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SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO  

E. S. D. 

REF: Expediente No. 04 094.410 - solicitud de patente de invenciOn a favor de 

COLGATE - PALMOLIVE COMPANY 

Respuesta a oticio No. 11331 del 5 de septiembre de 2008 

JUAN PABLO CADENA SARMIENTO, portador de la tarjeta profesional No. 57.492 

del C.S.J., obrando como apoderado de la sociedad COLGATE - PALMOLIVE 

COMPANY, segUn lo acredita el documento de poder presentado ante esa Division, 

me permito dar respuesta a las observaciones de carncter tecnico y jurlalco, 

relacionadas con la patentabilidad, para la concesiOn de la patente de acuerdo con la 

DecisiOn 486 segUn el concepto tØcnico No.1629 notificado por fijaciOn en lista de 

fecha 5 de septiembre de 2008, cuyo tØrmino de respuesta fue prorrogado mediante 

memorial radicado el 1 de diciembre de 2008. 

Inicialmente, estamos presentando un nuevo capitulo reivindicatorio de 1-9 

reivindicaciones, el cuÆl diferencia completamente la invenciOn del arte previo, 

incluyendo el documento CO-04-094408, no amplia la materia inicialmente presentada 

y cuenta con entero sustento en la descripciOn, en particular en la pagina 5. 

Sobre la objeciOn del Seæor Examinador acerca de la falta de claridad de las 

reivindicaciones queremos Ilamar su atención en cuanto a que la detiniciOn del 

presente capitulo corresponde con la definiciOn estructural y funcional de la invenciOn 

y no con el efecto tØcnico perseguido, por lo cual solicitamos su aceptaciOn. 

Igualmente, atendiendo las observaciones del Seæor Examinador se han eliminado de 

todas las reivindicaciones los tØrminos airededor de y aproximadamente. 
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Por otro lado, sobre la objeciOn de nivel invenhivo realizada por el Seæor Examinador 

es preciso indicar lo siguiente: 

El documento Dl no ensefla o sugiere la integración de un peróxido como agente 

blanqueador en una forma flexible y delgada como lo es la pelicula que reclamamos. 

La cinta divulgada en Dl sirve como una barrera protectora para prevenir 

substancialmente que la saliva entre en contacto con la sustancia blanqueadora de 

dientes y filtraciOn y/o erosiOn de dicha substancia blanqueadora de dientes. En 

general, el material de la cinta es esencialmente impermeable al agua, de tal manera 

que las cintas divulgadas en Dl no son hidratadas por la saliva y asi claramente no se 

encuentran dentro de las limitaciones de las actuales reivindicaciones. 

Mn las enseæanzas de Dl coincidan con las presentes reivindicaciones en el 

blanqueamiento dental, Dl en ningUn caso describe una pelicula de blanqueamiento 

para tal fin; al contrarlo, Dl utiliza un lIquido viscoso, una pasta o un gel para la 

liberaciOn de una composiciOn blanqueadora y no enseæa o sugiera que dicha 

composiciOn puede presentarse como una pelicula. Es mÆs asi Dl divulgue varios 

materiales para la formación de una pelIcula no enseæa, ni sugiere el uso de una 

matriz polimØrica hidratable de óxido de etileno o que dicha matriz posibilite la 

formaciOn de una pelicula. Las enseæanzas de Dl y las actuales reivindicaciones son 

diametralmente diferentes, mientras Dl requiere del uso de una cinta de material y 

una composiciOn independiente de blanqueamiento, los inventores de la presente 

invención han encontrado una forma para conseguir el blanqueamiento dental con una 

Unica cinta, que no se encuentra sugerida en Dl. 

En cuanto a D2, este documento exhibe composiciones dentifricas abrasivas que 

contienen un compuesto blanqueador liberador de oxigeno e incluye como portador 

deseable al polietilenglicol. Sin embargo, D2 estÆ dirigido a composiciones dentifricas 

y no a peliculas blanqueadoras. Si bien es cierto que D2 requiere del uso de un 

polimero (Oxido de etileno) de peso molecular de 50.00 a 5.000.000 como 

ensanchadoras, tambiØn lo es que en ningUn momento muestra que dichos polimeros 

puedan ser usados para formar una pelicula que contenga ademÆs como agente 

blanqueador un perOxido sOlido. 
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Finalmente, el aporte de los inventores es el diseæo diferencial de una pelicula 

blanqueadora, lo que se constituye per se como una contribución al estado de  la 

tØcnica, de manera que los datos comparativos, adicionales a los presentados en la 

descripciOn, mencionados por el Seæor Examinador carecen, con todo respeto, de 

signiticancia para pobrar la contribución de los inventores de  la presente invención al 

no estar la invención indicada en el arte previo. En este sentido amablemente le 

pedimos al Seæor Examinador que revise de nuevo los ejemplos de la descripción, 

que demuestran la eficacia de la presente invenciOn, sustentando aCm mÆs el nivel 

inventivo de la misma. 

En conclusion, la presente invenciOn es inventiva a la luz de las referencias citadas DI 

y D2, ya que Østas ni solas, ni en combinación avocarian al tØcnico versado en la 

materia al diseæo de la presente invenciOn. 

En vista de lo anterior, respetuosamente solicitamos el retiro de las objeciones a la 

presente solicitud, sobre la base de los argumentos y el nuevo capitulo reivindicatorio 

presentados, ya que, en opiniOn del solicitante, cumple con todos los requisitos 

reglamentados en la DecisiOn 486. 

De la Seæora Jefe, 

ZUANZ4P/LO1CAZDENA-e-SARlVllENT0 

T.P. No. 57.492 del C.SJ. 

