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The Procter & Gamble Company

Yo JIMENA ESCOBAR URIBE, identificada como apatece al pie de mu firma,
domicihada en Bogota, en la Carrera 11 A No 94 76 Of 305, obrando como
apoderada de la sociedad The Procter & Gamble Company , con domucilio en
Cincinnati, Ohio, Estados Unidos de Amenca, solicitante de la patente de la
referencia, pido a usted que se proceda a examunar s1 la invencion, cuya patente se
tramita en el expediente de la referencia, es patentable

Adjunto al presente memonal el rectbo No 06 - 74,357 de septiembre 26 de
2006, por la suma de $19400000 con lo cual queda cubierta la tasa oficial
correspondiente a dicho estudio
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SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO
DIVISION DE NUEVAS CREACIONES

2020

Bogotd DC 19 de julio de 2007

Abogada
Jimena Escobar U
(Apoderado)

Solicitante The Procter & Gamble Company

ASUNTO

Radicacién 03 -39 887
Tramite 002

Evento 001

Actuacién 430

Oficio yOLu 8924
Folios 023

Como resultado del examen de fondo realizado con fundamento en el articulo 45 de

la Decision 486 de la Comision de la Comunidad Andina se le comunica

1 Documentos estudiados

11 Descripcién

12 Reivindicaciones

13 Dibujos
14 Priondad

2 Objeto de la invencion

Folios 16 a 39 como se radicd inicialmente
1 a 12 Folios 40 a 44 como se radico inicialmente

Folios 46 a 49 como se radico inicialmente

00 12-12 US 60/255 045

« Titulo de la solicitud Dispositivo de aplicacion

o EIl objeto de la presente solicitud de patente de invencion consiste en un
dispositivo de aplicacién que comprende un sustrato aplicador un sustrato de
liberacién y un parche colocado entre ellos para aplicario en una superficie
destino donde el parche puede llevar una sustancia activa [aunque no se
requiere por ejemplo el parche puede ser una gasa esténl] No se requiere
tampoco gque el parche se emplee en el cuidado de la salud [por ejemplo el

parche se puede emplear para reparar un neumatico pinchado]

Reivindicaciones 1 a 12 Un dispositivo de aplicacion laminar para aplicar un
parche Iintercalado a una superficie destino que comprende los siguientes
elementos sustancialmente planos un sustrato aplicador que tiene una lengieta
de agarre que se extiende hacia fuera de este y que tiene una superficie interior
un parche que tiene dos superficies y un sustrato de liberacion que tiene una
lengueta de agarre que se extiende hacia fuera de este y que tiene una superficie
intenor En donde la superficieinterior del sustrato aplicador tiene un medio
adhesivo que fija de manera desprendible una pnmera superficie del parche a la
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superficie interior del sustrato con lo que se forma una pnmera unidn de
desprendimiento a la vez que se forma una combinacién de sustrato aplicador —
parche que tiene una superficie intenor en donde el sustrato de liberacion sefija
de manera desprendible a la superficie intenor de la combinacién con lo que se
forma una segunda unién de desprendimiento donde la lengueta del sustrato de
liberacion esta desplazada lataralmente con relacion a la combinacién donde la
resistencia de la pnmera unién de desprendimiento es superior a la resistencia de
la segunda unién de desprendimiento y donde la resistencia de una unién
adhesiva entre el medio adhesivo de la segunda superficie del parche y una
superficie destno es superior a la resistencia de la pnmera unidn de
desprendimiento

El problema planteado en esta solicitud es la necesidad de facilitar el uso de un
dispositivo de aplicacién para parches de tal manera que al quitar las [Aminas
protectoras del parche el adhesivo de éste no se vea afectado negativamente
As| se requiere que al retirar la pnmera de las laminas denominada en la
solicitud como sustrato de liberacién no se afecte la superficie del parche que va
a entrar en contacto con la superficie destino [denominada superficie diana] y
que cuando se retire la segunda de las laminas protectoras denominada
sustrato aplicador se pueda efectuar la operacion sin levantar ninguna porcién
significativa del parche que se ha unido adhesivamente a la superficie destino
Toda la operacion debe ser realizada sin que las diferentes acciones del usuano
del dispositivo se interfieran obstaculizando de alguna manera el retiro de una de
las dos laminas o de ambas y sin que el parche se vea perjudicado En otras
palabras lo importante del objeto de la solicitud es que se puedan desprender los
sustratos sin afectar negativamente la superficie activa del parche

Para solucionar este problema técnico la solicitud en estudio proporciona unas
laAminas configuradas de manara que las lenguetas de las dos laminas no se
sobrepongan cuando se vayan a emplear y ademas se distnbuyen las
resistencias de desprendimiento de cada una de ellas de manera que el
desprendimiento tenga que hacerse en un orden particular

« Clasificacion Intemacional de Patentes (IPC) A61F 13/02 13/56
B32B 7/06 7/12

3 De la solicitud de Patente

31 Descnpcidn (articulo 28 D 486)
¢ El solicitante debe

(1) Modfficar la expresién drana que aparece a lo largo de la
descnpcién y las reivindicaciones por otra que se ajuste mejor al
contexto se sugiere emplear destino

(2) Introducir la definicién de la expresién activo -que aparece enla
pagina 20 folio 35- cuando la utiice la pnmera vez esto es en
la pagina 2 folio 17

(3) Modfficar la definicién de la expresién fuerza de union que
aparece en la pagina 6 folio 21 porque es confusa ya que
dice fuerza de umon significa la cantidad de fuerza  con lo
cual se mide la fuerza de union Lo que carece de sentido por
una parte porgque lo definido no debe entrar en la definicién y
por otra parte porque una cantidad no sirve para medir no
mide



Y,
}2/

(4) Modfficar también la definicion de la expresion desplazado
lateralmente que aparece en las paginas 7 y 8 folios 22 y 23
porque lo definido no debe aparecer dentro de la definicién

