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CLOSED WOUND DRANAGE SYSTEM 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

This application is a continuation-in-part of and claims the 
effective filing date of application Ser. No. 10/243,004 filed 
Sep. 13, 2002 now U.S. Pat. No. 6,979,324 and entitled 
“Closed Wound Dressing System.” 

This application also claims the effective filing date of U.S. 
Provisional Application Ser. No. 60/481,165 filed on Jul. 31, 
2003 and entitled “Wound Exudates Collection Bag System” 
and U.S. Provisional Application Ser. No. 60/481,977 filedon 
Jan. 30, 2004 and entitled “Wound Drain Dressing Patch.” 
The disclosures of the aforementioned provisional appli 

cations and regular application is incorporated by reference in 
their entirety herein. 

FIELD OF THE INVENTION 

The present invention relates to systems for treating 
wounds by the application of negative pressure, and to 
devices for use in Such systems. 

SUMMARY OF THE INVENTION 

One embodiment of the present invention includes a closed 
wound dressing system comprising a layer of gel for appli 
cation to the upper Surface of a wound area and forming a 
cavity open to the wound adjacent the lower Surface of said 
gel layer, the gel layer being sized to extend beyond the upper 
surface of the wound area for attachment to healthy skin 
outside the wound area, the lower surface of the layer of gel 
adhering to the skin around the wound. A tube extends into the 
gel cavity, which contains a porous packing. A vacuum pump 
is attached to the proximal end of the tube to apply a negative 
pressure to the tube and thus to the cavity formed by the gel. 
In a preferred embodiment, a porous material is attached to 
the lower Surface of the gel and extends across the opening to 
the cavity below the distal end of the tube so that material 
drawn from a wound into the tube passes through the porous 
material, and a container is connected to a proximal end 
portion of the tube to accept material drawn into the tube from 
a wound. 

Another embodiment of the present invention provides a 
portable, flexible and disposable single-use wound exudates 
collection bag (“WECB) system. The WECB is used to 
collect exudates, fluids and other debris withdrawn from a 
wound dressing used to treat a wound with negative pressure. 
The collection bag preferably has associated tubes which 
attach to a wound dressing and a drain/Suction unit. The 
drain/suction unit creates negative pressure inside the WECB 
to pull exudates through a drainage tube which is attached at 
one end to the wound dressing, and at the other end to the 
WECB. As the WECB is filled with exudate, the pressure 
increases. When the pressure reaches a preset value, the pump 
is turned off to prevent overfilling of the WECB. The WECB 
also preferably includes gelling material that transforms the 
exudate into a thick non-viscous mass which will not leak out 
of the WECB. 
A further embodiment of the invention provides a flexible 

wound dressing patch system (“WDP) that can be applied to 
a wound. The WDP provides a flexible single-piece wound 
dressing patch with a gel-like consistency that allows it to 
conform to the surface contours of a patient’s body. The patch 
has an integrated wound drain that is held in place in the 
wound by the patch and removes exudates from a wound via 
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2 
a vacuum tube that extends through the wall of the patch. The 
side of the patch facing away from the surface of the patients 
body is covered with a layer of bandage material to facilitate 
handling and to protect the patch. The WDP may also have an 
integrated dressing cover that extends past the peripheral 
edge of the patch and secures to the skin Surface of the patient 
to protect the patch from environmental factors. The dressing 
cover, the patch, and the wound drain can optionally be made 
as a single unit to facilitate rapid attachment of the WDP to the 
wound of a patient in a single step. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1a is a top view of a preferred embodiment of the 
pouch with a multiple lumen section of tubing inserted in the 
pouch. 

FIG. 1b is a side view of a preferred embodiment of the 
pouch with a section of tubing inserted into the pouch. 

FIG. 1c is a perspective view of an alternative preferred 
embodiment of the pouch showing a generally tubular shaped 
pouch structure. 

FIG. 2 is a side cutaway view of a preferred embodiment of 
the pouch which illustrates the pouch with a perforated sec 
tion of tubing inserted inside, and beads which are used as 
pouch filler. 

FIG.3 is a side cutaway view of a preferred embodiment of 
the pouch which illustrates the pouch 1 inserted within a 
wound cavity. 

FIG. 4 is a side cutaway view of a preferred embodiment of 
the pouch secured inside the wound cavity by flexible get, and 
with tubing extending through the flexible gel. 
FIG.5 is a side cutaway view of a preferred embodiment of 

the pouch secured inside the wound cavity by flexible gel, and 
with an external drape covering the gel and the wound area. 

FIG. 6 is a block diagram illustrating the components of the 
drain/Suction unit. Also shown is a section of tubing attached 
to the drain/Suction unit. 

FIG. 7 illustrates a perspective view of a preferred embodi 
ment of a wound exudate collection bag (WECB). 

FIG. 8 illustrates a perspective view of a preferred embodi 
ment of a WECB which is marked to show the relative posi 
tions of the lower storage compartment, the new chamber, and 
the upper chamber. 

FIG. 9 illustrates a perspective view of a preferred embodi 
ment of a WECB which also shows an exploded view of the 
internal components of the WECB. 

FIG. 10 illustrates a perspective view of a preferred 
embodiment of the WECB which shows the internal compo 
nents assembled together prior to insertion into the WECB. 

FIG. 11 illustrates a WECB 1 integrated into a WECB 
system which includes an external wound dressing, an exter 
nal vacuum pump, an external pressure sensor, and associated 
tubing. 