C.C. 80.41 0.337 de UsaquØn 

Carrera 7 No. 71-21, Torre B, Of. 402 

Bogota, D.C., 16 de enero de 2009 

MXBG 

Anexos 
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REIVINDICACIONES 

Una pelicula fina y flexible que es hidratada por la saliva al ser aplicada a 

los dientes manchados y que de esta manera resulta efectiva para 

blanquear los dientes; la pelicula comprende una matriz polimØrica 

anhidrica a base de ôxido de etileno e hidratable en agua que contiene un 

agente blanqueador sólido a base de perOxido por lo que, al ser aplicado a 

la superficie de los dientes manchados, el agente blanqueador a base de 

perOxido es solubilizado por la saliva presente en la cavidad bucal, 

activÆndose su capacidad blanqueadora cuando la pelicula es situada y 

colocada sobre los dientes; el polImero a base de ôxido de etileno tiene un 

peso molecular ubicado en el rango comprendido entre aproximadarnente 

100.000 y 10.000.000 Dalton; la pellcula adicionalmente no contiene una 

cera, polietileno, poliØsteres, hidroxipropil celulosa y/o agentes 

antimicrobianos. 

2. La pellcula de la reivindicaciôn 1, en la cual el pollmero a base de Oxido de 

etileno tiene un peso molecular ubicado en el rango comprendido entre 

100.000 y 1.500.000 Dalton. 

3. La pelicula de la reivindicaciOn 1, en la cual el pollmero a base de Oxido de 

etileno estÆ conformado por desde 50 hasta 95% en peso de la pelicula. 

4. La pellcula de la reivindicación 1, en la cual la pellcula contiene desde 0,1 

hasta 30% en peso del agente blanqueador sólido. 

5. La pelicula de la reivindicación 1, en la cual el agente blanqueador es el 

percarbonato de sodio. 

6. La pelicula de la reivindicaciôn 1, en la cual la matriz incorpora un 

plastificante. 

7. La pelicula de la reivindicaciôn 6, en la cual el plastificante estÆ presente 

en la matriz a una concentraciOn de desde 5,0 hasta 30,0% en pso. 

8. La pelicula de la reivindicaciôn 6, en la cual el plastificante es la glicerina. 

9. La pelicula de la reivindicaciOn 1, la cual tiene un espesor ubicado en el 

rango comprendido entre 20y 1.500 urn. 
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A DELIVERY SYsmM FOR AN ORAL CARE SUBSTANCE USING A 

STRIP OF MATERIAL HAVING LOW FLEXURAL STIiNFSS 

CROSS-REFERFJ’4CE TO RELATED APPLICATIONS 

This application is a continuation-in-part of the co-pending prior 

application, Serial Number 08/870,664, filed on June 6, 1997. 

11 

E1ELD OF THE INVENTION 

The present invention relates to a system for the delivery of an oral care 

substance or composition to oral surfaces including teeth, gingival and mucosal 

tissues wherein the oral care substance is protected from erosion and interaction 

with saliva within the mouth for a time sufficient for the active in the oral care 

substance to provide a therapeutic benefit. Even more particularly, the present 

invention relates to disposable delivery systems that are inexpensive and 

unobtrusive. 

BACKGROUND OF THE INVENTION 

A recognized consumer need is a low cost commercial oral care delivery 

system that is comfortable to wear that can deliver a sufficient amount of an oral 

care substance for rapid delivery of an active contained in such substance. In 

addition a delivery system is needed which does not require extensive user 

placement 

manipulation to be certain of good contact for optimal delivery. 

Furthermore, what is needed is a non-bulky active containment means that will 

permit the wearer to use the system during social discourse without interfering 

with the wearer’s speech or appearance. Also needed is a containment means that 

will protect oral care substance from erosion from contact with other oral surfaces 

and, or saliva 
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SUMMARY OF THE INVENTION 

In practicing the present invention, a strip of material is applied by the 

wearer to a desired oral surface within the oral cavity. The side of the strip of 

material facing the oral surface is either coated with an oral care substance or the 

oral surface is coated with the oral care substance and the strip of material is 

immediately placed over this oral care substance. In either case, the oral care 

substance is viscous, such as a gel, so that it provides even dosing of the active and 

tackiness between the oral surface and the strip of material for holding the strip of 

material in place. The strip of material is preferably of a size that fits the need. 

For example, the strip may be the shape and size large enough 
to completely cover 

a small Mon on the oral surface kistobe used for, or large enough to cover oral 

surfaces such as the entire upper or lower gingival surfaces and, or its adjoining 

WA. As a soft, conformable material, the strip may come into contact with the 

wearers gums without causing physical irritation. The strip of material readily 

conforms 
to the oral surface by lightly pressing it there against. The strip of 

material is readily conformable without permanent deformation to a shape the oral 

surface when the delivery system is placed thereagainst. The strip of material is 

easily removed by the wearer after use by peeling it off. Preferably each 

successive treatment uses a fresh strip of material is used in. 

By being a relatively thin coating, the oral care substance is used in 

relatively low amounts compared to amounts of an oral care substance normally 

used with conventional delivery devices. By using such low amounts, the oral care 

substance is not wasted, little of the substance is accidentally ingested and irritation 

caused by exposure of sensitive tissue 
to such substances is reduced. The strip of 

material and oral care substance may be substantially transparent so as to be almost 
unnoticeable when worn on oral surfaces visible to others, such as the front teeth 
and their surrounding gingival tissue. 

The delivery system also includes the oral care substance applied to the 

strip of material such that when the delivery system is placed on an oral surface, 

the oral care substance contacts the surface providing an active onto the surface. 

The oral care substance also provides adhesive attachment between the strip of 
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substance to an oral surface. Delivery system 10 has a strip of material 12, which 

is initially substantially flat, preferably with roun’ded corners. 

Applied or coated onto strip of material 12 is an oral care substance 14. 

Preferably, oral care substance 14 is homogeneous, uniformly and continuously 

coated onto strip of material 12, as shown in FIG. 3. However, oral care 

substance 14 may alternatively be a laminate or separated layers of components, an 

amorphous mixture of components, separate stripes or spots or other patterns of 

different components, or a combination of these’ structures including a continuous 

coating of oral care substance 14 along a longitudinal axis of a portion of strip of 

material 12. 