(5) Corregir las expresiones numéricas defectuosas que aparecen
por pnmera vez en la pagina 11 folio 26 porque expresiones
como 1cm’y 4cm? carecende significado Debe consultarla
regla 12-c) de la aplicacibn del Sistema Intemacional de
unidades (puede consultada en el sitio web
http //www sic gov co/Estudios/Siu php) La pnmera cifra a la
1izquierda de la .oma decimal iene como valor posicional elde
la unidad en la que se expresa el numero Porejemplo al decir
345m lacfradindicametros 025N la cfra 0 indica
newtons 185 m lacifra 1 indica metros y220Via cifra O
indica volts

(6) Corregir la expresidn que no incluyendo que aparece en la
pagna 13 follo 28 porque carece de significado segun el
contexto

(7) Corregir la expresion matenal continuos que se superpuestos
que aparece en la pagina 14 folio 29 porque carece de
sentido

(8) Corregir las unidades defectuosas que aparecen por primera
vez en la pagina 19 folio 34 porque KPa significa kelvin
pascales no kilopascales que se representa por kPa

(9) Sustiturr las expresiones sorciény silice de hurmo que aparecen
en la pagina 21 folio 36 por otras que tengan un significado
reconocido

(10) Aclarar la expresién 0 007M que aparece en la pagina 23
folio 38 porque M es el simbolo para mega un prefijo para
multiplicar la unidad por 10°

(11) Presentar un nuevo juego de dibujos donde se puedan
observar claramente las figuras 1 a 3 y donde se supnma la
figura 4 -que se refiere a un procedimiento- porque no se
reclama ningun procedimiento en el capitulo remvindicatorio y por
tanto es superflua

+ Ladescripcion no cumple con el requisito de clandad de acuerdo al art 28 de
la Decision 486

32 Reivindicaciones (articulo 30 D 486)
¢ El solictante debe

(1) Modfficar la revindicacion 1 en el sentido de hacerla mas
concisa porque por ejemplo se enumeran tres elementos y de
cada uno de ellos se dice que es sustancialmente plano en las
definiciones de cada uno de ellos Se puede decir que son
sustancialmente planos antes de entrar a definidos por
separado

(2) Aclarar la expresion en donde el medio adhesivo  fjja de
manera desprendible la primera superficie del parche a la
superficie interior del parche que aparece en la reivindicacion 1
porque por una parte no se ha defimdo antes ninguna
superficie interior para el parche y por otra parte no se ha
divuigado dentro del capitulo descnptivo que el parche tenga
dos superficies distintas que se unan entre si m que el parche
tenga una superficie interior
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(3) Aclarar la expresibén en donde el sustrato de liberacion se fija de
manera desprendible a la superficie superior de la combinacion
que aparece en la misma reivindicacion 1 folio 40 porque por
una parte no se ha establecido antes dentro de esta
reivindicacion que la combinacién tenga una superficle
superior y por otra parte si se habia definido antes dentro de
esta reivindicacién que la combinacion tiene una superficie
interror pero no se le da ningun uso a tal superficie

(4) Modificar la expresion un borde que no se fina que aparece en
la reivindicacion 2 folio 41 porque carece de significado

4 Determinacion del Estado de la Tecnica

El capitulo reivindicatorio no cumple con el requisito de clandad concision o
sustento por la descripcién de acuerdo al art 30 de la Decision 486

Dado que la fecha de presentacién de la pnmera solicitud de patente de la cual se
reivindica prioridad fue el 00-12-12 se buscaron documentos del estado de la
tecnica relacionados con fecha de publicacién antenor a esta

Durante la busqueda de antenondades se encontraron los siguientes documentos
que forman parte de la familia de patentes del objeto de la presente solicitud
solicitud EP 1 359 875 A2 del 03 11-12 y WO 02/47593 A2 del 02-06-20 [ctada por
el solicitante ver folio 1] Se anexa la copia de la pnmera pagina del documento EP
junto con la copia del Informe de Busqueda Internacional

Fecha de
n° Documento Titulo publicacién
Solicitud EP 0 424 165
A1 cuyos inventores
son Jaw: \': e(.;artmell Transparent Wound
D1’ St rty ty , I dressing (Una preparacién 91-04-24
unevant quienes le transparente para heridas)
cedieron sus derechos
a la NDM Acquisition
Comp
Patente US 5 891 078 Stenle adhesive bandage
cuyos Inventores son and associated methods
D2' ' | Chnstina M Trungren | (Una venda adhesiva estéril 99-04-06
Dale E Lansery y los métodos para su
Thomas F Hilbert fabricacion)

Estos documentos también se encuentran citados en el Informe de Busqueda
Internacional

) documento citado por el solicitante como patente US 5 106 629 en la pagina 1
folio 16 se anexan las copias de las paginas pertinentes

¢ Ydocumento citado por el solicitante en la pagina 1 folic 16 se anexan las

copias de las paginas pertinentes



4

NOTA No se realizé una evaluacion de los demas requisitos de patentabilidad
porque se objeto la clandad de las reivindicaciones Una vez hayan sido superadas
las objeciones establecidas en este Concepto Técnico se podran hacer los
examenes correspondientes

5 Conclusién

Los requisitos de patentabilidad de la presente solicitud se encuentran afectados
negativamente por la falta de clandad de la descnpcién los dibujos y las
reivindicaciones

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 término de sesenta dias
contados a partir de ia fecha de notificacién de la presente comunicacion En caso
de no dar respuesta al presente requerimiento o s1 a pesar de la respuesta
subsistieran los impedimentos para la concesién se denegara la patente

Notifiquese el presente oficio cm}fo e a lo dispuesto en el numeral 5 2 Iiteral e) del
capitulo quinto del titulo pnmero de la Circular Unica N° 10 de 2001
/

ALIX CARMENZA CESPEDES DE VERGEL
Jefe de Dlwmy/de Nuevas Creaciones

)
El antenor requenmiento fue notificado por fijacién en lista de fecha 4 7 J&. M}

EXAMINADOR TECNICO

CONCEPTO TECNICO n © 1095 Codigo n ° 09

Y2
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INTERNATIONAL SEARCH REPORT e iaj Appliostion No
PCT/US 01/48597

TTER

A. CLASSIPICATION OF SUBJECT MA
e ARt 300

| According to Intemalional Patont Classification {IPG) or to both national clessincaion and PG
B. FIELDS SEARCHED

{ Minimum Gocumantation searched (classilication eyslern tolowed by daseificalion eymbols)
IPC 7 AGIF