FIG. 12 illustrates a perspective view of a preferred 
embodiment of the wound dressing patch. This view illus 
trates the surface of the patch which contacts the patients 
skin. 

FIG. 13 illustrates a perspective view of a preferred 
embodiment of the wound dressing patch. This view illus 
trates the surface of the patch which does not contact the 
patient’s skin. 

FIG.14 illustrates a side view of a preferred embodiment of 
the wound dressing patch. This view illustrates the position of 
the wound drain in relation to the patch and also illustrates the 
drain tube inserted through the wall of the patch. 

FIG.15 illustrates a side view of a preferred embodiment of 
the wound dressing patch. This view illustrates the position of 
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the wound drain in relation to the patch and illustrates the 
drain tube inserted through the wall of the patch. In addition, 
a layer of bandage material is shown attached to the upper 
side of the patch. 

FIG.16 illustrates a side view of a preferred embodiment of 
the wound dressing patch. This view illustrates the WDP 
installed over a patient’s wound. The wound drain is shown 
inside of the wound, and the patch is secured to the surface of 
the patient’s skin. 

FIG.17 illustrates a side view of a preferred embodiment of 
the wound dressing patch. This view illustrates the WDP 
installed over a patient’s wound. The wound drain is shown 
inside of the wound, and the patch is secured to the surface of 
the patient's skin. A dressing cover is shown covering the 
outer surface of the WDP, and secured to the surface of the 
patient’s skin. 

FIG. 18 is a top perspective view of a modified embodi 
ment of a wound dressing for use in a wound drainage system. 

FIG. 19 is a bottom perspective view of the wound dressing 
of FIG. 18. 

FIG. 20 is a partially exploded perspective view of the 
wound dressing of FIG. 18. 

FIG. 21 is a section taken diagonally through a top per 
spective view of the wound dressing of FIG. 18. 

FIG. 22 is a section taken diagonally through a bottom 
perspective view of the wound dressing of FIG. 18. 

DETAILED DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

The negative pressure wound treatment system of this 
invention is designed to eliminate much of the discomfort and 
pain of having a dressing installed in a wound. Turning first to 
FIGS. 1-6 of the drawings, one embodiment of a wound 
dressing for use in a negative-pressure treatment system com 
prises five main components, namely, a pouch 1, tubing 2, a 
drain/Suction unit 14, a sealant 12, and a protective cover 13. 

In FIG. 1a, a top view of a preferred embodiment of the 
pouch 1 is shown. The upper surface 3 of the pouch 1 is 
intended to be made with a nonporous material to prevent any 
leakage of exudates from the wound, through the pouch 1, to 
the outside of the dressing where it may cause contamination 
of others. The upper surface 3 of the pouch 1 can be made with 
any Suitable material So long as it retains its flexibility and 
prevents leakage of exudates through the upper Surface 3. For 
ease of illustration, the shape of the pouch 1 is shown as 
having a generally circular structure. Those skilled in the art 
will recognize that since the pouch 1 is intended to be a 
flexible and malleable device which is conformed to the shape 
of a patient’s wound, the exact shape of the pouch 1 is not 
critical and may vary in both size and shape. 

FIG.1b illustrates a side view of the preferred embodiment 
of FIG. 1a. In this figure, the pouch 1 is shown with a section 
of tubing 2 inserted into it. Also shown in this figure is the 
lower surface 6 of the pouch 1. As noted above, the upper 
surface 3 is intended to be nonporous to prevent exudates 
from leaking out of the pouch 1. However, the lower surface 
6 of the pouch 1 is intended to be porous to allow exudates and 
other material from the wound cavity to be absorbed into the 
pouch 1 from which it can be later removed and discarded. 
The upper surface 3 and the lower surface 6 are joined at seam 
7 to form a pouch structure with an internal chamber which 
holds filler. 
A perspective view of an alternative preferred embodiment 

is shown in FIG.1c. In this embodiment, the pouch 1 is shown 
as having a generally tubular shaped pouch structure. This 
figure is intended to illustrate the fact that the actual shape of 
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4 
the pouch 1 is only important in that it should be convenient 
to insert into a wound cavity. Therefore, the pouch 1 may have 
any convenient shape or size, so long as it is compatible with 
the shape or size of a particular wound. This figure also 
illustrates a pouch 1 with an upper surface 3 and a lower 
surface 6. Those skilled in the art will recognize that in the 
event a pouch 1 is to be placed entirely inside a wound cavity, 
is also possible to provide a pouch 1 in which the entire outer 
Surface is porous and there is no upper Surface 3. 
The outer surface of the pouch1 is made from a soft flexible 

porous material permeable to fluids and exudates. The outer 
Surface of the pouch 1 contains numerous Small perforations 
or pores which allow exudates to enter the pouch and which 
allow suction from the drain? suction device to act on the 
exudates. Because it is soft and pliable, the pouch 1 can be 
installed by medical personnel to Snugly fit within a wound 
cavity. When placed inside the wound cavity, fluids and exu 
dates in the wound pass through the outer Surface of the pouch 
1 and are absorbed by porous material inside the pouch. Later, 
the exudates are drawn out through the tubing for disposal. 
The pouch 1 may be formed in any suitable shape or size. For 
example, pouches can be flat, spherical, tubular, irregular, etc. 
The only requirement as to shape and size is that the pouch 1 
is suitable to treat a particular size and shape of wound. 

