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DFPARTAMUENTO DR COMLRCIO DE LOS USTADOS UNIDOS
Oficina de Parentes y Marcas de Jos Estados Unidos

30 de septicmbre de 2006

1.a presente es pura certificar que ¢l anexo cs uma copia bel de los registros de Ia
Oflicins de Pawntes ¥ Marcas de los Fstados Unidos, de los documentos de b
solidind de pawnte identificada mis adelante, que cumplicron con los
requcrimiientons pura concederse una fecha de presentacién de acuerdo enn 35
USC 111,

Numero de Solicited: 11/239,513
Fecha dc Presentacion: 29 de septiemhbre de 2005

El. CODIGO DEL PAfS Y EL NUMERO DE SU SOLICHIUD DE
PRIORIDAT), PARA SHR USADA FEN LA  PRESENTACION
FXTRANJERA BAJO Fl. CONVFNIO DE PARIS 1S US 11/239,515.
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Oficina de Patentes y Marcus de los Kstados Unidos de América
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Oficial Cemificador
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United States Patent and Trademark Office

APPLICATION NUMBER: 71/239,515
FILING DATE: September 29, 2005

By Authorlty of the

Under Secretary of Commerce for Intellectual Property
and Director of the United States Patent and Trademark Office

September 30, 2006

THIS IS TO CERTIFY THAT ANNEXED HERETO IS A TRUE COPY FROM
THF. RECORDS OF THE UNITED STATES PATENT AND TRADEMARK
OFFICE OF THOSE PAPERS OF THE BEL.OW IDENTIFIED PATENT
APPLICATION THAT MET THE REQUIREMENTS TO BE GRANTED A
FILING DATE UNDER 35 USC 111.

THE COUNTRY CODE AND NUMBER OF YOUR PRIORITY
APPLICATION, TO BE USED FOR FILING ABROAD UNDER THE PARIS
CONVENTION, IS U511/239,515

M. RTER
Certifying Officer
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0 APPLICATION ELEMENTS ADDRESS TO: W‘; for Patents 2&H &= E‘
.0. 1 o
Sso MPEF Chaptar 800 conceming tifty patent appicaton Alexandria, VA 22313-1450 8 — EEE
1. ‘;ﬂ Fee Transmittal Form (e.g., PTO/SB/MT) 7. L) CD-ROM or CD-R in duplicate, large teble &%
(submi an arigha! and a duplicate for 150 procsssing) Computer Program (Appendix)
2. L] Applicant claims small antity status.
3. 4 Specification [Totel Pages 18] 8. Nucleotide and/or Amino Acid Sequence
Prefmod armangomant 8t forth Salow) Submission (if applicable, all necessary)
- Descriptive Title of the invention ».[JCamputer Raadable Form (CRF)
- Statement Ragarding Fed sponsored R&D i. C] CD-ROM or CD-R (2 coples); or
- Referance to saquencae listing, a Lable, or a i CJ poper
me lIllﬂlﬂﬂ ::p-ndl: c{JStetemant varifying identity of sbove capies
- Brisf Summary of the lnvention ACCOMPANYING APPLICATION PARTS
- Briaf Dascription of the Drawings (i flecl) 9. L] Assignment Papars (cowar shest & document(s))
- Detalisd Description 10. [J 37 CFR 3.73(b) Statoment [] Powsr of Attomey
- Claim(s) (whan thera is an assignee)
- Abstract of the Disclosure 11.BWhhTmuutanounuu(ifw;
12.1_] infarmation Disciosure Stalemant
4. {X) Drawing(s)(35 USC 113) [Total Sheets 5] (IDSYFTO-1440 CCoples of IDS Citations
8. Oath or Declaration [Total Pages 3} 13.1X] Preiiminary Amendment
4 a.umhd(ublnd or copy) 14.{(31 Retum Rocelpt Postcerd (MPEP 503)
?fbr e mg%m 15.Dc-tmbz::dmaynm:()

. contimration/divisional L]

1 1. 0 PELETION OF INVENTOR{S) forsign piorly ls claimed) ‘
Signed statemont atiachod delating 16. L] Request and Certificatlons under 35 U.S.C. 122
invantor(s) named In the prior applicstion, (b}(2XB)YN. Applicant must attach form
se0 37 CFR 1.83(dX2) and 1.33(b). PTO/SB/AS ar its equivaient.

12. ] Other
8. ication Data Sheet. See 37 CFR 1.76
W.JHo NUWN , Chack eppropriato bax and supply the roguisits information Dolow and it &

praliminary amondmani, or in an Appiication Uame Shoe! under 37 CFR 1.78;
[J Continusion [ Divisional (] Cantinuziion-in-Part (CIP) of prior application No.: 10/805,737, fied V22/04
and 11/085.766, fad 3/25/05. Prior application information: Examinar: Group Ast Unit: 3732
For CONTINUATION or DIVISIONAL APPS only: The enlire discioaure of the prior appication, from which an
éuhwdodnmﬂonbupﬂlduﬂuﬂuﬁb,hmnﬂdmlpmofhdhdaundmﬂmmm
continuation or divisionsl application and Is hareby incorporated by reference. Thohmrpom:nmm
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18. CORRESPOND E ADDRESS

Customer Number or Bar Coda Label 00002777 or an Address below
Name: Philip S. Johnson, Eag.
Addreas; Johnson & Johnson
One Johnson & Johnson Plaza

New Brunswick, NJ 08833-7003 USA

20. TELEPHONE CONTACT
Please direct all telaphone calls or telafaxes to Jamee P. Barr at:

| Tel ne: §24-2826 Fax: (732) 524-2808
21, _SIGNATURE OfF APPLICANT, ATTORNEY, OR AGENT REQUIRED
NAME James P. Barr Req. No. 32,882
/Jamas P, Barr/
SIGNATURE
| DATE September 28, 2005
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IN THE UWITHED STATES PATENT AND TRADEMARKE OFFICE

Applicant: Harold D. Gchs

For : DENTAL DEVICE WITH IMPROVED RETENTION OF A FLAVOR
AND/CR CHEMOTHERAFSUTIC AGENT COMPOSITION

BExpress Maill Certifiocate

PEXpreas Mall” malling number: EV 139478353 US

Date &f Depoalt: Septanbar 2%, 2002

I herveby cerctify chat thia oomplete apgplication, inciuding
spmoificarion pages, claime, drawinasa, and Da?hratinn and Powex
of Attornmey, ls being deposited with the United States Postal
Service "Expoess Mall Post OIfice to Addressea’ service under 317
CFR 1.10 on the date indicated above and ia addressed to the
Coomianloner for Pakenta, P.0., Box 1450, Alexancria, VA 22313~

1450.