As shown in FIG. 4, an alternative embodiment, a strip of material 12 may 

have shallow pockets 18 formed therein. When oral care substance 14 is coated on 

a substance-coated side of strip of material 12, additional oral care substance 14 

fills shallow pockets 18 to provide reservoirs of additional oral care substance 14. 

FIGS. 5 and 6 show a delivery system 24 of the present ihvention applied 

to a surface of a tooth and plurality of adjacent teeth. Embedded in adjacent soft 

tissue 20 are a plurality of adjacent teeth 22. Adjacent soft tissue is herein defined 

as soft tissue surfaces surrounding the tooth structure Including: papilla, marginal 

gingiva, gingival sulculus, inter dental gingiva, gingival gum structure on lingual 

and buccal surfaces up to and including muco-ginival juflctlon and the pallet. 

In both FIGS. 5 and 6, delivery system 24 represents strip of material 12 

and oral care substance 14, with oral care substance 14 on the side of strip of 

material 12 facing tooth 22. Oral care substance 14 may be pre-applied to strip of 

material 12, or applied to strip of material 12 by the delivery system user, or 

applied directly to the teeth 22 and then covered ty strip of material 12. In either 

case, strip of material 12 has a thickness and flexural stiffness which enable it to 

conform to the contoured surfaces of tooth 22 and to adjacent soft tissue 20. The 

strip of flexible material has sufficient flexibility to form to the contours of the oral 

surface, in this figure the surface being a plurality of adjacent teeth. The strip of 

material is also readily conformable to tooth surfaces and to the interstitial tooth 
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spaces without permanent deformation when the delivery system is applied. The 

delivery system is applied without significant pressure. 

FIGS. 7 and S show a delivery system 24 of the present invention applied 

to both front and rear surfaces of a plurality of adjacent teeth 22 as well as to 

adjacent soft tissue 20. Delivery system 24 represents strip of material 12 and oral 

care substance 14, with oral care substance 14 on the side of strip of material 12 

facing tooth 22. 

FIGS. 9 and 10 shows optional release liner 27. Release liner 27 is 

attached to strip of material 12 by oral care substance 14. Oral care substance 14 

is on the side of strip of material 12 facing release liner 27. This side is applied to 
the tooth surface once release liner 27 is removed. 

The strip of material serves as a protective barrier for the oral care 

substance. It prevents substantial leaching and/or erosion of the oral care 

substance by for example, the wearer’s lips, tongue, as well as saliva. This allows 
the active in the oral care composition to act upon the oral surface for an extended 
period of time, from several minutes to several hours. The term "act upon" is 
herein defined as bringing about a desired change. For example, if the oral care 

substance is an anti-gingivitis substance, it reduces or eliminates bleeding and 
promotes healing of the gingival tissue. 

The strip of material may comprise polymers, natural and synthetic woven 
materials, 

non-woven material, foil, paper, rubber, and combinations thereof. The 
strip of material may be a single layer of material or a laminate of more than one 

layer. Regardless of the number of layers, the strip of material is substantially 

water impermeable. Preferably, the material is any type of polymer or 
combination of polymers that meet the required flexural rigidity and are 
compatible with oral care substances. Suitable polymers include, but are not 
limited to, polyethylene, ethylvinylacetate, polyesters, ethylvinyl alcohol and 

combinations thereof. Examples of polyesters include Mylarfi and fluoroplastics 

such as Teflonfi, both manufactured by DuPont. The preferable material is 

polyethylene. The strip of material is generally less than about 1 mm thick, 
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preferably less than about 0.05 mm thick, and more preferably from about 0.001 

to about 0.03 mm thick. A polyethylene strip of material is preferably less than 

about 0.1 mm thick and more preferably from about 0.005 to about 0.02 mm 

thick. 

The shape of the strip of material is any shape and size that covers the 

desired oral surface. Preferably the strip of, material has rounded corners. 

Rounded corners is defined as not having any sharp angles or points. In one 

example, thelengthofthestripofmaterialisfromabout2cmtoabout l2cmand 

preferably from about 4 cm to about 9 on. The width of the strip of material will 

also depend upon the oral surface area to be covered. In one example, the width 

of the strip of material is from about 0.5 an to about 4 cm and preferably from 

about 1 cm 
to about 2 cm. 

The strip of material may contain shallow pockets. When the oral care 

substance is coated on a strip of material, additional oral care substance fills 

shallow pockets to provide reservoirs of additional oral care substance. 

Additionally, the shallow pockets help to provide texture to the delivery system. 

The film will preferably have an array of shallow pockets. Generally, the shallow 

pockets are approximately 0.4 mm across and 0.1 mm deep. When shallow 

pockets are included in the strip of material and oral care substances are applied to 

it in various thicknesses, the overall thickness of.the delivery system is generally 

less than about 1 mm. Preferably, the overall thickness is less than about 0.5 mm. 

Flexural stiffness is a material property that is a function of a combination 

of strip thickness, width, and material modulus of1elasticity. This test is a method 

for measuring the rigidity of polyolefin film and sheeting. It determines the 

resistance 
to 

flexure of a sample by using a strain gauge affixed to the end of a 

horizontal beam. The opposite end of the beam presses across a strip of the 

sample to force a portion of the strip into a vertical groove in a horizontal platform 

upon which the sample rests. A microammeter, wired 
to the strain gauge is 

calibrated in grams of deflection force. The rigidity of the sample is read directly 

from the microammeter and expressed as grams, per centimeter of sample strip 

width. In the present invention, the strip of material has a flexural stiffness of less 
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than about 5 grams/cm as measured on a Handle-O-Meter, model 1211-300, 

available from Thwing-Albert Instrument Co. of Philadelphia, PA, as per test 

method ASTM D2923-95. Preferably, the strip of material has a flexural stiffness 

less than about 3 grams/cm, more preferably less than about 2 grams/cm, and most 

preferably from about 0.1 grams/cm to about 1 grams/cm. Preferably, the flexural 

stiffness of the strip of material is substantially constant and does not change 

during normal use. For example, the strip of material does not need to be 

hydrated for the strip to achieve the low flexural stiffness in the above-specified 

ranges. 