Another optional feature of the pouch 1 is that it can be 
formed such that it provides active treatment of bacterial 
agents. For example, the pouch can be used as a means to 
deliver medications, such as antibiotics, which are pumped 
into the pouch via the tubing. The pouch normally contains 
beads or fillers. They can be loose, or secured around the 
tubing inserted in the pouch. The filler can be any antimicro 
bial material or equivalent. If the filler in the pouch 1 is 
impregnated with antibiotics or other medications, they can 
leak into the wound area to assist healing in addition to 
destroying infectious material encountered inside the pouch. 
The shape of the beads/filler allows the pouch to be con 
formed to the shape of the wound. Further, at least some of the 
beads may be fabricated from material with known antibac 
terial properties, such as silver. 
The pouch has a number of advantages over conventional 

dressings. It conforms to tissue contours, thereby avoiding the 
situation where an area of a wound is left to dry out or 
accumulate fluids. It is a self-contained single-use device 
which is preferably made in inexpensive disposable form. It 
can be used in conjunction with other commercially available 
dressing materials, or can be adapted to work in combination 
with other commercially available dressings. The material 
used for the pouch 1 is biocompatible. It may contain active 
medications for drug delivery to wound site, it may contain 
conductive material to allow measurement of electrical 
parameters, it may deliver continuous proposed electromag 
netic field therapy, and/or it may be used to provide low 
current electrical stimulation in conjunction with low tem 
perature heat. It provides self-adherence when used with a 
sealant agent and a protective cover which may also function 
as a wound margin skin protectant. Because it fills the wound 
cavity, the pouch prevents pooling of exudates which would 
otherwise prevent or slow down the healing process. It is 
bidirectional in the sense that it provides for the drainage and 
removal of infectious material and fluids, as well as the deliv 
ery of wound therapy in the form of medications, electrical 
stimulus, etc. It can be used for continuous irrigation of fluids/ 
gases, and other microbial contaminants as well as gentle 
removal of debris. 
The pouch has the ability to treat not only deep cavity 

wounds, which Surface treatment devices cannot reach, but 
also to treat shallow surface wounds. It not only provides the 
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ability to actively drain a wound, but it also is designed to 
actively deliver antibacterial agents. Likewise, it can even be 
constructed of materials that have natural antibacterial prop 
erties. Due to the soft, malleable properties of the pouch, it 
can be easily and Snugly fit within wounds having a variety of 
shapes and conform to the shape of the wound so the entire 
wound cavity is filled. 

The tubing 2 can be as simple as a single lumen device 
which only provides suction. Alternatively, the tubing may be 
a multi-lumen device which uses one lumento apply negative 
pressure to the wound area, and a secondary lumen as a 
pathway to Supply medications and/or antibacterial agents to 
the pouch for use in the wound healing process. Of course, 
multiple lumens may also be used for Suction. 
The tubing 2 is preferably a single or dual line flexible tube 

which is fabricated from PVC or silicone based material. 
However, those skilled in the art will recognize that any 
suitable material may be used to fabricate the tubing, and will 
also recognize that the number of tubes chosen can vary, so 
long as they achieve the goals of the invention. For example, 
one lumen may be used to apply negative pressure, and 
another lumen may be used to Supply antibiotics, to irrigate a 
wound, or even to provide gases (e.g., oxygen) which may 
assist in healing the wound. In addition, a third lumen may be 
used to provide a path for an electrical line to provide elec 
trical stimulation to the wound. 

In FIGS. 3-5, the tubing 2 is shown with its distal end 
inserted into the pouch 1. The proximal end (shown below in 
regard to FIG. 6) of the tubing 2 is attached to the drain/ 
suction unit (also shown in regard to FIG. 6). The purpose of 
the tubing 2 is to provide negative pressure to withdraw 
exudates, debris, dead cells, etc., through the tubing 2 for 
disposal. The tubing 2 is also intended to be sufficiently 
flexible such that the portion inside the pouch 1 can be easily 
bent when the pouch 1 is being folded or shaped to conform 
to the shape of a wound cavity. Likewise, the portion of the 
tubing 2 which is outside of the pouch 1 needs to be flexible 
to allow it to be manipulated to Suit a particular wound and a 
particular patient. In the preferred embodiment, the tubing 2 
is fabricated from PVC or silicone tubing similar to that used 
for commercially available catheter tubes. However, any 
material can be used to fabricate the tubing 2 so long as it is 
suitable for the intended purposes of the wound treatment 
system. 

While it is possible to apply negative pressure to the wound 
through a single opening in the distal end of the tubing 2 (i.e., 
the end of the tube which is inside pouch), this approach may 
result in excessive force being applied to a small, localized 
area of the wound. Thus, a series of Small perforations may be 
formed in the distal portion of the tubing to disperse the 
negative pressure and prevent it from becoming too localized. 
The perforations may be made in approximately the last inch 
of the tubing. In addition, the perforated section of the tubing 
is placed inside the pouch, and the perforations extend longi 
tudinally along the tubing wall. The number of perforations 
and their location in regard to one another is not critical and 
can vary. The only requirement is that they are large enough 
and are sufficient enough in number to facilitate fluid flow, 
and are sufficiently distributed in location to avoid localized 
negative pressure. 
More than one lumen can be used by the tubing 2 as 

illustrated by the multiple lumen section of tubing 2 inserted 
in the pouch 1. In this figure, a primary lumen 4 and a sec 
ondary lumen 5 are shown as part of the tubing 2. While the 
invention can work satisfactorily with a single lumen which is 
used to provide negative pressure, the preferred embodiment 
envisions multiple lumens. For example, primary lumen 4 
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6 
provides negative pressure to withdraw exudates from the 
wound cavity, and through the pouch 1, for external disposal. 
In addition, secondary lumen 5 is available to perform other 
functions, such as delivery of medications to the pouch 1 and 
wound area, and delivery of gases to the pouch 1 and wound 
area. It also provides apath for insertion of other devices. Such 
as electrical conductors which are used to provide low-level 
electrical stimulus or heat for treatment of a wound area, or 
other measurement or treatment devices. Of course, more 
than two lumens can be used depending on the nature of 
treatment. 