Doaonantaiion searched olher than minknum documentation o the caxtenl thel such documsnts are ncludad In tha Nekis pearched

Elecironio deta bass coneullad during iha Intamnationed search (name of daia basa and, whare praciical, saarch terme used)
EPO-Internal

€. POCUMENTS CONSIDERED TO BE RELEVANT

Category | Citation of dooument, with indioatien, where appropriate, of the relevent pamsages Relaver to claim No.
X (EP 0_424 165 A (NDM ACQUISITION CORP) 1

24 April 1991 (1991-04-24)

cited in the application

coluom 6 1ine 1 -column 7 1ine 15
column 8 Tine 19 —column 9 11ine 14
claims figures

Y 26 10

Y US 5 891 078 A (HILBERT SR THOMAS F ET 2-6 10
AL) 6 April 1999 (1999-04-06)

cited in the application

column 9 1ine 36 ~column 10, 1ine 7

A DE 40 01 380 A (BRENNER WERMNER) 1,6
25 July 1991 (1991-07-25)
the whole document

_/_
m Furthar docarmanis are isted In the continuation of box C. E Paiant famiy members are [isted in annex.
AP " ot pe e b Ky
n
A hmmmwdtmﬂldh ant which is nod ched to imdemiand the principls of theory underying the
E* eartar document bul published on or after tha Intamational ™" document of panicular relvancer e cleimad Invantion
L uﬂmmwm throw doubls iy ciaim{s) hvn'ra Mmgﬂmﬁﬁ ml:m
L doau ma! on of an
which hdﬂdbn!ﬂbﬂlh tha pul dats of har
ciatlon or other special reason (a5 specifisd) B e e ol L The alaimed L,"rbm“mm
" document refering to an oral disdosure, use. exhibition or docurnent |s combined with one or mom other auch docu—
othar means marts, such combination being obvious to a person sidfied
P dooument published prior to the Imamational filing cate but In the art
tater than the priority dete claimed ‘8" document member of the aame paient femily
Dale of tha actusl complstion of the international search Dats of maling of the intematiohal search roport
4 February 2003 20/02/2003
Namsa and maling adkiress of the I5A Authorized officer
European Patant OfMce. P B. 5518 Palentlaan 2
NL - 2280 KV Ri
e oy - 1 t61 evorh Douskas, K

Fom PCTASA/A0 (sscand chaet) {J iy 1602)
nana 1 af 2
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28 December 1994 (1994-12-28)
claims figures

INTERNATIONAL SEARCH REPORT Imt el Appiestion No
PCT/US 01/48597
C{Continuntion) DOCUMENTS CONSIDERED TO BE RELEVANT
Catagory | Cimtlon of doourneni, with indication where appropriaie, of tha relovant passages Pelavant to claim No.
A EP 0 788 784 A (HOLLISTER INC) 1,4 6
13 August 1997 (1997-08-13)
claims, figures
A US 5 713 842 A (KAY DENNIS) 146
3 February 1998 (1998-02-03)
column 9 1ine 61 —column 10 1ine 12,
figures 7-9
A US 5 994 613 A (CUMMINGS GARY WAYNE ET 146
AL) 30 November 1999 (1999-11-30)
cojumn 12, 1ine 40 -column 13, 11ne 10,
figure 7
A EP 0 630 629 A (NDM ACQUISITION CORP) 14

Fesmn PCTASA/210 fcontinuation of secand shaal) Cluy 10823

nane 2 of 2



INTERNATIONAL SEARCH REPORT

A1

il Application No

e
PCT/US 01/48597

Patant document Publlcation Patant famlly Pubiication
dited In search repart date member(s) dats
EP 0424165 A 24-04-1991 US 5106629 A 21-04-1992
AT 106006 T 15-06-1994
AU 624537 B2 11-06-1992
AU 6455190 A 26—-04-1991
CA 2028009 Al 21-04-1991
DE 69009140 D1 30-06-1994
DE 69009140 T2 22-12-1994
DK 424165 T3 05-09-1994
EP 0424165 Al 24-04-1991
ES 2053121 T3 16—07-1994
JP 1851561 C 21-06-1994
JP 3191956 A 21-08-1991
JP 5065184 B 17-09-1993
NZ 235660 A 25-09-1992
ZA 9008311 A 28-08-1991
US 5891078 A 06-04-1999 US 5685833 A 11-11-1997
Al 1397599 A 31-05-1999
Wo 9923982 Al 20-05-1999
EP 1009340 Al 21-06-2000
WO 9831307 Al 23-07-1998
us 5792092 A 11-08-1998
us 5981823 A 09-11-1999
DE 4001380 A 25-07-1991 DE 4001380 Al 25—-07-1991
EP 0788784 A 13-08-1997 US 5951505 A 14-09-1999
CA 2195466 Al 06-08-1997
DE 69703363 D1 30-11-2000
DE 69703363 T2 22-02-2001
DK 788784 T3 20-11-2000
EP 0788784 Al 13-08-1997
ES 2151227 T3 16-12-2000
US 5713842 A 03-02-1998 AT 179587 T 15-05-199%
AU 3057792 A 07-06-1993
CA 2123003 Al 13-05-1993
DE 69229122 D1 10-06-1999
DE 69229122 T2 05-01-2000
DK 612232 T3 08-11-1999
EP 0612232 Al 31-08-1994
ES 2133332 T3 16-09-1999
GR 3030851 T3 30-11-1999
JP 7500751 T 26-01-1995
Wo 9308777 Al 13-05-1993
US 5994613 A 30-11-1999 US 5910125 A 08-06-1999
us 6255552 Bl 03-07-2001
AT 216865 T 15-05-2002
Al 669486 B2 13-06-1996
AU 2542592 A 21-05-1993
CA 2122059 Al 29-04-1993
DE 69232589 D1 06-06-2002
DE 69232589 T2 05b-12-2002
EP 0609236 Al 10-08-1994
JP 7500266 T 12-01-1995
Wo 9307841 Al 29-04-1993