This relatively low stiffness enables the strip of material to cover the 

contours of the oral surface with very little force being exerted. That is, 

conformity to the contours of the oral surface of the wearers mouth is maintained 

because there is little residual force within the strip of material to cause it to return 

to its shape just prior to its application to the oral surface, i.e. substantially flat. 

The strip of material’s flexibility enables it to contact soft tissue over an extended 

period of time without irritation. The strip of material does not require pressure 

forming it against the oral surface. 

The strip of material is held in place on the oral surface by adhesive 

attachment provided by the oral care substance. The viscosity and general tackiness 

of the oral care substance cause the strip of material to be adhesively attached to 

the oral surface without substantial slippage from the frictional forces created by 

the lips, teeth, tongue and other oral surfaces rubbing against the strip of material 

while talking, drinking, etc. However, this adhesion to the oral surface is low 

enough to allow the strip of material to be easily removed by the wearer by simply 

peeling off the strip of material using ones finger, fingernail or rubbing with a soft 

implement such as a cotton balls and swabs or gauze pads. The delivery system is 

easily removable from the oral surfaces without the use of an instrument, a 

chemical solvent or agent or excessive friction. The chemical solvents include 

organic solvent known for use in the oral cavity such as alcohols, and other safe 

solvents such as water, that can be used to dilute the gelling agent. 

L/ 
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The peel force required to remove the strip of material from the oral 

surface is from about 1 gram to about 50 grams for a 1.5 cm strip width 

(approximately 17 grams/cm) is all that is required. Preferably, the peel force is 

from about 10 grams to about 40 grams and more preferably from about 20 grams 

to about 30 grams. The low peel force is desired for consumer handling purposes. 

The low peel force is possible because of the non-aggressive nature of the oral care 

substance necessary to adhere the strip of material having lower flexural stiffness. 

That is a strip of material having high flexural stiffness higher would require an 

aggressive adhesive to stop the strip of materiali from pulling it away from the 

contours of the oral surface it is attached to. 

The strip of material may be formed by several of the film making 

processes known in the art. Preferably, a strip of-material made of polyethylene is 

made by a blown process or a cast process. Other processes, including extrusion 

or processes that do not affect the flexural rigidity of the strip of material are also 

feasible. Additionally, the oral care substance may be incorporated onto the strip 
during the processing of the strip. The oral care substance may be a laminate on 
the strip. 

The oral care substance preferably contains an active at a level where upon 

directed use, promotes the benefit sought by the wearer without detriment to the 

oral surface it is applied to. Examples of the oral conditions these actives address 
include, but, are not limited to appearance and structural changes to teeth, 
whitening, stain bleaching, stain removal, plaque removal, tartar removal, cavity 

prevention and treatment, inflamed and, or bleeding gums, mucosal wounds, 

lesions, ulcers, aphthous ulcers, cold sores and tooth abscesses. 

The amount of oral care substance applied to the strip of material or oral 
surface depends upon the size and capacity of the: piece of material, concentration 
of the active, and the desired benefit sought. Generally, less than about I grain of 
oral care substance is required. Preferably, f1romi about 0.05 grams to about 0. 5 
grams and more preferably from about 0.1 gram to about 0.4 grams of the oral 
care substance is used. The amount of oral care substance per square cm of 



WO 98/55079 PCT/US98/10967 

10 

material is less than about 0.2 grams/cm2, preferably from about 0.005 to about 

0.1 grams/cm2, and more preferably from about 0.01 grams/cm2 to about 0.04 

grams/cm2. 

The oral care substance of the present invention can be in the form of a 

viscous liquid, paste, gel, solution, or other suitable that can provide sufficient 

adhesion. Preferably, the oral care substance is in the form of a gel. The oral 

care substance will have a viscosity of from about 200 to about 1,000,000 cps at 

low shear rates (less than one 1/seconds). Preferably, the viscosity is from about 

100,000 to about 800,000 cps and more preferably from about 400,000 to about 

600,000 cpa. 

Oral Care Actives 

Suitable for oral care actives include any material that is generally 

considered as safe for use in the oral cavity that provides changes to the overall 

health of the oral cavity, and specifically the condition of the oral surfaces the oral 

care substance contacts. The level of oral care substance in the present invention 

is from about 0.01% to about 40%, preferably from about 0.1% to about 20%, 

more preferably from about 0.5% to about 10%, and most preferably from about 

1% to about 7%, by weight of the oral care substance. 

Oral care compositions or substances of the present invention may include 

many of the actives previously disclosed in the art. The following is a non all-

inclusive list of oral care actives that may be used in the present invention: 

1. Teeth Whitening Actives 

Teeth whitening actives may be included in the oral care substance of the 

present invention. The actives suitable for whitening are selected from the group 

consisting of the peroxides, metal chlorites, perborates, percarbonates, peroxyacids, 

and combination thereof. Suitable peroxide compounds include hydrogen peroxide, 

calcium peroxide, carbamide peroxide, and mixtures thereof. Most preferred is 

carbamide peroxide.. Suitable metal chiorites include calcium chlorite, barium chlorite, 

magnesium chlorite, lithium chlorite, sodium chlorite, and potassium chlorite. 

Additional whitening actives may be hypochlonte and chlorine dioxide. The preferred 

chlorite is sodium chlorite. 
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2. Phosphates 

Anti-tartar agents known for use in dental care products includes phosphates. 

Phosphates include pyrophosphates, polyphosphates, polyphosphonates and mixtures 

thereof. Pyrophosphates are among the best known for use in dental care products. 

Pyrophosphate’ ions are delivered to the teeth derive from pyrophosphate salts. The 

pyrophosphate salts ifid in the present compositions include the di2lk2Ii metal h 

pyrophosphate salts, tetra-alkali metal pyrophosphate salts, and mixtures thereof. 