Laurie Phillips
iTyped or printad name of person mailing paper or fee)

Jlaurie Phillipsa/

(Signature cf parsaon mailing paper or fes)

Capy provided by UBPTD from ihe IR noge: Databats o8 0025 2006
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| Appieation Number
FEE TRANSMITTAL Fling Data September 28, 2008
%5 32
Attornay Number .ll.mﬂ@
FEE CALCULATION
CLAIMS AS FILED
) @ () {4) 5) B
| ————————— ——

FOR: NUMBER FILED | NUMBER RATE BASIC FEE

EXTRA $300,00
TOTAL CLAIMS 11-20= o » 50.00 $ 000
INDEPENDENT 1-3= 0 x 200.00 $ 000
CLAIMS
SEARCH FEE NA NA NA $ 600.00
EXAMINATION FEE | NA NA NA $ 200.00
APPLICATION SIZE | 19-100= o/50 x 260.00 (If the $ 0.00
FEE speciication and
:r':m- axosd :ﬂ— 100 sheels of
shaats of pRDET. e peper, for aach
applicetion size fee due is addkionsl 50
m%:agm shests or fraction
80 sheols o taotian thareof)
twreo!. Sou 26 UA.LC.
410)X14G) snd 37 CFR
1.1808).
MULTIPLE O N/A $360.00 0.00
DEPENDENT
CLAIMS

TOTAL FEES $ 1000.00
METHOD OF PAYMENT

(X) Please charge Deposit Account No. 10-0750/J8.J5074/JPB In the amount of 1000.00.
Thrae copias of this shast are enciosed.

B4 The Commissioner is hersby authorizad to charge any additional fees which may be
requirad in connection with tha filing of this communication, or credit any overpayment, fo
Account No, 10-0750/18.J5074/JPB. Threa copies of this sheet are enclosed.

SUBMITTED BY: Complets (if appicobie) |
Pltmdol‘! P. Barr No.

Jamnes P. Barr/ Deposit Account
Signatura Duto: #2905 No. 100750

"Copy providod By USPTO trem ihe IFW Bnage Dakibase en 00262006
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Dackel NoJRIS74USCEP
IN THE UNITED STATHS PATENT AND TRADFMARE OFEICE
Applisants :  Harold Tr. Ochs Confirmation No.:
Appin. No. : '
Filed 1 Sepember 39, 2005
Tille +  DENTAL DEVICE WITH IMPFROVED RETENTION OF A FLAVODR
AND/OR CHEMOTHERAFEUTIC AGHNT COMT'OSITION
Arnt Unit : N2
Examiner :

I hasuhy sarcliy thak thip errespondesss 54 kadeg deposited wnkkEn the
Initod Smrr Fonknl Bervics af Elvin =laus mmil in a0 ssosdieps sddcebl ol
b1 Oeslesionicr Bl racenony B0, Bom 34F0, Alssasisls, VA H313=146H on

SnpkEanber A9, 2005
o ol Bepoatrs

James P. BArT
e s T TR T i ]

e T

Scptomber 29, 1005
Tt ol Egetae]

Commisgioner for Polemnds
o). Box 1454
Alexandria, VA 223 13-1450

PRELIMINARY AMENDMENT
Droar Sir;

Pleusp enter the following preliminary amendiment to the application to add the relsted
applicatisna parngraph of the spestflcation to show Applicenty” claim o dewneatic priority.

Amendment (o the spacification begine on page 2 of this paper.

Copy pesvisied by USFTC Irar [he IV LInage Databess on DH2NE00E



In the Spcetfication: .
Please add the fallowing paragraph aiter the tithe ot page 1 of the spocificalion:

="This applioution is u contivmatlon.dn-part of Application Ne. b 1/065,766, filed 2/25/05,
which is = continualion of Applicacion No, 10/805,737, filed 3/22/04. —

Eq:y pmﬂ'ﬁ by UEPTO fmam e IFWY Inchge Databass an I2R'MDE



Applicant has umended the specification to npdaie the claim of priority. Inview of (he
above amendment, Applicant halieves that the present application ix now in condition for
allowance and respectfully requests thar a timely Notice of Allswance be ismaed in this case.

Respectiully snbmitied,

By: Jgmer P. Bt/
James P. Bar
Reg No_ 32 8R2

Johnson & Johnson

One Johneon & Johnzon Plara
MNew Brunswick, MJ 08933-7003
{73Z) 524-2836

Dmad: Septamber 22, 2005

PN

Capy pravbied by ISFTO ffom D N Bmege Binbaas on 20408
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TIILE OF THE INVENTICON
DENTAL DEVICE WITH DMFROVED RETENTION OF A FLAVOR

" ANDVYOR CHEMOTHERAPEUTIC AGENT COMPOSTTION

K OF THE I

FIELD OF TEE BNVENTICNN

The presant invantion rolios to a deneal device that can deliver Savor
andfor chemotherapeutic agemts o tha month. The devioe comtaine improved
mcans for retaining the flavor and/sr chemolheripestic agant composition.