Forn PCT/GA10 (patant family amnax) {huly 1992)

page 1 of 2
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Inte

s Appikcation No
PCT/US 01/48597

Patent document Publication Patent family Publication

citad in search raport date member(s) date

EP 0630629 A 28-12-1994 US 5423737 A 13-06-1995
AU 667766 B2 04-04-1996
AU 5644794 A 08-12-1994
CA 2119731 Al 28-11-1994
EP 0630629 Al 28-12-1994
JP 2604542 B2 30-04~-1997
JP 7088131 A 04-04-1995
NZ 250994 A 26-09-1995
us 5476443 A 19-12-1995
us 5489262 A 06-02-1996
us 5501661 A 26-03-1996

Feazm PCTASA/R10 (pxtant tamily ennex) (July 1063)

page 2 of 2
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1

EP

51

o

Europillachea Patantamt
Europsan Patent Office
Office europden des bravets

-9

{43) Dats of publication.
1211 2003 Bulletin 2003/48

(21) Application number 018855717

(22) Date of filing 07 122001

() EP 1 359 875 A2

(61) Int.c1? AG1F 13/02

(88) international application number
PCTAJSO1/48587

(87) International publication number
WO 02/047583 (20.06.2002 Gazette 2002/25)

(B4) Designated Contracting States.
ATBECHCYDEDKES FIFRGBGRIEIT LILU MC
NLPTSETR
Designated Extension States.

ALLTLVMKROSI

(30) Priorty 1212.2000 US 255045 P

(71) Applicant The Procter & Gambie Company
Cincinnatl, Ohlo 45202 {US)

(72) Inventors.

FONTANA, John Vincent
Cincinnati OH 45238 (US)

WASSON Matthow Howard
Cincinnati OH 45241 (US)

LAMB Kenneth Edward
Cincinnati OH 45249 {US)

(74) Repreeentative
Nargolwalla Cyra
Cabinet Plasseraud
84, rua d Amsaterdam
75440 Paris Cedex 09 (FR)

(54) APPLICATION DEVICES

(87) This Intamational application for which the EPO Is a designated office has not bean republished by the

EPO according to article 158{1) EPC.

Cette demande Internstionals pour iaquelle I'OEB est office désigné na pas éié republiée par 'OEB en

vertu de l'article 158(1) CBE

Diese Interationale Anmeidung 10r die das EPA Bestimmungsamt lst, wirde, gemidB Artikel 158{1) EP0

vom EPA nicht wieder verdffentiicht

EP 1358875 1
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Eursplachs oo Lo LT DL
Offios atropden dos brevets ® Publication number 0 424 165 A1l
® EUROPEAN PATENT APPLICATION

@) Appiication number 80311477.8

@ Date ot filng- 18.10.90

® nt c1s ABIF 1302, AB1F 13/00,
AB1L 15/20

@ Prortty 20.10.80 US 424858

Date of pubfication of spplication
24.04.01 Bulletin 9117

@& Designated Contracting Stetes:
AT BE CH DE DK EB FR GB IT LI LU NL 8E

@ Applicant: NDM ACQUISITION CORP
90 South 6th Street
Minneapolis, Minnesota 55402(US)

® Inventor Cartmel}, Jamesa V
8278 Rhinoway
Centervilie Ohlo 46458(U8)
Inventor: Sturtevant, Wayne R
20 South Johanna Drive
Contorvilis Ohlo 46458(US)

® Repressnative Wasren, Ksith Btanley et el
BARON & WARREN 18 South End Kansington
London W8 EBU(GB)

& Transparent wound dressing.

& A flexible. transparent wourx dressing product
{10) conteins & clear hydrogel materiel (16) in a gei-
fike phass and Is comprisad of ssveral layers in-
cluding & wound dressing (12 18), a release layer
(18), and a dimensionally stable backing membor
cez).mwuuhmmpﬂmaﬁﬂn-ﬂlmwm
layvﬂZ)tnvlngmadhedwpodmehrporﬂon(is)
and a center portion (14), and the hydroge! material
positioned therein A grid pattem (26) may be print-
ed on the thinflim transparent leyer to permit mesa-
surement of 2 wound The dimensionally steble
backing membsr is adhesively aitached around the
perimeter portion of the thin-film transparent layer to
help the dressing meintain e shape. When the
dressing Is spplled © a wound the release layer
(10) Is removed using a tzb (20) to expose the
hydrogal msterdel The dreseng Is then applied 1o
the wound site with the hydroge! material In direct
comzact with the wound The dimensionally stable
backing member (22) is then removed using a teb

(24)

Moo Copy Contre



5 EP 1) 424 186 A1l 8

Directly contecting the wound Is the hydroge!
matarial, where it creates & bio-compatible bac-
terial protactive. fiukd absorbing cushioned sidn-ike
media to faciliaie the healing process. The wound
dressing product is then secursly atteched to the
healthy sikin sumounding the wound eite by gently
pressing into place the adhesive edge created by
the first adheslve layer of the transparent flbm
Onee the wound dressing product has besn placed
on the wound site and the adhesive edge of the
tranaparent film has been ettached to the healthy
eidn surrounding the wound stte. then the dimen
slonally stable backing member cen be removed,
preforably using a tab exdending beyond the trans-
parent layer provided with the backing member
The result is a wound dressing product inchxiing a
transparent wound dressing which allows observe-
tion of the wound without removal of the dresaing
the wound dressing contsining a bio-compatible
non-initating fliid ebsorbing skin-fike media
hydrogel materlal Conformity and more impor-
tantly bacterial protection s improved since there
is no “iifting edge fo catch on clothing or bed
sheets.