Disodium dihydrogen pyrophosphate (Na2H2P207), tetrasodium pyrophosphate 

(Na4P207), and tetrapotassium pyrophosphate (K4P207) in their unhydrated as well as 

hydrated forms we ,the pr*rred species. While any of the above mentioned 

pyrophosphate salts may be used, tetrasodium pyroph/ipha
 f. 

à s4 i pr 
,,. 

The pyrophosphate salts are described in more detail in Kirk & Othmer, 

Encyclopedia of Chemical Technology, Third Edition, Volume 17, Wiley-lnterscience 

Publishers (1982), incorporated herein by reference in its entirety, including all 

references incorporated into Kirk & Othmer. Additional anticalculus agents include 

pyrophosphates or.-polyphosphates disclosed in U.S. Patent No. 4,590,066 issued 19: 
Parran & Sid&ib on May 20, 86; polyacrylates and other polycarboxylates such as 

those disclosed in U.S. Patent No. 3,429,963 issued to Shedlovsky on February 25, 

1969 and U.S. Patent No. 4,304,766 issued to Chang on December 8, 1981; and U.S. 

eoN Patent No. 4,661,341 issued to Benedict �& Sunberg on April 28, 1987; 

polyepoxysuccinates such as those disclosed in U.S. Patent No. 4,846,650 issued to 

Benedict, Bush & Sunberg on July 11, 1989; ethylenediaminetetraacetic acid as 

disclosed in British Patent No. 490,384 dated February 15, 1937; nitrilotriacetic acid 

and related compounds as disclosed in U.S. Patent No. 3,678,154 issued to Widder & 

Briner on July 18, 1972; polyphosphonates as disclosed in U.S. Patent No. 3,737,533 

issued to Francis on June 5, 1973, U.S. Patent No. 3,988,443 issued to Ploger, 

Schmidt-Dunker & Gloxhuber on October 26, 1976 and U.S. Patent No. 4,877,603 

issued to Degenhardt & Kozikowski on October 31, 1989; all of these patents are 

incorporated herein by reference. Anticalculus phosphates include potassium and 

sodium pyrophosphates; sodium tripolyphosphate; diphosphonates, such as ethane-1-
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hydroxy-1, 1-diphosphonate, 1-azacycloheptanc-1 , 1-diphosphonate, and linear alkyl 

diphosphonates; linear carboxylic acids; and sodium zinc citrate. 

Agents to may be used in place of or in combination with the pyrophosphate salt 

include such known materials as synthetic anionic polymers including polyacrylates and 

copolymers of maleic anhydride or acid and methyl vinyl ether (e.g., (antrez), as 

described, for example, in U.S. Patent 4,627,977, to Gaffar et al., the disclosure of 

which is incorporated herein by reference in its entirety; as well as, e.g., polyamino 

propoane sulfonic acid (AMPS), zinc citrate trihydrate, polyphosphates (e.g., 

tripolyphosphate; hexametaphosphate), diphosphonates (e.g., EHDP; AHP), 

polypeptides (such as polyaspartic and polyglutamic acids), and mixtures thereof. 

3. Fluoride Ion Source 

Fluoride ion sources are well know for use in oral care compositions as 

anticaries agents. Fluoride ions are contained in a number of oral care compositions 

for this purpose, particularly toothpastes. Patents disclosing such toothpastes include-

U.S.
ncludeU.S.

 Pat. No. 3,538,230, Nov. 3, 1970 to Pader et a!; U.S. Pat. No. 3,689,637, Sept. 

5, 1972 to Pader; U.S. Pat. No. 3,711,604, Jan 16, 1973 to Colodney et al; U.S. Pat. 

No. 3,911,104, Oct. 7, 1975 to Harrison; U.S. Pat. No. 3,935,306, Jan. 27, 1976 to 

Roberts et al; and U.S. Pat. No. 4,040,858, Aug. 9, 1977 to Wason. 

Application of fluoride ions to dental enamel serves to protect teeth against 

decay. A wide variety of fluoride ion-yielding materials can be employed as sources of 

soluble fluoride in the instant compositions. Examples of suitable fluoride ion-yielding 

materials are found in Briner et at; U.S. Pat. No. 3,535,421; issued Oct. 20, 1970 and 

Widder et a!; U.S. Pat. No. 3,678,154; issued July 18, 1972, both patents being 

incorporated herein by reference. Preferred fluoride ion sources for use herein include 

sodium fluoride, potassium fluoride and ammonium fluoride. Sodium fluoride is 

particularly preferred. Preferably the instant compositions provide from about 50 ppm 

to 10,000 ppm, more preferably from about 100 to 3000 ppm, of fluoride ions in the 

aqueous solutions that contact dental surfaces when used with the strip of material used 

in the mouth. 
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4. Antimicrobial Agents 

PCT/1JS98/10967 - 

Antimicrobial agents can also be present in the oral care compositions or 

substances of the present invention. Such agents may include, but are not limited to, 

triclosan, 5-chloro-2-(2,4-dichlorcphenoxy)-phenol, as described in The Merck 1ndx, 

11th ed. (1989), pp. 1529 (entry no. 9573) in U.S. Patent No. 3,506,720, and in 

European Patent Application No. 0,251,591 of Beecham Group, PLC, published 

January 7, 1988; chloihexidinc (Merck Index, no. 2090), alexidine (Merck Index, no. 

222; hexetidine (Merck Index, no. 4624); sanguinarine (Merck Index, no. 8320); 

benzalkonium chloride (Merck Index, no. 1066); salicylanilide (Merck Index, no. 

8299); domiphen bromide (Merck Index, no. 3411); cetylpyridinium chloride (CPC) 

(Merck Index, no. 2024; tetradecylpyridinium chloride (TPC); N-tetradecyl-4-

ethylpyridinium chloride (’FDEPC); octenidine; delmopinol, octapinol, and other 

piperidino derivatives; nicin preparations; zmnc/tannous ion agents; antibiotics such as 
0. 

augmentin, amo,ucilhin, tetracycline, doxycycline, minocycline, and metronidarole; and 

analogs and salts of the above antimicrobial antiplaque agents 

5. Anti-inflammatory Agents 

Anti-inflammatory agents can also be present in the oral care compositions 

or substances of the present invention. Such gents may include, but are not 

limited to, non-steroidal anti-inflammatory agents or NSAIDs such as ketorolac, 

flurbiprofen, ibuprofen, naproxen, indomethacin, aspirin, ketoprofen, piroxicam 

and meclofenamic acid. Use of NSAIDs such as Ketorolac are claimed in U.S. 