DESCRIPTION OF THE PRIOR ART

The degire for adding flavar to the moulh ind 1seth whila Sassing has
led to the development of flavored demtul Ness coatings  Dancal flosges having
flavoring applied directly to the flose are well known in the ert. Tn use,
flawared dentad floss is inscriod between teeth. The dantal floss leaves a ight
flavaring in the mouth s the Hoes is passed betwoon kecth-

Flevored denxal floss is typleadly packaped and sold m loks of twenry-
four or thirty-gx units. The process for uking Navored danwa] floss typically
mvolves placing a traditisnal flavor evetem including flsver such an spoy
dried flavor in a conting snch & & prcmerystat]ine wax, than applying tho
ouuling to u Gber subsirate k penerate a2 dental floss. Donial floss holdams
have recenily bocome s populsr way of Nossing batween testh, Iff thoso wax-
coatad decttal Massas are nyed in an injection molding proceas for making
demtal flose holders, (he soating will eventually clog the injection modd and
cause the molding moachine to [am. Fortbhermore, the ernommt of flaver
mvailable is small mnd thus only a hint af flavor can be provided through this
lechnigue.

A Cootralled Redetse Tterproximnal Delivety System ig disclosed in
Lhited States Patent Number 5,165,913, wherein the dental Aoss conlaina

-1-
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swrfaciant and silicone preparations with added chemotherapeuric ayents.
Unlikn the pregent inventinn, the “913 patent providea flavor only o the floss,
allpwing for just a emall amount of flavoring to be inserted jota & user's
mouth.

Co-panding UIniled Sistes Patent Application Serial No. 1WB05,737,
filed March 22 3004, the disclosure of which is herthy incomporalad by
referenoe, teaches a dental Boss holder having maans fbr retaining favor
and/or actlve compositiona. The weans for nelaining tho compesitions incinde
through hales and anchors.

Although the device aught in the co-pending patent applicarion is
neeful, there is 2 peed (br mch a device with improved mesne for retaining the
flavor and/or activo composition in the deviee until used

SUMMARY OF THE INVENTION

In a firet ambodiment, v present investlan provides e dental Hoss
holder intlisdiny: a hese portion; s prir of spaced-aparnt jows extending from
the basc portion to accommodate a length of dental [nss there-between; the
spaced-gpart fawvs having at least one onvity for loading a composition
contxining flavor and/or a chemotharapentle ageni; snd wt least onc flmge for
cach cvity,

The dental floss holder includoes a base portlon and a peir of spaced-
apart extending from the bage pordan. A lengfh of deminl Boss is scomred
betwasn the distal ends of the spaced-gpart anms. The bese partion may ave
a padr of lateral sides and mesns for relsasable engagament for sitachment to a
handle. Eaoh lateral side mey includc at east ope protrusion and t least sne
indentation spaced laterally thene-from. Whan present, the proontion on the
firet laterat side ie located opposite the indentation on the second lateral sidc.
The indentation on the first lateral xide is located oppesite the pootrusion on
the second lateral side.

-2
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Thc spaced-apmt amms hawe ot least one cavity that is adapicd (o be
capahle of olding a flavoring sienl, & chemotharapeatic agent or o
combination thereof. Each cavity can be a throngh hole or a concaved anca,
A solid or semi-solid composition heving flavoring agent aodfor a
chamotherapeutic agent e loaded therpin. Each cavily 1a prenvided with a
Nxoge that ie adapicd to retain the composition within tha cavity untll the floss
holder is usad. That is, the camposition containing Mavoriag agent and/or a
chemotherapcutic agent is mechanically restraximed within the cavity by the &
Beast obe flange mrt] such tme aa the flsas hatdar is contached by a nsar's
salive. The flangs acts to reduse 8 pordon of tho open arca defined by the
cavily and thas vestriol the compasitiom [oom falling dut préamaturely. Onca
flossng begine, the compositon containing flavoring agent and/or a
themoiherapestic agent disperees throughont the mouwth as eech mvity fillad
wilth flavoring contacis sulive nom The user’s mouth,

n & s&tond cmbodiment, the presemt invenlign provides & dental Foas
device having an Imteprally conneoted dantal floss holder and handle, The
dental Flogs holder domprises 4 base portion snd & pair of speced-upar arme
cxtcnding from [he base portion to acconmunadate a langth of dentsl floss there
betweeil Each spaced apani sty bak ot et o cavily defmed theewin, Each
cavily may be in ths form of a through bale or a concayity capable of
containing compoaltions kaving Bavoring apent and/ar a chemotherapenric
sgont. The composition contrining flavoring egent and/or a chemothcrapeutic
agent is retained in the cavity by at Teest ona fange until the floss holder is
usel, The base portion comprizcs & pair of laicral sidea. The handle mitogrally
oxtends ffom the base portion of the dental {loss holder. In use, the Hoss
holdder has an integrally sllached handlc at its base portion. The: conmusmer
places the floss holder portan In thelr mawth to bagin flossing. Cnea the Noss
from the flgss hglder is insoriad belweon the user’s teeth and mlive soniacty
the comnpasition having ﬂﬂ.ming agent andfor a chemotherapeulic agent
storod {n cach erm"s cavity, the flavoring and'or chemothcrapotic agent
disparses fhroughout the user's mouth.

-3-
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Tn & thind embodiment, the precent invention provides a dental floss
device including 8 handic having & head portion and a fievored dental floss
halder, which is adapted to be releasahly conected 10 the head portion for
aubsoquent usc. The dondal Boss Juvice further maludes relessahle
ongagement means for rolaasehly sacuring the dendal floss halder o fhe handle
during e, The head porfion extends mansversely of the bongimdinal axiz of
the gripping portion, as a nesult of which the handle has 4 gonerally T-shaped
canliguration. The head portion includse a generally U-shaped chonnel for
reicazably recoiving the abdve-deseribed dental Boss hokler, The L-shaper]
chennel hay a Soar and two speccd apart walks, A fiest of the two wall
moludes 1 Teast ome protresicm and ac lenst one indentation apacsed kaderally
therefiom. The second of tha two walls defining the U-shaped channel also
includes &t loast onc protrusion and at least onc ndenlagion spaced laterally
therefigm. The protrusion on the Gret of the two walls Is locared opposite the
indentation on the secoend of the two wills. The indestalion o the first of the:
two walls is Jocated :ippualte (he indentation on the second of the two walls
Tho mdontution on the firel of the twn wally i3 located oppowite the protrusion
¢m (he second of e twa walls, The protugions and indeatatinns an the two
walls defindng tho U-shaped channel of the head portion are nized and
arrangetd 1o vaneive in frichional engegemant the indentatinne and protrusions
on the lateral gides of the bass portion of the aforementioncd denial floss
holder. The dental floss holder has a basa pottion and a padr of spaced-apart
e cxvending fiom the base portion ko acogromodate & length of donte] floms
there-between. The base portion [nchisdes & pair of 1ateral sldes. Each lateral
sida contains et loast one protrusion and et least one indentation spaccd
lakally there-[rom. The probrusion om the fies laterat gide is looaled oppoxile
the indenitation on the sccond laterel side. Tho indentstion on the firat latcral
gide la located oppoxzite tha protrosian on the secornd zerel aide. Preferably,
the speced-apart armns nciuda snap fit poojeetiond for engagement with the
head portion of the handle. The spaced-spart arms have seap fit projections
exiending imvardly therg-fiiom. Each of the spaced-apart artns has at leagt ona
oavhty defmed therein.  Baeh cavity may be & throngh hole or a concavity