It [s an object of the present invention to pry-
vide a wound dressing product contalning an aque-
ous hydrogel substance which is particularly ad-
vantageous when used to drees exuding wounds
such as decubitus ulcers, by providing a eian-lilee
mediz which Is blo-compatible non-inftating fiuld
absorbing and bacterial protective, to provide a
wound dressing having Improved adhesive and
conforming foatures; to provide a wound dmssing
which Is transparent, thereby allowing medical per-
sonnel to observe the healng progression of &
wound without removing the wound dressing o
provide & wound dressing which ls more flesdble
and less bulky than exeting dressings; to provide a
wound dressing which will not adhere to new cell
tissue when it Is emoved and to provide a wound
dresging product with the above festures that [a
precut, sterilized and readily avallabie for applica-
tion to a wound stte.

in order that the Invention may be more readlly
understood reference will now be made tb the
accompanymng drawings, In wiich:

Rgure 1 I8 a plan view of the wound dressing

product

Fgures 2A and 2B are cross-sectional views of

the woind dressing product and the wound

dreesings respectively of Figure 1 taken along

fine 2-2;

Fgwe 3 Is an exploded view lliustrating the

layers which form the preferred embodimens of

the wound dressing product; and

Fliguree 4A through 4D lllustrate the prefarred

method of application of tha wound dressing

praduct of the present invention
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The present invention reletes to & wound
dressing product for application to a wound which
Includes a wound dressing comprised of a thin-film
transparent layer end 8 hydropel materiel The In-
vention aleo includes & method of manufacture and
a method of application for the disclosed wound
dressing product.

The wound dressing product 10 of the present
invention Is liustraisd in Figures 1 2A, 2B end 3
Although the wound dressing product 10 Is shown
in Figure 1 as having a rectanguler shepe i may
be any of a varialy of desirable shepas The wound
dreasing product |8 compoesd of several leyers, 88
llustrated by the cross-sectional view of Figure 2A
and tha exploded view of Figurs 3

Referring now to Figure 2A, the wound dress-
Ing product 10 Is Hiustrated In cross-section taken
along ne 2-2 of Rgure 1 The wound dressing
product 10 Includes a thin-film traneparent layer 12,
preferably of polyurathens, which has a center por-
tion 14 and a perimater portion 15 The transparent
layer 12 has a firet alde and & second side. the firat
gide beling coated with a first adheslive layer 17 A
layer of hydrogel matarial 18 Is Insertad on the first
side of the transparent ayer 12 in the center por-
tion 14 theseby deflning B center cavity In the
center portion 14. The transparent layer 12 the first
adhasive layer 17 end the hydrogel materdal 18
comprise a wound dressing 11 es lllusirated In
FAgure 28

The wound dressing product 10 s comprised
of the wound dressing 11 & release Bner layer 18,
a dmensionally stable backing member 22, and a
gsacond adhesive layer 23 as [lusirated In Rgure
2A. The release liner 18 preferably of a ellicone-
coated shest materal 1s adhesively attachad to
the perimeter portion on the first gide of the thin-
fim trensparent layer 12 by means of the firet
adhesive layer 17 The release liner 16 overlies the
hycrogel material 18 located In the center portion
of the transparent layer 12 and the perimeter por-
tion 15 of the transparent layer 12. The dimension
ally stable backing member 22, has a first slde and
a aacond side. the first side of which Is attached to
the second side of the trensparsnt layer 12 by
maans of the second adhesive layer 23.

In 8 praferrad embodiment of the present In
vention aa lilustrated In Figures 1 and 3 the
wound dressing product 10 Includee a first tab
axending from a comer of the relsase liner 18 and
edonding beyond the transparent layer 12. Addl
tionally & release eloment 28 Is placed on one
cormer of the transparent jayer 12, batween the
transparent layer 12 and the dimensionally stabie
backing member 22, as lllustrated In Figure 3. The
roloase eloment 20 may be adhersd along one
edge to Insure that it maintains its position on the
tansparent layer 12 A preferred embodiment of
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the pressnt Invention also includes a tab 24 ox-
tending from a comer of the dimensionally steble
backing member 22, carresponding to the transper-
ent layer 12 comer placement of tho relsase elo-
ment 28, and exisnding beyond the transparent
layer 12,

In ans embodiment of the present Invention a
grid paitem 28 can be printed on the transparent
thinfilm layer 12 of the wound dressing product
10 88 liustrated In Figure 1 The grid pattem 28
afiows & means for measuring the wound observ-
ing the wound healing process, and noting the
changing size of the wound site Although Figure 1
fiustrates a rectangular grid pattern 28, any suits
able grid pattern may be incorporated

The present Invention provides a method of
menufacturing the wound draesing product 10 In
the menutacturing method of the present nvention
the rolease liner 18 and the dimensionally sieble
backing member 22 are provided each having a
first side end a second side. Additionally the trans-
parent layer 12 |s provided the trensparent layer
12 having  first side end a second eide and further
having a center portion 14 and & perimeter portion
15 as llustrated In Figures { and 2B. The first side
of the transparent layer 12 Is coated with the first
adheslve layer 17 and the first side of the dimen-
sionally steble backing member 22 1s coated with
the second adhesive layer 23 which I8 lllustrated In
Figure 2A. The second side of the transparent layer
12 Is then lamineted o the firet eide of the dimen-
slonally stable backing member 22, wheraln the
sacond acheeive layer 23 is located between the
transparent layer 12 and the dimensionally stable
backing member 22, a3 cen be seen [n Figure 2A.
In a preferred embodiment of the presant Invention
the dimensionally stable backing member 22 and
the second adhesiva layer 23 dafine a center ap-
erhure. whereby the bacidng member 22 and the
second adhesive leyer 23 surround but do aot
overtie the center portion 14 of the transparant
layer 12 as [lustrated in Figure 3

Oncs the dimensionally stable backing mem
ber 22 I8 laminated to the transparent layer 12, the
releass Oner 18 is temporerily separsted from the
transparent layer 12 and a vecuum pressire |s
applied to the transparent layer 12 to form a cavity
{n the center portion 14. During the vacuum pres-
sure, & clear gol-lke agueous meterial 18, prater-
ably a hydrogel, ls Ingerted Into the center partion
14 of tha thin-film leyer The hydrogsl material 18
ls adhestvely attached to the centar portion 14 via
the first adhesive layer 17 which coals the trang-
parent layer 12. However the firet adhesive layer
remaing exposad sound the parimeter portion 15
After the hydrogel meterial 18 has besn inserted
the releass finar 16 s reapplied to the transparent
layer 12
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The hydrogel matariel 18 Includes from about
15% to about 30% by weight of a polyhedric
alcohol selectsd from a group consisting of poly-
propylene glycal polyethylene glycol and glyc-
erine. from sbout 8% to about 14% by weght
Isophoronediisocyenats  terminated prepolymer
from about §% to ebout 100% by weight polyethyl-
ene oxide bssed dlamine up to about 1% by
weight of a eelt, and the remaining perceniage
being water In the prefered embodiment of the
present invention the hydrogel materal 18 In
cludes 17%  propylens  glycol 12%
lsophoronedilsocyanate terminaied prepolymer
90% polysthylene oxde besed diamine. 1% salt
and 81% waisr Tha hydroge! material 18 provides
a blo-compstible, non-rritating fluld sbsorbing
becterial proteciive cushioning sikin-lke media
over the wound site.