Patent 5,626,838, issued May 6, 1997, herein incorporated by reference. 

Disclosed therein are methods of preventing and, or treating primary and 

reoccurnng squamous cell carcinoma of the oral cavity or oropharynx by topical 

administration to the oral cavity or oropharynx an effective amount of an MAID. 

6. Nutrients 

Nutrients may improve the condition of the oral cavity and can be included 

in the oral care compositions or substances of the present invention. Nutrients 

include minerals, vitamins, oral nutritional supplements, enternal nutritional 

supplements, and mixtures thereof. 
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Minerals that can be included with the compositions of the present 

invention include calcium, phosphorus, fluoride, zinc, manganese, potassium and 

mixtures thereof. These minerals are disclosed in Drug Facts and Comparisons 

(loose leaf drug information service), Wolters Kluer Company, St. Louis, Mo., ' 

1997, pplO-17; incorporated herein by reference. 

Vitamins can be included with minerals or used separately. Vitamins 

include Vitamins C and D, thiamine, riboflavin, calcium pantothenate, niacin, 

folic acid, nicotinainide, pyridoxine, cyanocobalamin, para-aminobenzoic acid, 

bioflavonoids, and mixtures thereof. Such vitamins are disclosed in Drug Facts 

and Comparisons (loose leaf drug information service), Wolters Kluer Company, 

St. Louis, Mo., 01997, pp. 3-10; incorporated herein by reference. 

Oral nutritional supplements include amino acids, lipotropics, fish oil, and 

mixtures thereof, as disclosed in Drug Facts and Comparisons (loose leaf drug 

information service), Wolters Kluer Company, St. Louis, Mo., 01997, pp. 54-

54e; incorporated herein by reference. Amino acids include, but, are not limited 

to L-Tryptcphan, L-Lysine, Methionine, Threonine, Levocarnitine or L- carnitine 

and mixtures theieof. Lipotropics include, but, are not limited to choline, 

inositol, belaine, linoleic acid, linolenic acid, and mixtures thereof. Fish oil 

contains large amounts of Omega-3 (N-3) Polyunsaturated fatty acids, 

eicosapeiitaenoic acid and docosahexaenoic acid. 

Entemal nutritional supplements include, but, are not limited to protein 

products, glucose polymers, awn oil, safflower oil, medium chain triglycerides as 

disclosed in Drug Facts and Comparisons (loose leaf drug information service), 

Wolters Kluer Company, St. Louis, Mo., 01997, pp. 55-57; incorporated herein 

by reference. 

7. Enzymes 

An individual or combination of several compatible enzymes can be 

included in the oral care composition or substance of the present invention. 

Enzymes are biological catalysts of chemical reactions in living systems. Enzymes 

combine with the substrates on which they act forming an intermediate enzyme-

U 
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Como resultado del examen de fondo, realizado confundamento en el artIculo 45 de 
la DecisiOn 486 de la ComisiOn de la Comunidad Andina, se le comunica: 

1. Documentos estudiados 

DescripciOn: Folios: 19 a 27 

Reivindicaciones: Folio 28 como se radicO inicialmente 
Folio 102 Mod ificada como respuesta a examen de fondo 

Prioridad: Fecha: 2002/02/22, pals: US, nUmero: US 10/081.512 

Respuesta del solicitante: Folios: 71 a 72 y 99 a 101 

2. Objeto de la invención 

� Titulo de la solicitud: Cinta para el blanqueamiento de las superficies 
dentales. 

El problema planteado en esta solicitud es la incidencia de manchas o 
reducciOn de la blancura de los dientes, causada particularmente por sustancias 
que entran en contacto diario con ellos como los alimentos, el tabaco y fluidos 
como el te y cafØ, los cuales se acumulan en la capa de esmalte del diente y 
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1)1’ 
forman una pelicula sobre los mismos lo cual degenera una decoloración notable 
del esmalte con el tiempo. 

Para solucionar este problema tØcnico la solicitud en estudio proporciona un 
sistema para la aplicaciôn de una composiciôn que contiene agentes que 
blanquean la superficie de los dientes basado en una pelicula delgada capaz de 
adherirse a la superficie himeda de los dientes. Esta conformada por una matriz 
deshidratada compuesta por oxido de etileno y un plastificante la cual incorpora 
un agente blanqueador sOlido. 

Clasificación Internacional de Patentes (IPC.); A61  77/16 

3. De la solicitud de Patente 

Reivindicaciones (artIculo 30 D 486) 

Una vez revisado el capitulo reivindicatorio esta dependencia encuentra: 

(\ � Reivindicaciôn 1: Contiene información no esencial consistente en ventajas, 
efectos deseados o resultados a obtener acerca del producto tal como "...es 
hidratada por la saliva al ser aplicada a los dientes manchados y que de esta 
manera resulta efectiva para blanquear los dientes" y "... el agente 
blanqueador a base de perôxido es solubilizado por la saliva presente en la 
cavidad bucal, activÆndose su capacidad blanqueadora cuando la pelIcula es 
situada y colocada sobre los dientes", por lo tanto no se acepta dentro del 
capitulo reivindicatorio y no serÆn tenidos en cuenta para anÆlisis de 
patentabilidad. Se solicita al interesado concretar las caracteristicas 
esenciales de su invenciôn. 

Se requiere al interesado para que realice las modificaciones correspond ientes a 
fin de subsanar las no conformidades encontradas por este Despacho. 