-4-
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capable of hol;ﬁng a composition containing flavoring agent and/or a
chemotherapeutic agent, The composition contsining flavoring agont and/or a
chemotherapeutic agent is retained in the cavity by at lcast one flange until the
floss holder is used. In uso, the floss holder is attached to the handle at its
head portion. The consumer then places the floss holder portion in thoir
mouth to begin flossing. Once the floss from the floss holder is inscried
between tho user’s teeth and saliva contacls the flavoring agent and/or
chemotherapentic agont stored in cach arm’s cavity, the flavoring agent snd/or
chemotherapeutic agent will disperse throughout the user's mouth.

In a fourth embodiment, the present invention provides a handle
having an clongated gripping portion and a head portion. The head portion
may be dosigned for releasably receiving a dental floss holder with a single
cavity or multiple cavitics in each arm. The head portion may further be
releasably cngaged to any denta] article carrying flavor or chemotherapeutic
additives. The dental article may consist of a brush, pad, probe or other device
known in the art for delivering flavor or chematherapeutic additives to the oral
cavity. The head portion extends transversely of the longitudinal axis of the
gripping portion, s a result of which tho handle has a generally T-shaped
configuration. The head portion includes a ganorully U-shaped channol for
releasably receiving the above-described dental floss holder, The U-shaped
chamel comprises a floor and two spaced apart walls. The U-shaped channel
may include a cavity on an exterior surface of tho two spaced apart walls.
Each cavity may have flavoring agent and/or a chemotherapeutic agent loaded
therein. The flavoring agent and/or chemotherapeutic agent compositions are
retzined in the cavity by at least onc flange. A first of the two walls includes
at least one protrugion and at least one indentation spaced laterally thercfrom.,
The second of the two walls defining the UJ-shaped chamnmel also includes at
least one protrusion and at least one indentation speced Iaterally therefrom.
The protrusion on the firm of the two walls is located opposite the indentation
on the second of the two walls. The indentation on the first of tho two walls is
located opposite the protrusion on the second of the two walls. The protrusions
and indentations on the two walls defining the U-shaped channel of the head

-5-
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portion arc sized and armanged to receive in frictional cngagemont the
indentations and protrusions on the lateral sides of the base portion of the
aforemontioned dental floss holder. Aliernatively, the head portion may be a
conventional toothbrush head or a head portion for housing cavities.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 is a top plan view of one embodiment of a dental Hoss holder and
handle in accordancc with the prosent invention;

FIG. 2 is a front view of the dcntal floss holder in F1G. 1, in accordance with
the present invention;

FIG. 3 is a rear view of the dental floss holder in FIG. 1, in accordance with
the present invention;

FIG. 4 is a magnified vicw of a cavity in the denta! floss holder in FIG. 1, in
accordsnce with tho present invention;

FIG. § is a longitudinal cross-section view taken along line 5-5 of thc dental
floss holder of FIG. 4;

FIG. 6 i» a horizontal cross-soction view taken along line 6-6 of the dental
floss holder of FIG.4;

FIG. 7 is 2 magnified view of a cavity conlaining a flavor composition in tho
dental floss holder in FIG. 1, in accordance with the present invention;

FIG. B is a longitudinal cross-scction view taken along line 8-8 of the denta)
floss holder of FIG. 7; and

FIG. 9 is a horizonial cross-section view taken along line 9-9 of the dental
floss holder of F1G.7.
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DETAILED DESCRIPTION OF PREFERRED EMBODTMENTS

The present imvention is directed to a dentsl device, such as fbr
cxampla, a denral flngs holder that is adaped 1o be connected to a handle. |
the firat embodiment of the igvention whersln the dantal device is a dental
floss holder, the dental fioss holdor inoludes u base portion and a palr of
apacad-apart jaws extonding from the hese portion to accormmodais B bength of
dental floss there-between. The spaccd-apart jrwe have at lemt one cavity for
logding 2 compasition conaining flaver and/or a chemotherapeutic agent; and
&t Lemat one flanes for aach cavity,

Referring ta Figures 1-3, the deatnl floss holder 20 mcludzs 2 bage
portion and a pair of spaccd-apirt arms axtending fom the bass porton 21
and % Jenygth of denis] fioss 24 is sacured between the distal cnda of the
epaced-apart arma 22, Z3. The dentsl floss holder 20 retaina tha length of
dental floss 24 fior cleaning balween tasth. Any dentnl floss material known in
the art may ba nsed in the dental floss holder of the prosmmt mvention
Exemples of suitahle denlal foss matetial inclode, bot are pot limited o a
menofilsment fiber or & molti-Ahament yarn compriging a plurality sl quch
monollament fibers. The dantal floes holder is provided with at lerst ona
cavity 224, 2)A, prefarnbly locakcd in st lorst one of the spacod-apart arms.
Each cavity can be a through hole fhat extands completaly through the arm
(ot shaovn) or Rlicmatively the oavity may be in the form of a concaved anca
that extends caly partially theongh the anm_. A composition 228, 238 having
flavoring agent and/or & chamotherapeulic agent may be Lugded into such
cavityZla, 23a respectivcly. Roferring to Figure 4-5, tho composition
conlaiming favormg agenl and'or & chemotherapeatic agent is redained it the
cavity by et least one flangs 230 nntil the flnas holder 15 used. Onos flosing
beging, tha composikion contalsing Axvoring ugent adfor a chetoothetapeutic
ageadt digperses thronghout tho month as cach cavity filled with flavoring egent
comtacts saltva from the mer™s mouth,