As shown in FIG. 6, the drain/suction unit 14 includes a 
portable, lightweight, battery-operated. Suction pump 17 
which attaches to the proximal end of at least one lumen of the 
tubing 2. Of course, other lumens may be attached to other 
items. Such as antibiotic drip devices, electrical devices, etc. 
The drain/Suction unit 14 is designed Such that it can be easily 
carried by a shoulder attachment or by attachment to the belt 
of the patient. In addition to the vacuum pump 17, the drain/ 
suction unit 14 also preferably includes a reservoir 19, a 
battery power supply 15, and control switches 18 for turning 
the drain/suction unit on or off. In addition, the reservoir 
component 19 may have a sensor alarm to notify the patientor 
the medical care provider when the reservoir is almost filled. 
If the device is made to be portable, the patient will have the 
freedom to move about rather than being confined to a fixed 
location. A CPU 16 controls the various functions of the 
device and allows the patient or medical care provider to turn 
on and off various functions such as the application of nega 
tive pressure or the injection of medication. 
The sealant 12 (see FIG. 4) seals the wound area such that 

contaminants cannot enter the wound area from the outside 
and also to prevent exudates from leaking out of the wound 
dressing where they may create an infection hazard to others. 
In a preferred embodiment the sealant 12 is a flexible gel 
which is applied over the top of the pouch 1 after it is placed 
inside the wound. The gel prevents leakage in either direction 
(e.g., leakage is intended to mean not only exudate leakage 
from the wound, but also air leakage from outside the dress 
ing). By sealing the dressing with the gel, the environment 
Surrounding the wound becomes more stable. In particular, 
both moisture and temperature will be more stable, which in 
turn facilitates the healing process. In addition, another sig 
nificant advantage of the gel is that it is flexible and allows the 
patient to move about withoutbreaking the seal between the 
patient’s skin and the gel. 
The protective cover 13 (see FIG. 5) is placed over the gel 

and serves several purposes. Its primary function is to protect 
the sealant 12 from dirt. In addition, it also helps to ensure that 
the sealant 12 remains in contact in and around the pouch and 
the wound area. It helps reduce the possibility of friction or 
shear when the patient is mobile. And finally, it is used for 
cosmetic reasons to cover the wound area. 
The closed wound dressing system of FIGS. 1-6 allows a 

medical care provider to packa wound with a dressing which, 
due to its soft and flexible nature, can be conformed to the 
shape of the wound and to pack the wound with a minimum 
amount of pain or discomfort to the patient. Because it con 
forms to the shape of the wound, the medical care provider 
does not have to spend time adjusting the size of the dressing 
to fit a particular shape wound which results in faster appli 
cation of the dressing. Once the dressing is inserted into the 
wound, it provides a vehicle for delivering medications. Such 
as antibiotics, to the wound area without having to open the 
dressing. The pouch is structured Such that it can simulta 
neously deliver medications, actively combat bacteria with 
components fabricated from antibacterial materials, and 
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drain a wound to facilitate rapid healing. In addition, the use 
of a flexible gel seals the wound area and allows a patient to 
engage in activities without restriction during the healing 
process. In the preferred embodiment, the flexible gel sealing 
material is a hydro-colloid, a silicone, or a lyogel. Such as a 
hydrogel, which are all easily deformable. 

FIG. 2 is a side cutaway view of one embodiment of the 
pouch 1 having the distal end of the tubing 2 inserted inside 
the pouch 1. A series of perforations 9 arranged along the 
distal end of the tubing 2 allow negative pressure to be applied 
by the tubing 2 across a wide area of the tubing 2 which is 
inserted into the pouch 1. By using the perforations 9, the 
negative pressure is distributed over a wider area and results 
in a reduced chance that pressure will be applied to a small 
local area. As a result, exudates are pulled from a wider area 
of the interior of the pouch, rather than from a small area at the 
distal end of the tubing 2. To ensure that the negative pressure 
is distributed through perforations 9, the distal end of the 
tubing 2 is sealed. 

Also shown in this figure are beads 8 which are used as a 
pouch filler. Because of the shape of the beads 8, they allow 
the shape of the pouch 1 to be more easily manipulated for 
insertion into a particular shaped wound cavity. In addition, 
they also allow exudates and other undesirable materials to 
move through the interior of the pouch 1 without becoming 
Snagged inside the pouch. 
The filler in the pouch 1 can be made from a variety of 

materials. For example, the beads 8 can be fabricated from 
silver which has known antimicrobial characteristics. Alter 
natively, they can be made from a variety of other materials 
which may be actively antimicrobial, or neutral. Such as 
hydrofoam, etc. In a multi-lumen embodiment, such as that 
shown in regard to FIG. 1a, the primary lumen 4 may be 
extracting exudates under negative pressure while a second 
ary lumen 5 may be used to inject medications, etc. into the 
internal cavity of the pouch 1. 