4. Determinaciôn del Estado de la TØcnica 

La fecha que se ha tenido en cuenta para determinar el Estado de la TØcnica es: 

Fecha de presentaciOn de la solicitud prioritaria 2002/02/22 

Teniendo en cuenta la fecha indicada se realizó  la bUsqueda en el estado de la 
tØcnica de documentos relacionados con la solicitud encontrÆndose los 
sig u ientes documentos mÆs relevantes: 

NO Documento TItulo Fecha de 
i publicaciôn* 

D1 I WO 0054699 SHAPES FOR TOOTH WHITENING 2000/09/21_� STRIPS 

D2 EP 0535816 ABRASIVE TOOTH WHITENING 1993/04/07 DENTRIFICE OF IMPROVED STABILITY  
- A DELIVERY SYSTEM FOR AN ORAL 

D3 WO 98/55079 CARE SUBSTANCE USING A STRIP OF 1998/12110 MATERIAL HAVING LOW FLEXURAL 
STIFFNESS I
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S. AnÆlisis de patentabilidad (artIculo 14 D486) 

Nivel inventivo (articul618 D486) 

La presente Solicitud de Patente reivindica: 

Reivindicaciones I - 9: pellcula fina y flexible que comprende: 

a) Una matriz polimØrica anhidrica a base de Oxido de etileno e hidratable en 
agua 

b) Agente blanqueador sôlido a base de peróxido (percarbonato de sodio) 
c) El pollmero a base de óxido de etileno tiene PM 100.000 - 10.000.000 

Dalton 
d) La pelicula no contiene una cera, polietileno, poliØsteres, hidroxipropil 

celulosa y/o agentes antimicrbianos. 

Dicha pellcula estÆ afectada por los siguientes documentos del Estado de la TØcnica: 

Dl enseæa una cinta blanqueadora de dientes compuesta por un material flexible 
de polietileno con un espesorde menos de 0.1 mm (folios 76, 81). lncorpora una 
sustancia activa blanqueadora de dientes que puede estar en forma de pasta u 
otra forma adecuada para proveer suficiente adhesion, seleccionada del grupo de 
peróxidos (de hidrOgeno, de calcio, de carbamida y mezclas de los mismos) o 
percarbonatos; estÆ presente en una cantidad de 0.01% a 40% (folios 77-78) en 
forma de pasta. Adicionalmente, se puede incorporar dentro del material un 
agente humectante como glicerina. EL OX/DO DE ETILENO?? 

D2 enseæa composiciones dentifricas que contienen un perOxido como agente 
blanqueador de 1-20% en peso total, un agente espesante como poli (etilen 
oxido) en cantidad de 10-25% en peso (folio 86) que puede estar disponible en 
un peso molecular de 50.000-5.000.000 dantons (folio 87) y un agente 
humectante como glicerina (folio 86). Enseæa que son comUnmente conocidos en 
el estado de la tØcnica los dentIfricos sOlidos (polvos) que contienen como agente 
activo perOxidos y percarbonatos (folio 84). 

(Th 
D3 ensena una cinta blanqueadora que se adapta a los dientes, la cinta puede 
ser hecha de polimeros como polietileno. Se coloca en los dientes por medio de 
un adhesivo que contiene una sustancia activa blanqueadora la cual puede cubrir 
la cinta o puede tambiØn ser colocada por el usuario. Puede contener glicerina, 
carbamida perOxido, carboxipolimetileno. 

TABLAI  
CARACTERISTICAS 131 D2 D3 

REIVINDICADAS folios 76 - 81 folios 84-87 folios 103-109 
SIMILAR 

Pelicula fina 
y 

flexible No afirma ser una NO SI 
pelicula pero las 

caracterIsticas de la 
cinta _son _las_mismas  

SIMILAR 
Matriz polimØrica anhidrica a SIMILAR 
base de ôxido de etileno e No menciona la matriz SI 
hidratable en agua polimØnca anhldrica No es hidratable en 

pero para la misma agua 
I función usa ci óxido de I  
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etileno 

SIMILAR 
SIMILAR SI 

Agente blanqueador solido a Utiliza materiales 
base de perôxido Sugiere todo tipo de Enseæa que se en gel, sugiere todo 

(percarbonato de sodio) materiales pero no 
p ueden usar agentes tipo de materiales 

especifica que utilicen en polvo (sOlidos) pero no especifica 
materiales sôlidos que utilicen 

materiales sOlidos 
P.M. del polimero a base de 
Oxido de etileno 100000 Y NO SI NO 
10000000 Dalton  

La solicitud difiere con D3 en que menciona una matriz, el agente 
blanqueador es sólido y menciona el PM del polImero pero estas diferencias 
no son relevantes puesto que ya estaban sugeridas en el estado de la tØcnica por 
10 tanto no parece conceder un efecto tØcnico inesperado. 

El efecto tØcnico logrado por esta diferencia es el blanqueamiento de dientes 
manchados mediante una pelicula blanqueadora de dientes. 

El Problema TØcnico Objetivo se puede definir en como lograr pelicula 
blanqueadora de dientes manchados alternativa a las previamente 
conocidas. 

Por consiguiente resultarIa obvio el diseæo de este tipo de peliculas para un 
experto medio en la materia que conozca el estado de la tØcnica ya que D2 Si 
enseæaba que el blanqueador podia utilizarse en estado sOlido, ademÆs 
ensenaba los pesos moleculares adecuados para el polimero a base de óxido de 
etileno y tanto D1 como D2 muestran la misma utilidad del ôxido de etileno en la 
cual ha sido utilizado por la solicitud, por Ic tanto haria una combinación de Østos 
documentos Ilegando de tal manera a la propuesta de la presente solicitud. 

En conclusion, no se considera que la presente solicitud merezca reconocimiento 
de nivel inventivo. 

6. Conclusion: 

Los requisitos de patentabilidad de la presente solicitud se encuentran afectados asi: 

N° Documento N° Reivindicaciones 
afectadas  Requisito que afecta 

D1 WO 0054699 1-9 NIVEL INVENTIVO 
D2 EP 0535816 1-9 NIVEL INVENTIVO 
D3 WO 98155079 1-9 NIVEL INVENTIVO 

7. Respuesta a los argumentos del solicitante: 

� Dice el solicitante que la definiciOn del presente capitulo reivindicatorio 
corresponde con la definiciôn estructural y funcional de la invenciOn y no con el 
efecto tØcnico perseguido por lo cual solicita su aceptaciOn. 