Copy praviied by (1] 4 0o ™ =Y < imoge Dalohaso on Dy E0MH
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‘The handle and head comprising the dental deviea of the preseant
inventian may be made of any sitablo material mown in the art. Sultable
materials include polytsans such as, but not Limited o, acrylics, such ae poly
methy] methacrylsic; polyoledine, anch 35 palyethylene and polypropylene;
polyesters, such as polycaprolactone; ¢o-polyesters; polycarbanate; and
mixtures thereot

For dental Bassing devices, the handle and denial Dess holder may he
madé of the garnc maierial or differcnt materivls, Preferably, the dental floss
holder (oxclusive of tha damtal flows remterial) is mado of g matecial that is
solter than the maiorial fom which the hindle is mada, In a preforrad
emhbodinaent, the dental floss holder is made from a polypropyleme material
&nd the handle is made of co-polyester material.

Tha devices of the present invention may be mude by any snimbie
process known in (he et Injection mokfing is preferred, Flanges may be
formed by applying aufficier forse on the device to doform an yppur portion
of a surface of the dental fioss holder smoumding the cavity. The pressurc
may be applied by means known in the art, aich a8 the nsc of & press and the
like. A baror rod may be attached to the press and willized to minimize tho
arca of contact with the dontal floss holder, theneby providing floxibility m 1he
size of the flangs(s) by changing the sizg of the bar or rod

The deyal finss holder Includas two speood-apast amg wharein at least
ong of the apaced-apart arms has a cRvity positionsd (wrein. Bach cavity can
extcnd cntimly throwgh the amn or the cavity may be in the farm of an
indemtarion that is open to only onc side of the ann and {s @ws closed to an
opposite Nde of the arm, In nse, sach nnvil.;}' containg & fluvgting ageat and/or
chamotherapentie agent thercin, The shape of the eavity ic not, per se, critical
to the invémtion, provided of course that the orvity defimes & valume that is
sufficient to contain am effective amount of flavoring agent end/or
chemolverapentic agent. In goncral, the savity may be In the form of 2 squere,

Copy provided by USFTD frum the [P Image Detabane ou ORIE00E
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circle, trianglo or any shape formed therein, Each cavity is defined by side
walls which define a cavity width therchetween.

In accordance with one conbodiment of the invantion, the cavity may
be defined by & pair of opposite side walls whercin one side wall is
substantially parallcl to an opposite sidc wall. In a preferved cmbodiment, at
least one side wall is formed at an oblique angle with respect to an outex
surfaco of the arm such that the cavity is wider at the outer surfaco of the arm
and tapers inward as it cxtends into the thickness of the arm. In a mosl
preferred embodiment, both opposite side walls are formed at an oblique angle
with respect 1o the surface of the arm and thus the side walls of the cavity
taper inwards as they extend through the thickneas of the arm, In accordance
with this embodiment, the cavity has a continuously decrcasing width
throughout the thickness of the arm.

The cavity is provided with at least onc flange thal serves as a
mechanism to help retain the flavoring agent and/or chemotherapeutic agent
within the cavity until such timo as the dental device is placed within a user’s
oral cavity. The flange cxtends ocutward from at lcast a portion of the side wall
of the cavity and effectively reduccs a portion of the width and/or length of the
cavity. Bach flange may extend from the aide wall of the cavity and be located
such that the flange i either located over or into the composition within tho
cavity. When the flange extends over the composition, it is usually loeated on
or slightly ahove the surfaco of the arm. In an altemativc cmbodiment, the
flange may be Jocated immediately subjacent 10 the purface of the arm. In
accordance with this embodiment, the flange will extend into the composition
since it is located within the cavity in a spaced spart rolationship with respeet
to the surfiice of the arm. Preferably, each flange may extcnd from about
0.05mm to sbout 1.58mm from tho side wall within the cavity and in use, may
extend by the samo amount cither above or into the composition. In either
embodiment, the flange prefcrably contacts at least a portion of the
composition and prevents the composition from being prematurely dislodged
from the cavity prior to use. Each flange may be co-extensive in length with

~ Copy provided by USPTO from tha [FW mage Dalabase on ONIS008
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the length of the cavity. Typically, the length of cach flange may be from
about 0.25mm to about 9.52mm in length along the top of tho cavity.
Alternatively, each cavity may contain a plurality of smaller flanges, each
flange extending only along a portion of the lcngth of the cavity, For example,
the cavity may contain four or morc relatively small flanges, for example two
flanges on each side of the cavity. In a preferred emnbodiment, each cavity
contains multiplc flanges wherein each cavity contains two relatively long
flanges, one on each opposite side of the cavity.

It is an important consideration that tho composition having flavoring
agent and/or a chemotherapeutic agent be in the form of a solid or semi-solid
material when at room temperature and that it is capable of being contained
within a pre-defined cavity shape. The flavoring agent may be in the form of a
water gsoluble or water insoluble composition that is capable of being fillod
into the cavity of the denta! devicc. The composition preferably is water
soluble and contains flavor droplets, swectcnors and other excipients to form a
stable solid or semi-golid composition. The composition may also contain
commorcially available spray dried flavors. Suitable water soluble
compositions may include, but are not limited to, polycthylens glycols
(“PEG™), such as PEG 1000 to PEG 5000, cthylene oxide/propylenc oxide
copolymers, such as those commercially available under the trade name
PLURONIC®, and polyvinyl alcohols. These compositions may be hested and
stirred and flavor oil n'uy be addod to homogenize the flavor system. This
homogenization breaks up the flavor into draplets and disperses it into the
composition. The composition may be filled into the cavity(s) of the arms
where it may cool, solidify and bond. Suitable watcr insoluble compositions
intlude, but are not imited to, an emulsion of oil and water soluble
composition with flavor inmersed therein and microorystalline wax. The
water insoluble substance preferably has a low melting point, e.g., below 82
degrees C and more proferably, e.g., below 60 degrees C. Typically, spray
dried flavor is usoed in conjunction with water insoluble compositions. It
should be notod that water insoluble substances yield low flavor delivery whea
used this way.