FIGS. 3-5 together illustrate how the pouch 1 is installed in 
a wound cavity 11. The first step is illustrated in FIG. 3 which 
shows the pouch 1 installed within the wound cavity 11. The 
next step is the installation of the gel 12 which seals the 
wound. This step is illustrated in FIG. 4. After the gel 12 is 
installed, the next step is to install a cover 13 over the gel 12. 
This step is illustrated in FIG. 5. The cover protects the gel 12 
from damage, and in addition, provides a cosmetic cover. 

In regard to FIG. 3, a side cutaway view of a preferred 
embodiment of the pouch 1 is shown which illustrates the 
pouch 1 inserted into a wound cavity 11. The healthy section 
of the patient’s skin surface 10 is also illustrated. This figure 
illustrates that since the pouch 1 is flexible and can be con 
formed to the shape of a wound 11, the entire area of the 
wound 11 cavity can be properly treated by the system. Also 
illustrated in this figure is the upper surface 3 which prevents 
exudates from leaking out of the pouch 1, which results in 
their being held in the pouch 1 until they are eventually pulled 
through the perforations 9 and withdrawn from the pouch 1 
under negative pressure. 

In FIG.4, a side cutaway view of the preferred embodiment 
of FIG.3 is shown. In this figure, the pouch 1 is secured inside 
the wound cavity 11 by flexible gel 12. When the flexible gel 
12 is applied, it is in a viscous state which allows it to cover 
the pouch area from sections of healthy skin 10, and in addi 
tion, it can also seal the tubing 2 which extends through the 
flexible gel 12. The gel 12 preferably has flexibility to prevent 
it from detaching from the skin 10 if the patient is mobile. In 
addition, it is preferably easily deformable prior to being set 
to allow it to cover a particular size pouch 1 and wound 11. It 
should prevent contaminants from entering the wound cavity 
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8 
11 and also prevent exudates from escaping the wound cavity 
11 and dressing. A variety of commercially available gels can 
be used. Such as hydro-colloids, silicones, or alyogel. Such as 
a hydrogel. 

FIG. 5 shows a side cutaway view of a preferred embodi 
ment of the pouch1 which is secured inside the wound cavity 
11 by flexible gel 12, and then by an external drape 13 which 
covers the gel 12 and the wound area. The external drape 13 
is applied in the same manner that an external drape is typi 
cally applied to a wound. The external drape 13 acts as a 
protective cover which performs several functions. Its most 
important function is to protect the gel 12 from dirt and 
damage. In addition, it helps the gel 12 to remain in contact 
both with the pouch 1, and with the skin 10 surrounding the 
wound area. By adding extra Support, it reduces the possibil 
ity of friction or shear when the patient is mobile. It also 
provides aesthetic value by providing a cosmetic cover for the 
wound area. 
As can be seen from the foregoing, the installation of the 

pouch 1 in a wound cavity 11 is a relatively easy procedure. 
The pouch 1 can be rapidly and easily inserted into a wound 
cavity 11, and conformed to the shape of the wound cavity 11. 
The viscous nature of the gel 12 allows it to be rapidly and 
easily installed without the pain and discomfort associated 
with prior art drapes. Finally, the external drape 13 can be 
easily applied without the necessity for precision and re 
installation which often happens with prior art drapes. Once 
the pouch 1 is installed in this manner, the CWDS system is 
ready to begin withdrawing exudates from the wound on a 
continuous basis. 
The wound treatment system of FIGS. 1-5 provides a soft 

flexible system which can be installed within the wound in a 
rapid manner, and with minimal attempts to position the 
pouch 1. This results in a substantial reduction in pain and 
discomfort experienced by patients as compared to the instal 
lation of prior art dressings. The ease of installation also 
allows the single medical care provider to install the dressing 
without requiring assistance from second party. The beads 8 
provide active antimicrobial treatment of wounds which 
accelerates the healing process. In addition, the shape and the 
flexibility in the structure of the pouch 1 allows the pouch 1 to 
be in contact with the entire wound cavity which increases 
drainage capability and healing speed. The multi-tubing 2 
allows the delivery of medications without disturbing the 
wound dressing. The use of a nonporous upper Surface 3 in 
combination with a porous lower surface 6 in the pouch 1 
allows exudates to be pulled into the pouch 1 without subse 
quent leaking to the outer Surface of the pouch 1. The struc 
ture of the tubing and the location of the perforations further 
provides a dispersed negative pressure which improves the 
process of removing exudates from the wound area which in 
turn increases the rate of healing. 

FIG. 6 is a block diagram which illustrates the components 
of the drain/suction unit 14. The drain? suction unit 14 has 
several components. A power Supply 15 is provided to power 
the various components of the device. In the preferred 
embodiment, the drain/suction unit 14 is battery operated to 
provide patient mobility. A CPU16 controls the various func 
tions of the device and allows the patient or medical care 
provider to turn on and off various functions such as the 
application of vacuum or the injection of medication. For ease 
of discussion, electronic control circuitry is referred to as 
CPU 16. However, CPU 16 may be a microprocessor, con 
troller, or specialized fixed purpose circuitry, etc. Its only 
requirement is that it be able to control the various functions 
of the CWDS system. Also shown in this figure is the pump 17 
which provides negative pressure to the pouch 1. The exu 

Solventum Corp. EX1008
Solventum Corp. v. Wound Healing Techs., LLC; No IPR2025-01042

32 of 38



US 7,520,872 B2 

dates pulled through the tubing 2 by the negative pressure 
would first be pulled into the drain/suction unit 14 at entry 
conduit 20. The exudates would enter the collection canister 
19 from entry conduit 20 where they would be trapped. The 
negative pressure is applied to the collection canister 19 via 5 
conduit 21 that is attached to pump 17. Pump 17 may also be 
turned on and off under control of CPU 16 by solenoid 18. 
Those skilled and the art will recognize that some of these 
components can be merged together. Therefore, this figure is 
intended to illustrate functions provided by the drain/suction 
unit 14, and not necessarily the discrete components used to 
fabricate it. 