Se aclara al solicitante que las partes de la reivindicación I ya mencionadas no se 
aceptan para el presente anÆlisis ya que contiene informaciOn no esencial 
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consistente en ventajas, efectos deseados o resultados a obtener acerca del 
producto. 

Dice el solicitante que Dl no enseæa o sugiere la integración de un perôxido 
como agente blanqueador en una forma flexible y delgada. La cinta de Dl sirve 
como barrera protectora para prevenir sustancialmente que la saliva entre en 
contacto con la sustancia blanqueadora de dientes y filtración y/o erosiOn de 
dicha sustancia blanqueadora de dientes. En general, la cinta es impermeable 
y asi claramente no se encuentran dentro de las limitaciones de las actuales 
reivindicaciones. Aun las enseianzas de Dl coincidan con las presentes 
reivindicaciones no describe una pelicula de blanqueamiento para tal fin, al 
contrario utiliza un liquido viscoso, pasta o gel para la liberaciOn de la 
composicion blanqueadora, no enseæa que puede presentarse como una 
pelicula, no enseæa el uso de una matriz polimØrica hidratable de Oxido de 
etileno o que dicha matriz posibilite la formaciOn de una pelicula. Dl sugiere 
una cinta de material y composiciOn independiente de blanqueamiento y la 
presente invenciOn ha encontrado una forma para conseguir el blanqueamiento 
dental con una Unica cinta. 

Dl tiene todas las caracteristicas esenciales de la invenciOn reivindicada, tambiØn es 
una cinta flexible y delgada ya que claramente la anterioridad menciona que se 
ajusta a la cavidad oral y a los dientes, tambiØn tiene perOxidos o percarbonatos, 
tambiØn es para blanquear y si bien forma una barrera para la saliva tal como 10 
reconoce el solicitante todo coincide con Ic reivindicado en la presente solicitud. Se 
recalca aqul al solicitante que dando respuesta a su argumento la pelicula de la 
anterioridad no tiene como objeto o fin ser impermeable o una barrera para la saliva 
sino blanquear, es decir, elfin de ambos documentos (solicitud vs Dl) si es el 
mismo. Es cierto que Dl utiliza un liquido viscoso, pasta o gel para la liberaciOn de la 
composiciOn blanqueadora y que la solicitud utiliza un sOlido, pero esta diferencia fue 
ensenada por D2 ya que alIl si se utilizan sOlidos y sugerida por Dl al mencionar que 
la sustancia blanqueadora puede estar en cualquier otra forma adecuada para 
proveer suficiente adhesiOn. Si bien Dl no afirma ser una pelicula, la contextura de 
la cinta es igualmente fina y flexible tal como la solicitud y tiene como funciOn colocar 
los dientes en contacto con la sustancia blanqueadora "adherida" a la cinta por lo 
tanto se concluye que tambiØn forma una pelicula en la superficie que debe 
mantenerse bien adherida y tambiØn enseæa el oxido de etileno, de tal forma que 
logrando el mismo objetivo no es relevante que diga o no ser una pelicula. De otro 
Iado, Dl no sugiere que cinta y composición estØn independientes asi como tampoco 
sugiere que forme pellcula, pero de la misma forma que la solicitud se Iogra el 
blanqueamiento dental con una Unica cinta. 

� Dice el solicitante que 02 ensena composiciones dentIfricas abrasivas que 
contienen un compuesto blanqueador liberador de Oxigeno e incluye como 
portador deseable al polietilenglicol. No estÆ dirigido a peliculas blanqueadoras. 
Si bien requiere el uso de un polimero (oxido de etileno) de peso molecular de 
50.000 a 5.000.000 como ensanchadoras, no muestra que dichos pollmeros 
puedan ser usados para formar una pelicula que contenga ademÆs como 
agente blanqueador un perOxido sOlido. 

Se aclara al solicitante que 02 no se ha considerado como el estado de la tØcnica 
mÆs cercano por las mismas razones que argumenta, sin embargo fue tenido en 
cuenta debido a que enseæa directa e inequivocamente que el agente blanqueador 
puede venir en estado sôlido y ademÆs muestra cual puede ser el rango de peso 
molecular del oxido de etileno, lo cual coincide con la solicitud. 
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� Dice el solicitante que el aporte de los inventores es el diseæo diferencial de 

una pelicula blanqueadora lo que constituye por si a una contribuciOn al estado 
de la tØcnica, por lo tanto los datos comparativos adicionales a lo ya 
presentado por la descripciOn carecen de significancia al no estar la invención 
indicada en el arte previo. Se solicita revisar de nuevo los ejemplos de la 
descripciôn que demuestran la eficacia de la presente invenciôn. 

Como lo reconoce el solicitante la mayoria de las caracteristicas esenciales de la 
invención contra el estado de la tØcnica coinciden, por lo tanto la invención si estÆ 
indicada en el arte previo. De esta forma no se considera necesario presentar mÆs 
datos comparativos a lo ya presentado en los folios 24 y siguientes. 

En cumplimiento del artIculo 45 de la Decision 486 de la ComisiOn de la Comunidad 
Andina, se le indica que debe dar respuesta dentro del tØrmino de 60 dias contados 
a partir de la fecha de notificaciOn de la presente comunicaciOn. En caso de no dar 
respuesta al presente requerimiento, o si a pesar de la respuesta subsistieran los 
impedimentos para la concesiôn, se denegara la patente. 

Notifiquese el presente oficio c form a lo dispuesto en el numeral 5.2, literal e), del 
capitulo quinto t OP7 rode I9ircular Unica NO 10 de 2001. 

ALIX CARMEN CESPEDES DE VERGEL 
Jefe de Division e Nuevas Creaciones 

El anterior requerimiento fue notificado por fijaciOn en lista, de fecha 
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