-10-
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‘The chemotherapeutic agents may also be in the form of a water
soluble or water insoluble composition that is capable of being filled into the
cavity of the dental device spacco-gpart arms. Chemotherapeutic agents
include, but arc not limited, antimicrobials such as alkyl trimethyl
ammonium bromide, chiorohexidene, sanguinaria, triclosan, zinc snlfate,
antibiotics such as tetracycline, antioxidants, desensitizers such ag potassium
nitrate, remineralizing ageuss such as compounds of flnaride such as sodium
fMuorido or stannous fluoride, anti-tartar agents such as ictrasodivm
pyrophosphate (TSPF), plague control agents such a3 cotyl pyridinium
chloride, cleaning subatanccs such as surfactants end cmulsifiers such as
sodium lauryl sulfatc, sodivm lauryl sacosinate, surfacianta such as block co-
polymers, coating substances such as rilicones, carbowaxes, silicone glycol
copolymers and polydimethyl siloxane teeth whitening and bleaching agents
such as calcium peroxide, pH buffering agents such as buffered or acidulated
phosphofluoride, sodium monofluorophosphate antifungal agents and
hemostatic agents such as vitamin K and calcium ions in the form of water-
sotuble calcium salts,

The compasition may also contain moisturizing sgents, lnbricating
agents, effervescent agents, sensory agents, soothing agents, anti-
inflammatory agents, and the likc and combinations therecof.

The dental floss may be in the form of 8 multi-filament yam and may
be circular in cross section or flat in cross-section, and typically has a denier
ranging from about 200 to about 1400. The donier of the individual filaments
forming the yam typically ranges from about 1 10 about 6, although other
denliers may be used in some circumstances if desired. The yam may be
twistod or untwisted as well as coated with substances to prevent fraying and
provide ease of sliding between toeth,

Psucdo-monofilament yamns may also be uged as denta) Noss matcrial
in the present invention. Pscudo-monofilament yams are mado by extruding
bi-component fibers comprising a core of onc polymer and a sheath of a

Copy provided by USPTO from the IFW Fnage Delabase on ONZE008
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difforent polymer, then either partially or totally melting the sheaths of the
fibers to bond or fuse the fibers, resulting in a monofilament look and feel.
One oxampic of a suitable bicomponent fiber for making psendo-
monofilament yam is a core of nylon 6 with a sheath of PEBAX® brand
polyether/amide copolymer. Other materials besides nylon can be uscd for the
core of the bicomponent fibers and other polymeric materials hesides
polycther/amide copolymer may be used as the sheath material.

Other dental floss matcrials which may be used in the present
invention inchude, but aro not limited to, nylon 6-6, nylon 6, polypropylenc,
polyethylene, high molecnlar weight polycthyleno, ultra high molecular
weight polyethylcne, monofilament polytetrafiuoroethylene, and the like
materials, Combinations of such materials are also acceptable as long as they
provide thc floss with strength and resistance to fraying. Ultra high molecular
weight polycthylene is a preferred dental floss material.

The individual monofilaments comprising a multifilament dental floss
yarn may, if desired, be air entangled. If the yam is air entangled, the air
entanglement nodes may be from about 1.25 em to sbont 5.2 cm apart,
preforably from 2 em to 3 cm apart. One typo of air entangled yam is
described in U.S. Patent 5,908,039, the disclosure of which is hereby
incorporated by reference.

As is known in the art, the dental floss may be twistod. If the dental
floas Ia twisted, it is preferable to have less than 6 tums per 2.54 cm, und more
preforably less than S turns per 2.54 cm. As is also known in the arnt, the
dental floss may be coated with waxes, flavorants, active ingredients, and the
tike.

A suitable process of manufiacturing dental floss holders includes
feading dental floss through a multi-cavity mold and injecting plastic into the
mold to form the holders. This process is discussed more fully in U.S. Patent
5,538,023 1w Oczkowski et al., with is incorporated herein by rcference in its

-12-
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ontirety. After complction of the imection-molding stcp, the floss may then be
e and tied af the ends, Alcarnatively, the ends sro hoated to Form sphenex and
retain the floss material in place. The flass in the dental foss balder typically
has some sleck. I usc, it is prcforrod thet the dental fioss be tawt.

The relationship betwesn the suap fit peojections on the dental floss
holder yud the termingl snap ﬁl:.rn::niml of the head portion may be aduptod
to make the floss matarlal taug when the dantal Aoss device la assembled or
use, Tho length of the head porntion is sized so thas when the dental flozs
hplder is secuned in (e [T shapod ehimnel of the head portion, the distaoce
betwoen the srms of the dental flosa holder i3 incroased, thas meking the floss
material taut. The dlatance by which the arans ol the dental floss holder is
inergaied when the dental flozs holder is brought inlo cogagemenit with the
head portion of the handle depends on e amonnt of slack in the deatal floss
matodal when the dental floss holder is out of cngagemnent with the head
partion.  Typically, this distance tenges from about (.1 3mm Lo abowt §,52mm,
profenably from about 0.25muso about 0.51num.