FIG. 7 illustrates a preferred embodiment of a wound exu 
dates collection bag the (“WECB) 100 used by the invention. 
The WECB 100 stores the exudates and body fluids collected 15 
via Suction. In this figure, a perspective view of a disposable 
collection bag 102 is shown. The collection bag 102 is fabri 
cated from a non porous material that is completely water 
proof or spill proof from its content. The material used to 
fabricate the collection bag 102 can be any material which is 
Suitable for the purpose of preventing leaks. For example, a 
shell of the collection bag 102 can be PVC, polyurethane, etc. 
The only requirement is that once exudates are in the collec 
tion bag 102, they will not leak out. The preferred collection 
bag is constructed of 10-mil urethane sheet which is RF 
welded into a rectangular bag having two ports to which the 
tubing is attached. The urethane is a translucent which allows 
the caregiver to see the color of the exudates. Pockets may be 
provided on the sides of the bag to slide over a mounting 
bracket on the controller, to secure the bag to the controller, 
and/or for hose management. 

The collection bag 102 is preferably soft-sided so that it is 
more comfortable for the patient and less likely to cause a 
pressure point while in contact with the patient. The bag can 
be either hung from the vacuum source or attached to the 
patient’s body close to the wound site. 

Those skilled in the art will recognize that while a particu 
lar shape is shown for the collection bag 102 in this figure, the 
bag can be made in any suitable size and shape that is Suitable 
for a particular wound size and shape. Further, the size of the 
collection bag 102 can vary depending on the amount of 
drainage or exudates expected from a given wound. Likewise, 
any suitable material can be used to fabricate the collection 
bag 102 which accomplishes goals of this invention. 

Also shown in FIG. 7 is a pressure connector 104 which 45 
attaches to a pressure sensor tube 122 (shown in FIG. 11), a 
vacuum connector 105 which attaches to a vacuum tube 123 
(shown in FIG. 11), and an exudate connector 106 which 
attaches to an exudate tube 124 (shown in FIG. 11). The 
pressure connector 104 and the pressure sensor tube 122 50 
allow a remote sensor 119 (shown in FIG. 11) to monitor the 
internal pressure in the collection bag 102, which indirectly 
allows the system to estimate the contents of the collection 
bag 102. The vacuum connector 105 and the vacuum tube 123 
allow an external vacuum pump 120 to apply negative pres- 55 
sure to the inside of the collection bag 102. The exudate 
connector 106 and the exudate tube 124 provide a path for 
exudates from the wound dressing 121 to be pulled into the 
collection bag 102 by the negative pressure. 

Also shown in this FIG. 7 is an attachment flap 107 which 60 
has an aperture 108. The attachment flap 107 and the aperture 
108 allow the patient to attach the collection bag to any 
convenient place. Such as a belt, a bedpost, etc. Ofcourse, the 
attachment means exemplified by the attachment flap 107 and 
the aperture 108 can be accomplished by any number of 65 
known attachment means. In addition, the collection bag 102 
has graded imprints 126 on one or both sides. The graded 

10 

25 

30 

35 

40 

10 
imprints 126 are a visual indicator showing the amount of 
exudates in the collection bag 102. While the total number of 
units indicated by the graded imprints 126 will vary depend 
ing on the size of the collection bag 102, a typical collection 
bag 102 will hold approximately 100 cc of exudates. 

FIG. 8 illustrates the preferred embodiment of FIG. 7 with 
the following exception: outlines 109-111 are drawn on the 
side of the collection bag 102. Outlines 109-111 are shown for 
illustrative purposes only and would not appear on an actual 
collection bag 102. Outline 109 illustrates the general loca 
tion of the lower storage chamber which is used for storing 
exudates. Outline 110 illustrates the general location of the 
middle chamber which is used for sensing pressure. Outline 
111 illustrates the general location of the upper chamber 
which is used to provide negative pressure. 

FIG. 9 illustrates a perspective view of a preferred embodi 
ment of the collection bag 102, and also shows, below the 
collection bag 102, the internal components which are inside 
the collection bag 102. The internal components preferably 
include an absorbent material 113 which is used to gel liquid 
exudates to prevent them from leaking from the collection 
bag 102. The absorbent sheet or powder provides an excellent 
and quick gelling capability to the exudates, thereby prevent 
ing bag spillage or any biohazard leakage from the bag. The 
absorbent material 113 can be fabricated from a number of 
commercially available fast absorbing sheet or powder mate 
rials which can retain many times their weight of liquid. The 
absorbent material 113 is sandwiched between two spacer 
layers 112, 114. In the preferred embodiment, the spacer 
layers 112, 114 are fabricated of porous nylon based material 
known as 3 dimensional spacer knitted fabrics. The purpose 
of the spacer layers 112, 114 is to prevent the inner walls of 
the collection bag 102 collapsing during the negative pressure 
which is generated by vacuum pump 120. 

