppm F Conerd | 25,0211 5.8 3.1=2 Figure 3 11 ppm s eidesiles pineeb d
110ppm F e " " s e ditikca ¢
3217 16,111 17.6=21 b=
R % - 1 31100 ppe dessdlics dentdrice (USP Reference|
Tom's Whirening Gel | 4 3,18 19,212 183216 4.2.2 it of Maine Anrcaviry plus "."i' g Giel Toothpaste (1 100ppm NaF)
- e h - | | | @ Teswthpaste Liquid Gel (1100ppm MaF}
Ilmml?-llih-m""' 4270 18,510 15221 4.8-4 § Seatistical -’-u1|:.'<-<
il Cie - i 2 i . . "
et 3wl EJ Sracistical analyses inclicled ANONA and pair-wise comparisons between treatments, For the SMH dara, PCK weses’ were emsploved by estiman (K & Xzn)

sting ak a 5% sgnificance kvel the ¢ that the s . ¢ war pgnificanily lewsr thas 2o T EMH Cha

*Miean # S0 e and mgnificanily

X thiz zera for % SMH Recovery, Far the fluarsle uptake dat uneide uptake for et dentiice | bree mean
A dome resporse 1o increasing Fluoride concentratic 2= chserved for all test paramerers. In both the DEMIN and REMIN models, both et products exhibsed 1 ki d TR = flunride wpaake for USF Reference) was caloalared in ocder o investigaze wheeher the flucride uprake .1vu.|.~|nl with the test denndrice wis ®ar beast as good as™ char
sgnificantly betrer efficacy than Flaceha and 1 F Cemitrol, but were not signi USP Reference Standa ke for both tent : = e associared with the USP Reference
proxdscty was found ta be “as st as good as” Redrremes Sucts passed the robust damasds of the PUS st )
Cemelrestons: Tom's of Maise Natural Ans i Giel and Matueal Antcaviey plus Whitening Laguid Gel Toothpastes were foed o promde dinical Figure 4 E;T.MJ::‘::’IH]TJHLI:T' Py o
ancicanes efficacy as determined by de situ remineralizacon asd flucride sprake. rﬁ-‘i\ll‘l-'. M:I__‘\_"_'";:‘m"'l ;"d_r'i:":m"r N:‘_ j: Toms dentifcicms
INTRODUCTION el wean alen \pnibc ' chantefricws.
FIMA testing requiremesss’ to dess e the bioavadabilivy of fluoride motkpastes are ourbeed in che anncasies monograph a ssal Canies Reducrion and either " iy deribileies W ch ciher
Enamel Sclubdsy Redncrom or m's previomshy pentioned asd was e .| | . * The PCK rests wers stanstically ssgnificas

we| Ulprake, Becanse Tom's of Maine does not support the use of animal sestmg.,
: acwckel in liwe oif the req

rubsrquantly gramsd prrmssion by FIA © red animal caries e, Tom's of Maing kax ones again mads use of an

e

Reminemalizances Modek B
* Aucmide uprake was sanificantly lower for placeba than all other trestments, Fluoride sprake was significanaly

H | D | EH E] mwar for te 1E0ppm eomirnl
- | * The LSP !

* The %

oride Upsake (Figwre 51

arke S b, 1

i ioseraph fo g el et fluceid

 cemply Witk require

OEJECTIVE
The purpose of chis study was 1o compare the effscacy of two new flucnde denedfrice

h caher.
e vo USP flucride wprake indicarsd

ihations with & clinically proven fluceide prodect (LSP Reference Denifrice}

o Test denedrice

= an du situ caries clinical trial, shus feiéilling FDOA moncgraph requiremmss wit === af animal tesing. ] : : .
= Rles Iogemy Lpowoemis thit he rwo Toms's demtifrices were both “ar beast = good as™ the USP for Fluoride upealo,
MaTerials & METHODS Disttestepabizativn Medel: M Chasge (Figurs 4

Snly Populaticn _ * HEMH change was siggeficanty higher for placebo than all ccher wearssenrs. %50 H change

Felfvytwa suilgects were recrinted i pastiapate i the o [ we fent logs wath difterent de ArckliestE, cach Listag o weeks, Foery-coe sulpects I"igure A was signaficantly higher fo il than LSF and the rwo x s denrifrices.
complecsd rhe study. All subjeces were ficred wich masdibulas parmal desmires modified o hold oo enasel specimens on the boccal fange (Flgwee 15 & The USP and Tex h cther.

T T * The PCK eits were not stalistaeally sy

Demmeralzation Maodel Fluceide Upake (Figyre &
* Fluswide uptake was sgnificantly lowsr for placeha than all ather sreatmmss,

[ . - : # Flucnde uptake Wi sgbfreamly lower foe 250 Lk LISP ae the Tom's deanfroes,

. an} | | # The USP and Tom's destifrices were not signifecasaly different from each othen
the progeriar baccal flinge drea to acoom stedate 1o ename spossierns H q
ul s R o

1. Provided wristes mmfoemed consent and medical history informars
d m prod Baakth;

rely {1 pr Fl
tetl denpese with s ent st

1. Were between 18 and 75 yeans ok

W ACTIVE CRiess

evidence of g ar itdoate ® The 0% confidence e 'r-:l for che ratio of st denndrice fluoride upsaikoe to USP fluccide sprake
&, Had a salivary flow rase in the range of noemal v d whole saliva flow race = 0,2 mLSminy stesslaced whole saliva flow rare 2 1,0 mLfmin} and melic i Elre: e T oride uptake,
7. Agresd to comply with all subjects’ respunsibilites ax stated in the protocal,

Ire sizw Caries Model =
ered humas esamel blocks, ose soesd and one pamialy demsenalized, were placed s e boccal flange area of the subjecrs’ masdibular pamial denmures.

eraliacion [DEMINI model, while the gawe-coversd partally demizeralized enamel specimen KEFERER

ez wre both “at beast ax goed as”™ tha TSP for ¢

LCoNCLUSIONS
Based on all resuls of this spady, the findings suggese the plausibilicy of coacloding thar Toes's of Maane Mamral Ancicavicy s Whirening Gel and Mararal
Anticaviey piws Whitenag Liquid Gel Toothpastes boch provade a clinically efficacious level of anmicaries efficacy through the action of ressaneralzation,

Tuwo gasee:
The use of the game-covered sound enamel specimen served as a de

5

wrerd ax a pemmeralzation (REMING medel. Changes sinerad contant of the enamel spremsans were assessed tha surface microharcdness (GAH) test'. The 1. Federal Register Wolume 80 Mo, 194 po 322497, Oomber 6, 1994,
DEMIN asd BEWIN apecunien were eack evabamted For SMH using a Wekieet D100 Hardness geiter, The cxtent af demmneralzancn wai caleuibated Based e the T L Zero ebl,, | Denn, Res,, 71, (Special lsswe} 871-878, 1591

Caries B 13 BI-83, 1579,
|- Dz Itn._,A-. 1201-1240%, 1984,
| Ddenie Res 71

chasge i SH: = margin o cevar L Gedhard
% SMH change = ¥!- X :Illi ) 4. fakkab it
i

5. Prociies 2t