Bxamplcs ere provided below to further llnstratc the dental fioss
devices of the preasent inventien. The invendon ssonld net he comstioed ac
hoing limited to the specific datalls xet forth berein.

le 1 ~ Haowlle

A co-polyester handle according to the present invention was made by
Injectlon molding. Referring mow to the appended deawinga §-9, handle 1§
compriscs mn clongated gripping portion 11 and a head portdon 12 at its distal
and Head portion 12 exiends iransverzsly of the Impgitudmal axis of gtipping
portion 11, a3 & resnlt of which kandle 10 has n generally T-shaped
configneasion. Head portion 12 incindes a genarally TJ-sheped channel for
relenssbly nctiving a dengal floss holder of the {ype mentioned hereinubove
mnd in Exumple 2, The U-shaped charmel comprizcs 2 convox floor and two
gpaced apart walla. The first wall comprises a protrugion and sn indenestlon

Gopy provided by USPTQ from tha I knage Oeiokoss on SRS
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spaced laterally thercfrom. The sccond wall defining the U-shaped channel
comprisus a protrusion and an indentation spaced Iaterally thorofrom. The
protrusion on the first wall is located opposite the indontation in the second
wall. The indcatation on the first wall is located opposite the protrusion on the
second wall. Referring (o Figures 1 and 2, the protrusions and indontations on
the walls are sized and arranged to receive in frictional engagement mating
indentations and protrusiona on lateral sides 25, 26 of base portion 21 of the
aforementioned dental Nloss holder 20. Soc also Example 2 hercinafior. The
sidea of the head portion 12 engage snap fit projections 27A, 278 of dental
floss holder 20 when the floss device is asscmbled for use.

A polypropylene flavorcd dental floss holder according to the present
invention was made by injection molding with Eastman BASTAR® BRQ03
co-polyestcr. As is scon in Figuros 2 and 3, dontal {loss holder 20 comprises a
base portion 21 and a pair of spaced-apart arms 22 mnd 23 extending from the
base portion to accommodate a length of dental floss 24 tharcbelween. Baso
portion 21 is comprised & pair of lateral sides 28, 26. Lateral sido 25
comprigsed a protrusion 25A and an indentation 258 spaccd laterally
thorofrom. Protrusion 25A on first latcral side 25 was located opposite
indentation 26A on second laterul side 26. The indentation 258 on first lateral
sidc 25 was located opposite protrusion 268 on second lateral side 26. The
spaced-apart arms included map fit projections 27A, 27B for engagemont with
the sides of head portion 12 of handle 10, The spaced-apart arms 22 and 23
also had at least onc cavity 22A, 23A defined therein for containing
composition 22B, 23B that includes a flavoring agent and/or chemotherapeutic
agent. As shown in Figurcs 4-9, each cavity 23A contains flanges 23C. The
floas holder was machinod out to provide each cavily with approximately
0.81mm widc, by 1.59mm deep and 9.53mm long extending proximate the
line where the floss passed through the head upward along the centerline of
the floss holder. Tho dontal floss 24 was 435 denier SPBCTRA® Fiber 1000
ultra high molecular weight polyethylene, available through Honeywoll

-14-
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Incorporated. The cavitics were filled with varions flavor formulations such ( D\

as PEG 3350 (68%), H&R spray dried flavor #813581 (28%) and sodium 0
gaccharin (49%). Approximaiely 0.030 grams of flavor wero loaded into the

cavities. The loading of 0.030 grams of flavor formulation is 40 times greater

than what could be delivered from the 19.05mm lcngth of floss in the head

using a conventional delivery system. The cavities wero filled by hand, where

a spatula was dipped into a melted formula and manually placed into the

cavity. The cavities may also be filled by using a mochanized system where

miniature pistons pump in the exact amount of flavor into the cavity via a

heated nozzle system. The cavity's volumc may be at least 0.1343279 cu.

mm., more preferably the volume may be 0.02651 1cu, mm.

An Arbor Press was used to create the flanges. The molded head was
placed into a die to securely hold it. A 15.88mm diameter rod was mounied to
the ram of the prcss. Mechanical stops werc used to stop the ram in varying
positions, which in tum created difTerent flange protrusions and lengths.

A dental flossing device was assembled by placing the cavity flavored-
filled dental floss holder of Example 2 in tho head portion of Example 1. The
dental flossing device is shown in Figure 1. The detents of the hcad portion
roccive the recesses of the dental floas holder. The reccsses of the head
portion receive the detents of the dental floss holder. The terminal snap fit
recessions of the head portion receivo the snwp fit projections of the dental
floss holder.

The dental floas device of Example 3 was asscmbled and pleced in use,
‘The dental floss holder was then given to individuals for an initial trial. The
results showed a continuous flavor burst throughout the mouth during flossing
of all the tecth. This result further shows (hat saliva does indeod activate the

-15-
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flgvor vstem to deliver s strong flavor perception. Ik wes found that bleoding
the molcculwr weights of the polyethylenc glycols used as tho soluble
substance could control the rate of flavee dalivesy into (he otal cavity. Using
100% polysthyleme glycal 1000 &= the aphible substnce providcs rapid flavar
delivery. The low meling peint and high solublligy of this substance mmka it
desitable to nee polycihylens glvcel or polysthylens glyoo] blends at a higher
molecular weighl to achieve product survivability under efther ngher heat or
higher humidity conditions, which are often seen in delivaring prodocts to the:
shelf. For (ins reason & mixiure of polyethylene: slyenl 3350 with 3 to 30%
polycthylens glycel 1000 is more desirable. The delivery of Mavor into the
moauth is longer Luting and tha prydust ahelf lifo significantly lengthened.

ample 5—F f ice in

The dental Aoaa bolding doviee of Exampic 2 was attached to a handle.
Dicspite being anap-fit inta placa on thoe hendls, the dental flosa halding device
roteined the flavor composition. In contrast, a prior art dente] floss holding
device having o almilarky sheped caviry fillcd with a flavor compoaition, ot
not having flanges, expellad the flavor compoiition from the cavity when the
devico was uttached to the handle.

-16~
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REIVINDICACIONES

1. Un porta-sada dental que comprende:

Una porcién base;

Un par de mandibulags espaciadoras que se extlenden desde la porcidn
base para acomodar una longitud de seda dental entre ellas;

Las mandibulas espaciadoras tienen por lo menos una cavidad para cargar
una composicidn que contiene sabor y/o un agente quimicterapéutico; y

Por io menos un reborde para cada cavidad.

2 Un porta-seda dental de acuerdo con la relvindicacin 1, en donde la
porcién base define una lengua que tiene superficies de engranaje lateral, cada
superficie de engranaje que tiene por lo menos un retén y por fo menos una
depresidn, el retén y la depresién que astédn espaciados lateraimente y alineados
con un retén y una depresién complementarios sobre las superficies de engranaje

opuesta de una porcién de cabeza de un mango.