In a preferred embodiment of the illustrative collection 
bag, there are at least two mediums in the bag which contain 
the fluids collected. One medium is any absorbent material 
such as cotton terry cloth-like material or material which has 
open-cell, omni-directional pore structure. These materials 
wick and absorb the fluid as it comes out of the port openings 
in the bag. The second medium is any sort of gelling agent that 
transforms water into a thick gel. The gelling agent can be in 
the form of commercially available powders or sheets, or 
incorporated into fluffy batting sheets of polyester, cotton or 
similar materials. The purpose of the two mediums is to (1) 
wick and adsorb the liquid and have it evenly distributed 
inside the bag in order to obtain maximum gelling of the 
liquid and (2) gel the liquid so it has no opportunity to run up 
the hose prematurely, hit the filter, and shut the system down. 
Only when the bag is full will the liquid run up the hose and 
shut the pump off. 
When negative pressure is applied to the collection bag 

102, exudates are drawn from the wound dressing 121 
through the exudate to 124 to the exudate connector 106. In 
the preferred embodiment, the exudate connector 106 
includes an extension inside the collection bag 102 which 
draws the exudates to the bottom of the lower storage cham 
ber. 
The absorbent material 113 and the spacer layers 112, 114 

comprise the main components of lower storage chamber 
defined by outline 109, above. 
Above the lower storage chamber is the middle chamber. 

The middle chamber is occupied by a high-density foam 
barrier strip 115. The purpose ofbarrier 115 is to distribute the 
negative pressure to the lower storage chamber, and to pro 
vide a location to measure the pressure level inside the col 
lection bag 102 for the purpose of estimating the fullness of 
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the collection bag 102. Typically, a tube (not shown) will 
extend from the pressure connector 104 into the barrier 115. 
As the collection bag 102 fills, the pressure required to pull 
exudates into the collection bag 102 will increase. The pres 
sure sensor 119 will correlate the amount of pressure to a 
figure which represents the approximate fullness of the col 
lection bag 102. In this example, the barrier 115 is approxi 
mately 1"x1"x4" and sits above the lower storage chamber. 
Of course, those skilled in the art will recognize that the 
dimensions of barrier 115 will vary with the size of the col 
lection bag. 
The upper chamber includes spacer layers 116,118 which 

sandwich an upper layer of absorbent material 117 in the 
same manner as was done in the lower storage chamber. 
Negative pressure applied by the vacuum pump 120 will pass 
through the spacer layers 116, 118 and apply pressure to the 
middle chamber and lower storage chamber. Absorbent mate 
rial 117 is used to absorb any overflow. 

FIG. 10 illustrates the internal components (which were 
discussed above in regard to FIG.9) of the collection bag 102 
in an assembled configuration prior to installation inside the 
collection bag 102. 

FIG. 11 illustrates how the collection bag 102 is used in 
conjunction with the other elements of the system. A wound 
dressing 121 is shown connected to the collection bag 102 via 
an exudate tube 124. During operation, exudates are drawn 
from the wound dressing 121 through exudate tube 124 into 
the lower storage chamber of the collection bag 102. Also 
shown in this figure is a controller 120 that includes the 
vacuum pump, which applies negative pressure to the upper 
chamber of the collection bag 102 via vacuum tube 123. 
Pressure inside the collection bag 102 is measured by a pres 
Sure sensor, also contained in the controller 120 and con 
nected to the vacuum pump. When the pressure inside the 
collection bag 102 is measured by the pressure sensor 119 and 
is determined to be above a predetermined level, the pressure 
sensor produces a signal that causes the vacuum pump to shut 
down. The shutdown will prevent the collection bag 102 from 
overflowing. A hydrophobic filter is also preferably con 
nected to the controller end of the tube 123 to prevent any 
liquid from entering the controller once the collection bag is 
full. 
A third tube 125 connects to the controller 120 at one end 

(and has a hydrophobic filter at this end also) and connects to 
the wound dressing 121 at the other end. This tube 125 typi 
cally has a smaller diameter than the other two tubes, and 
allows a small amount of air from the controller to enter the 
wound site during preselected intervals for the purpose of 
modulating the negative pressure applied to the wound. 

Those skilled in the art will recognize that a collection bag 
102 can be fabricated in a variety of suitable configurations. 
In the preferred embodiment, the collection bag 102 is fabri 
cated with front and rear sides, and sealed along a seam 126, 
as shown in FIG. 11. The seam 126 should be sealed to 
prevent any leakage. Any Suitable sealing material can be 
used. In the preferred embodiment, the sealing material is 
preferably a hydrocolloid, a silicone, or a lyogel. Such as a 
hydrogel, which are easily deformable. 

For illustrative purposes, tubes 122-124 are shown in the 
drawings as separate units. However, for ease of use in a 
finished product, the single lumen tubes can be replaced with 
a multi-lumen structure which will allow a patient or health 
provider to more conveniently disconnect a filled collection 
bag 102, and replace it with a new collection bag 102. In a 
preferred embodiment, the entire WECB1 system is a por 
table unit which will allow the patient to have mobility. A 
portable WECB 1 system can be attached to the patients 
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clothing. The portable pump 120 is preferably a portable 
battery powered device. The pressure sensor 119 can be 
physically integrated with the pump 120. Likewise, the pump 
120 and the pressure sensor 119 can be held by a pouch (not 
shown) which can also provides storage to hold the WECB 1. 