Referring now to Fgures 4A 4D & preferrad
method of application of the wound dressing prod
uct 10 Ia illustrated In sequence Figure 4A llus-
trates how the extending tab 20 can be gripped by
the person applying the wound dressing product
10 to bagin removal of the releass liner 18 and
expose the hydroge! material 18 baefore the wound
dressing product 10 1e applled 1o the wound stte. in
Figure 4B the wound dressing product 10 has
been filpped over 8o the hydrogel material 18 can
contact the wound site 30 The relsass liner 16
continues to be removad in @ rolling motion as the
ransparent layer 12 s placed over the wound atie
30 Once the release iner 18 has bean completely
removed and the remaining layers of the wound
dressing product 10 are properly situgied over the
wound site 30 the wound drassing product 10 Is
secured to the wound site 30 by gently pressing
inio place the firet edhesive layer 17 which |s
exposed on the perimeter portion 15 as illustrated
In Figure 4C Flnally In Figure 4D the dimension-
glly stable backing member 22, having & center
gperture surrounding the hydrogel materisl 18, 18
peeled away from the transparent layer 12 to leave
only the wound dreasing 11 on the wound stte 30

In a preferred embodiment of the present In-
vention the first adhesive layer 17 located be-
twean the patient's sikin and the perimeter portion
15 of the thin-Alm transparent layer 12, has stron-
ger edhesive qualities than the second adhesive
layer 23 located between the dimensionally stable
becidng member 22 and the trensparent layer 12.
Such a construction allows removal of the dimen-
slonally stable backing member 22 from the wound
dressing 11 while mainiaining the adheslon be-
twesn the perimeter portion 16 and the patient’s
sidin The release elsment 28 repels the adhesion
croated by the sscond adhssive layer 23 8o as to

provide a partisl separation between the second
acdhesiva lsyer 23 and the dimensionally stable

%)
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backing member 22 sufficient to begin removal of
the dimensionally steble backing member 22 from
tha wound dresaing 11

Once the dimensionally stable backing mam
ber 22 has besn completsly removed. leaving only
the rolease element 28, the thin-flim transparent
layer 12, and the hydrogel material 16, the release
element 28 can be lifted off the fransperent layar
12 and disposed of The resuit is a wound dressing
11 comnprising the thin-film transparent covering 12
having en sdhesive perimetar porion which ad
heres to the healthy skin ewrounding the wound
gle 30 and a centar portion 14 containing 8 wound
healing hydroge! material 18.

The wound drsssing product 10 of the present
Invention is particularly advantegeoue for use on
exuding wounds, In particular a special feature of
the hydrogel material 18 la thet it ls sufficlently
ciesr and traneparent that visual observation of the
wound s possible without removal of the wound
dressing 11 Another benefit of the hydrogel ma-
tarial 18 Is that it retalns fta gekllke integrity even
upon removal of the wound dresaing 11 from a
wound site. The hydrogel material 18 does not
leave debris in the wound when the wound dress-
ing is removed nor does it adhere to the wourd
site Tha benefit of this feature is that the hydrogel
materlal 18 exchibits a capability of non-traumay-
cally relsasing from the wound when the wound
dressing 11 [s removed so as not to destroy new
cell tssue forming at the wound siie. Thus, healing
Is not Inhibtted by removal of the dressing 11

Having described the invention in detalt and by
reforence to preferred embodimenta thereof It will
ba apparent that modifications end varations are
possible without departing from the scope of the
Invention which Is defined in the appended claime.

1 A meathod of manufachoing 2 wound dressing
product {(10) for a wound comprising the steps of
providing a release Ener (18), sald releass liner (16)
having a first eide end a second side;

providing a transparent thin-film layer (12) sald
transparent leysr (12) having a firet side end a
second side and further having a perimeter portion
(15) and a canter portion (14)

costing sald first side of sald transparent layer (12)
with a first edhesive layer (17)

providing & dimengionally atable backing memoper
(22) sald dimensionally stabls backing member
(22) having a first side and a second side

coating sald first side of sald dimensionally stable
baciking member {22) with a second adhasive layer
(23).

laminating said second side of sald traneperent

leyer {12) to- seid first side of sald dimensionally
stable backing member (22) wherein sald eecond
adhesive layer (23) Is focated betwean gald trens-
parent layer (12) and sald dimensionally stable
backing member {22)

applying a vecuum pressure to sald center portion
{14) of sald transpaerent layer {12) to define a cavity
In seld center portion (14)

Inserting a clear hydrogel material {18) in sald
cavity In sald center portion (14) of sald transparent
layer (12) durdng the applcation of seld vacuum
pressura thereto: and

laminating sald first side of sald trenspasent leyer
(12) to sald firet eide of sald relesse Hner (16)
wherein sald first adhesive layer {17) la located
between sald trangparent layer (12) and sald re-
lease liner (18)

2. A msthod of manufacturing & wound dressing
product (10) as claimed In cialm 1 charactarizad in
that the step of providing a release finer (10) In-
cludes the step of providing a release liner (16)
having & first tab (20) extending beyond sald trane-
parent layer (12) to facilitete removel of sald re-
lease liner (18) when the wound dressing product
{10) Is to be applied to a wound

3. A method of manufachrring a wound drossing
product (10)es claimed In clalm 1 or 2, further
characierized by the inciusion of the step of print-
ing a grid pattem (28) on seld trensparent layer
(12)

4. A method of manufachuring & wourk dressing
product {10) as claimed in claim 12 or 3 cher-
acterized In that the etep of providing a dimension-
ally stable backing member {22) Includes the step
of providing a dimensionally stable backing mem-
ber (22) heving & second teb (24) exiending be-
yond sald transperent layer (12) to facilitate re-
moval of sald dimensionally atable bacidng mem-
ber (22) aiter the wound dressing product (10) has
been applied {o the wound