3. Un porta-seda dental de acuerdo con fa reivindicacién 2, en donde dicho
mango ésta conectado integraimente a la base del porta-seda dental y se
extisnde desde ella.
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4. Un porta-seda dental de acuerdo con la reivindicacién 3, en donde dicho
mango comprende una porcion de cabeza y una porcldn alargada;

La porcién de cabeza tiene un medio de engranaje liberable entre el mango
y ol porta-seda dental para retener seguramente el porta-seda dental en posicion
sobre Ia porcién de cabeza del mango durante el movimiento del dispositivo de
seda dental en uso;

La porcién de cabeza ademas tiene una porcién para recibir dicho porta-
seda dental, dicha porcibn de cabeza tiene una ranura que se extiende
transversaimente definida por un piso, paredes de racepcién lateral, y depresiones
terminales de ajuste a presién, cada uno de dichas paredes receptoras tienen por
lo menos un retén y por lo menos una depresidn, el retén y la depresién que estan
lateraimente espaciados y alineados con un reten y una depresién
complementarics sobre la otra pared receptora;

En donde, en el ensamble, la lengua del porta-seda dental engrana en la
ranura que sa& extiende transversaimente y las superficies de engranaje lateral
contactan las paredes receptoras laterales para definir el medio de engranaje
libsrable, y las proyecciones de ajuste a presién del engranaje de las mandfbulas
espaciadoras engranan la terminal de las depresiones de ajuste a presién de la
porcion de cabeza para constitulr los medios de ajuste a presién.

5. Un porta-seda dental de acuerdo con la reivindicacién 3, en donde dicho

mango se hace de polipropileno.

26
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L
6. Un porta-seda dental de acuerdo con la reivindicacién 1, en donde dicho

porta-seda dental se hace de un co-poliéster.

7. Un porta-seda dental de acuerdo con la reivindicacidn 1, en donde dicha
cavidad contiene una compasicitn saborizada.

8. Un porta-seda dental de acuerdo con la relvindicaciéon 1, en donde dicha
cavidad contiene un agente quimioterapéutico.

9, Un porta-seda dental de acuerdo con la meivindicacion 1, en donde dichas
mandibulas espaciadoras contienen por lo menos una cavidad.

10. Un porta-sada dental de acuerdo con la reivindicacién 9, en donde cada
mandibula espaciadora contiene dos rebordes.

11.  Un ponta-seda dental de acuerdo con la relvindicacién 10, en donde cada
reborde se extiende desde cerca de 0,05 mm hasta cerca de 1,02 mm sobre ia
composicion dentro de la cavidad y esta desds cerca de 0,25 mm hasta cerca de
1,02 mm en longitud a lo largo de la pante superior de la cavidad,

27



10

15

a0

T5
What is claimed: i

1. A demtal floss holder comprising:

a base portion;

a pair of spaccd-apart jaws extending from the base portion to
accommodate a length of dental floss thero-betwoen;

the spacod-apart jaws having at least one cavity for loading a
composition containing flavor and/or a chemotherapeutic agent; and

at least one flange for each cavity.

2. A dcnial floss holder according to claim 1, wherein the base portion
dcfinea a tongue having lateral engaging surfaces, cach engsging surface
having at loast one detent and at icast onc recess, the detent and recess being
Internlly spaced apart and aligncd with a complementsry detent and rocess on
opposiis engaging surfaces of a head portion of a handle,

3 A dental floss holder sccording to olaim 2, wherein said handle is
inlegrally connected to the base of the dental flous holder and cxtends
therefrom.

4, A dental floss holder according o claim 3, wherein said handle
compriscs a head portion and an clongated portion;

the head portion having a relcasable cngagemcnt means between the
handlo and the dental floss holder for retaining the dental floas holder sccurely
in position on the head portion of the handls during movement of the dental
Noss device in use;

the head portion further having a portion for receiving said dental floss
holder, said head portion having a transversely cxteading groove defined by a
floor, lateral receiving walls, snd terminal snap fit recessions, each of said
receiving walls having at least ane detent and at least one recess, the detent
and reccss being Iaterally spaced apart and alignod with a complementary
detcnt and rocess on the other recciving wall;

-17-
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wharein, on assembly, the tongee of the dental floss holder engagos the
wansversely cxiemding groove and Uhe lateral engagmg surfaces contact the
lxtoral receiving walls ko define the relcasabl= engagemeont meuns, and the
xnap fit projections of the spaced-apirt jivws engage the terminal enap fit
recesgione of Lhe head portion to exmatltute snap filling means,

5. A dental floss holder according to cleim 3, wherein said handle
is mude of polypropylens.

5. A dental flose holder astocding o claim 1, whersin sakd denlal
Nosg holder is muade of a co-polycater.

7. A dentzl floss holder accarding to claim 1, wherein said cavity
conlains a flavored compnsition.

z A deninl floss holder acoonding 10 claim 1, wiserom seid cavity
emtaing a chomotherapantic agent.

9. A dental floss bolder aording to claim 1, whetein each
spaced-apart jaw comiaing at Jeast ong cavity.

1. A dentn] foss holder apcordimg 1o clatm 9, whorein sach
apacad-apart

jaw coulaina hwo flanges.

11. A deniul floss hokicr accordimg Lo claim 10, wherein each
fango extends from about §.05mom to showx 1.02mm over the composttion
within the cavity and is from shout 0.2%mm to about 1.02mm in length along
the top of the esvity.

"~ Fopy prowded by USETE Trom the (FYT MBS Ditabast on GSCEH 2008



TRITIER

10

— ?(é

ABSTRACT

A denta) flogs holder including: a base portion; 3 pair of spaced-apart
jaws extending from the basc portion (o accommeodate a length of dental floss
there-betwceen; the spaced-apart jaws having at least one cavity for loading a
composition containing flavor and/or a chemotherupeutic agent; and at least
onc flange for each cavity is disclosed. The dental floss holder provides an
improved means for retaining flavor and or chemotherapeulic compositions
within the cavity until the dental floss holder is used.

«-19-
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