5 A method of manufacturing & wound dressing
product (10) a8 claimed In claim 4, further char
actarized by the Inclusion of the step of positioning
a releass element (26) between esid trensparent
layer (12) end sald backing member (22) edjacent
to sald second tab (24) thereby further faciftating
removal of said dimensionally stebie backdng mem
ber (22) after the wound dressing product (10) has
been applied to the wound

6. A mothod of manufactring a wound dressing
product {10) as claimed In any preceding claim
characterized by the Inclusion of the step of provid-
ing @ dimensionally stable backing member (22)
includse the step of providing a dimensionally sta-
ble backing member (22) defining a center ap-
arture and wherein the step of laminating sald
sacond side of eald dimensionally eiable bacidng
member (22) includes the step of laminating sald
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transparent layer (12) to sald backing layer (22)
such that sald dimenslonally stable becidng mem-
ber (22) surrounds but does not overile saki
hydrogel material (18) contained In sald center
portion of sald transparent layer (12}

7 A methed of manufechuring & wound dressing
products (10} as claimad In any preceding cigim
chersctarized In that seid firet adhssiva layer {17)
has stronger adhssive qualities than said sscond
adhesive layer (23) 20 88 to aliow removal ot sald
dimensionally stable backing member (22) from
said fransparent layer (12) sfter application of the
wound dressing product (10) to the wowund whil
maintalning adhesion between said transparent lay-
er (12) and the skin of a patient.

8. A wound dressing product (10) for 8 wound
comprising

a wound dressing (11) Including

e transperent leyer (12) having & center portion
(14) and an adhesive perimeter partion (15) eur-
rounding sald center portion (i4) and fuwther hav-
Ing a first elde end a secend side,

a first adhasive layer (17) coating sald adhesive
positioned on sald firet eide of ¢ald transparent
leyer (12), and

a layer of a hydrogel materiel (18) positioned on
sald first side of sald transpssent layer (12) In said
center portion (14)

a relense iner (18) overlying sald hydrogel material
(18) and secured to said first sids of said trensper-
ent layer (12) by meana of ssid first adhesive layer
(17) and

a dimensionelly steble becking member (22) having
a second adheaive [aysr (23) said backing mem
ber (22) sscured to sald second side of sad trane-
parent layer (12), opposiie sald first side, by means
of sald second adhesive layer (23)

© A wound dressing product (10) as claimed in
clalm 8,characterized in that sald release finer (10)
has a first tab {20} extending beyond said transpar
nt layer {12) to facilitate removal of sald rolease
liner (16) from said trensparent layar (12) when the
wound dressing product (10) Is 1o be applled fo &
wound

10 A wound dressing product (10) as claimed In
claim B or 8 charscterized In that a grid pattemn
(28} la printed on seld transparent layer (12)

11 A wound dressing product (10) es claimad In
clalm 8, 8 or 10, charecterized In that sald dimen-
glonally stable backing member (22) hes a second
tab (24) extending beyond sald transparent layer
{12) to facliitate removal of sald dimensionally ota~
ble backing member (22) efter the wound dressing
product (10) has been epplied to the wound

12. A wound dressing product (10) as claimaci In
claim 11 characterized in thet a releass element
(28) s positioned between said transparent layer
{(12) and said backing member (22) adjacent to said
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sacond tab (24) o further facilltate removal of sad
dimensicnally stable backing member (22) after the
wound dressing product (10) has been applled to
the wound

13. A wound dressing product (10) as claimad In
any one of claims B8-12.cheractarized in thet said
dimsnsionally stable backing mamber (22) defines
a conier apertue whereby seld dimsnsionally sta-
ble backing member {22) surrounds but does nat
overfio sald hydrogel material (18) contained in
sald center portion (14) of seld ansparent layer
(12).

14. A wound dressing product (10) as cleimed In
gny one of clams 8-13.chavacterized in that sald
trensparent thin-fiilm layer (12) comprises a poly-
urethane material

15. A wound dressing product (10) as claimed in
any one of claims 8-14,characterized In that said
releass liner (16) Is sllicone coated

18 A wound dressing product (10) as claimed In
any one of claime 8-15,charecterized in that said
first adhesiva layer (17) comprises a medical grade
acrylic adhesive.

17 A method of spplication of & wound dressing
(11) o a wound site, the wound dressing (11)
including (1) a transperent layer (12} having an
adhesgive perimeter portion (15) and a center por-
ion (14) end (2) a hydrogel meterial 5{18) con-
tained In the centar portion (14) of the ransparent
layer {12), sald wound dressing {11) being provided
as a part of a product (10) further inciuding &
release liner (18) adhesively attached 1o a first sido
of the trensparent layer (12) and a dimensionally
gteble backing member (22) adhesively attached to
a second side of tha transparent layer (12) com
pnsing the steps of

partially removing seld releese liner (16) from sad
first side of sald trensparent layer (12) of the
wound dressing (11)

applying the wound dresaing (11) over the wound
gite n a roling motion whereby eaid hydrogel
material (18) directly contacts the wound
continuing to remove seid release Bner (18) from
gald first side of said trensperent layer (12) of the
wound dressing (11) untll eaid hydrogel substance
{(18) campistely covers the wound site (30)
securing the wound dressing (11) to the wound site
by preasing said arthesive perimeter portion (15) of
sald tranaparent layer (12) gently Into place over
healthy skin surrounding the wound and

removing sald dimensionally stable backing mem
ber (22) from sald second side of sald ransparent
layer (12) efter the wound dressing (11) hes been
applied to the waund

18. A method of application of a wound dressing
{11) as ciaimed In claim 17 characterized iIn that
sald release Oner (16) hae a first tab (20) extending

beyond sald transperent layer (12) to fecilitate re-
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whaen the adhesive atrip 102 18 constructed from a mare rigid
fitm such as vinyl, for cxampic

Duning the mamufacture of a continuous roll of delivery
devices, wound pads 106 zre selectively placed on a con
timeous mil of thin film suitabls fow use as the adhesive strip
102 A contmmous roll of the blocking film 104 is positioned
gver an upper surface of the contimous roll of adhesive
strips 102 Then a contimuous roll of relesse backing 108 is
positioned against the lower surface of tha contimous roll of
adhesive atrips 102. A die cut/kiss cut is then mads
the blocking film 104 and adbesive film 102 The dic may be
formed 1n @y of u vancty of desired shapes. The outer frame
of the biocking film and adhesive film are sinpped away and
a contimiens roll of carrier film 100 is pogitionsd over the
top of the cut out blocking mambers 104 and adhesive strips
102 (scc FIG 18) The carrier film 15 dic cut at presclected
intervals to thercby define the length of the bandage or strip
Of course, the cut may sxtend through all the layems of film
1o thereby creats a plurahity of individual delivery dovices.
The contiuous carmrier 100 and relcesc backing 103 may
then be rofled onto a spindlc to form a contimuous roll of
sterile deltvery devices.

FIGS 15-17 illustruate the dehvery device constructed
from thin fitms havmg the wonnd pad removed. Without any
lunitstion intended, the thin films may be trnsparent to
allow the user 10 center the adhegive strip over the demred
location. Applying the adhesive strip to & desired lucation
with a certain dogree of precimon may prove advantageous
in certmn applcatinns For example, the delivery device
may be used to scaurely bold en mtravenous (IV) needie and
tobe aguinst the wrist, whereby centering the necdlc under
the strip may be desirble. The transparent adhesive strip
provides 2 see-through hold down, while molahing the IV
needls from potential contaminating contacts with external
contsmmants,

Referring now to FIGS. 19-20 snother aligmate embodi
ment of the sierile delivery devies 15 shown. The sdbesive
bandage 102 is formed from vimyl, woven fabric, non woven
fabric, polyester or ather material sustable for uss as an
adhesive bandage, wherein the bandage 102 hes an adhesive
oouted on the bottom surface thereof, The bandage: 102 is
sandwiched between the carrier mamber 100 and release
backing 108, wherein a low tactile adhesive i coated on the
lower planar surface of the carrier member 100, First tab 120
18 attached 1o one end of the camner member 100 and second
tab 122 i sttached to the opposite end of the camricr member
100 The ends or tips 124 and 126 of the bandage 102
overlap with the raspactive tabs 120 and 122 Akematvely
it may be desirable that only tip 124 overlap with tab 120,
An adhenive is applied to tab 120, wherein the overlapmng
portion of tip 124 adheres to the tab 120, Thus, the camrer
member and edhesive portion of the tab overlap the upper
surface of the bandage. In use, the user pulls on tab 120
thercby separating the carrier member 100 mnd bandage 102
from the rcleasc backmg 108. The difference in tactile
between the adhesive an the carrier member 100, tab 120
and strip 102 allows the strip 102 o separate from the
reloase backing 108 while adhering tn the carrier member
100 and tsb 120 Then the user applics the bandage to a
desired surface, presaing against the upper surface of the
carrier member 100 Once the bandage i in place, the user
then pulls on tab 122 1o thareby peel the carrier member 100
and tab 120 from the bandage 102 In this manner, the need
fior a blocking member m chminated. Those skilled m the art
will appreciate that some form of indicia, for example color
coding, may be applied 1o tabs 120 and 122, wherein the
calor coding may be utilized by the user to identify the
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proper ssquence of pullmg on the tabs. Of courss a dispensar
may be vtilized such that the user must inberently first pull
on tab 120 tv scparatc the bandage and carner member from
the release backing Onc such dspenser is disclosed
co-pending application filed by the same mventor concur
rontly with the present application, the entire disclosure of
which 1 moorporated berein by reference for any purpose.

This invention has been described herein in considersble
dﬂﬁlmatbrmwmplywﬂhlhepammmmdb

those ekilled in the art with the infommation needed
to apply the novel princrples and 10 consirict and use such
specialized componenis as are required. However, it  to be
undemstood that the 1nvention can be camied out by speafi
cally different devioes, and that various modifications, both
a8 to the equipment details and operating canbe
accomplished wnthout departing from the scope of the

‘What 15 claimed is.

1 A delivery device mciuding » sterils element thet may
be removed from its sealad enclosare without contaminating:
any partion of the elsment, said devics comprising:

(2) a strip being dis cnt 1o define & shape of the element,

(b) s blocking member congrosmt with said stop and

attached to an vpper planar surface of said strip

(c) a removable carricr member attached fo an vpper

planar surface of amd blocking member, wheremn said
carrier member overlaps ths upper planar murface of
said blocking member

(d)lpnﬂubamludmﬂllhmrphnlrmrﬁmof

said camier member and

{¢) a emovablc relcese backing engaged with a lower

planar surface of said strip. whersin said release back:
ing overlaps the lower planar surface of said sinp,
thereby isolating saxd stnp, blocking member and tab
betwoon said release backing and smd carrier member

2 The device as recited m claim 1, wherein the camier
member has a light tack adheaive coating deponiled on a
lower strip engaging surface of sud carrier member

3 The device aa recited in claum 1 whercin the strip has
an adhesive coating deposited on the lower planar surface of
said strip.

4 The device as recited m clam 3 further meluding a
wound pad attached 16 the Jower planar surface of said strp,
wherein said wound pad is centered on the lower planar
surface of said stop.

5 The devioe a8 recitad mn clamm 1, wherein aaid blocing
member mchudes a light tack adhesive coating deposited on
a lower planar snrface of sakd blocking member

€ The device es recited m claim 1, furtber incinding &
removal 1ab attached to the lower plznar surface of said
cammier momber, whenemn said pull tab and sawd removal tab
mqmadapmmchthnamqurpomonufmnmm

therebetween.

7 The device as recited in cloim 6 wherein a tip of said
strip engages a portion of o lower planar snrface of said pull
tab. said partion of the lowsr plenar sorface of said pull tab
having an adhesive depasited theret.

8 The device as recited m claim 1, wherein saxd stop is
mamufactured from a material sclected from the group
cansisting of vinyl, woven fabne, non-woven fabric, and

polyester

9 The dovice as recited m clum 1, wherein said stp is
mamfsctored from a material selected from the growp
consistng of a thm film, urcthane, and polyurcthanc

10 The device as recited in claim 8, further incinding a
removal tab attached to the lower planar snrface of said