FIG. 12 illustrates a perspective view of a modified wound 
dressing patch system 200. This view illustrates the inner 
surface 202 of the patch 200 which contacts the patient’s skin. 
In the preferred embodiment, the patch 200 is made from a 
pliant material that is capable of conforming to the Surface 
contours of a patient’s skin. Flexibility is important because it 
allows the patient greater freedom of movement with a 
reduced risk of becoming detached from the surface of the 
patient’s skin. In addition, the flexible nature of the patch 
reduces the risk of leakage around the periphery of the patch. 
In the preferred embodiment, the patch 200 is fabricated from 
material that has a gel-like feel to provide the greatest patient 
comfort. Of course, the patch 200 should prevent any exudate 
leakage, to prevent any external contamination. However, any 
suitable material can be used to fabricate the patch 200 so 
long as it accomplishes the goals and objectives of the inven 
tion. The inner surface 202 may have a layer of adhesive to 
secure it to the surface of the patient’s skin. 

Also shown in this figure is a drain 203 that has a plurality 
of apertures 206 that are used to withdraw exudates from a 
patient’s wound. Exudates are drawn under negative pressure 
through a tube 204 to a connector 205 that is attached to a 
conventional vacuum pump (not shown). By routing the tube 
204 through the wall of the patch 200, the tube 204 does not 
interfere with the peripheral edge of the patch 200 when it is 
secured to the patient’s skin. As a result, the probability of 
leakage is reduced. A further advantage associated with the 
use of pliant gel-like material to fabricate a patch 200 is that 
if the patch 200 is made sufficiently thick, it will snugly fit 
around the outer surface of the tube 204. This also helps to 
reduce the possibility of exudate leakage. Of course, when the 
wound dressing patch 200 is fabricated, the tube 204 can be 
sealed to the patch to ensure that no exudate leakage occurs. 
The prefabricated nature of the patch eliminates the time 
required for medical personnel to apply the wound drain 
dressing to a patient. The quicker installation is facilitated by 
the fact that all components of the dressing are incorporated 
into a single device, so that the entire dressing can be applied 
in a single step. 

FIG. 13 illustrates a perspective view of the wound dress 
ing patch 200. This view illustrates the outer surface 212 of 
the patch 200 which does not contact the patient’s skin. The 
tube is shown extending from the outer surface 212 to the 
connector 205. 

FIG. 14 illustrates a side view of the wound dressing patch 
200. This view illustrates the position of the wound drain 203 
in relation to the patch 200 and also illustrates the drain tube 
204 inserted through the wall of the patch 200. FIG. 15 
illustrates a modified patch 200 that includes a layer of ban 
dage material 207 attached to the upper side 212 of the patch 
2OO. 

FIG.16 illustrates a side cutaway view of the wound dress 
ing patch 200 installed over a patients wound 209. The 
wound drain 203 is shown in the wound 209, and the patch 
200 is secured to the surface 208 of the patient’s skin 210. As 
can be seen from this figure, the peripheral edge of the lower 
surface 202 of the patch 200 is secured to the patient’s skin via 
adhesive. This figure also illustrates how the routing of the 
tube 204 through a wall of the patch 200 allows the tube 204 
to avoid interfering with the sealing of the patch 200 to the 
surface 208 of the patient’s skin 210. 
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Also illustrated in this figure is bandage material 207 that 
covers and protects patch 200 from environmental factors. In 
addition, it also provides agripping Surface to facilitate appli 
cation of the patch to the patient’s wound. Bandage material 
207 can be fabricated from any suitable material which 
accomplishes the goals of the invention, Such as cloth or 
synthetic material. FIG. 17 illustrates a cutaway side view of 
a modified patch that includes a dressing cover 211 that 
covers the outer surface of the bandage material 207, and is 
secured at its periphery to the surface 208 of the patient’s skin 
210. While the patch can be fabricated without an integral 
dressing cover 211, its convenience of use and ease of instal 
lation are improved by incorporating the dressing cover 211 
into the patch. This allows the entire patch to be installed on 
a patient’s wound in a single-step application. 

Another modified wound dressing for use in a closed 
wound drainage system is illustrated in FIGS. 18-22. This 
dressing includes a gel sheet 312 that forms a cavity 314 
opening through the lower surface 316 of the gel as well as 
into a tunnel 318 for receiving a drain tube 320. The drain tube 
320 is inserted through the tunnel 318 with the distal end 322 
of the tube extending slightly into the cavity 314. A porous 
sheet 324 is attached to the lower surface of the gel sheet 312 
and covers the cavity opening in the lower Surface of the gel. 
The cavity 314 is packed with a fibrous material 326 that is 
captured between the porous sheet 324 and the upper wall of 
the cavity 314. A protective material 328 is attached to the 
upper surface 330 of the gel. 

The gel sheet 312 is applied directly to a patient’s wound. 
The gel sheet is sized to cover an area larger than the wound, 
and the gel has a natural tackiness Such that it sticks to the 
healthy skin surrounding the wound. By simply applying 
pressure to the gel, the gel adheres to the skin to form a seal 
sufficient to maintain a pressure differential between the 
ambient atmosphere and the internal space formed by the gel 
cavity 314 and the wound opening. The seal also prevents 
exudates from leaking out of the closed wound drainage 
system. The level of tackiness of the gel can be adjusted 
depending on the desired level of adhesion to the patients 
skin Surface. The gel is advantageous in that no adhesive is 
required to attach the gel to the patient’s skin Surface. The gel 
also assists in protecting the healthy skin by maintaining its 
moisture level while absorbing undesired, excess moisture 
from the wound site. 
One suitable gel for use in this embodiment of the invention 

is commercially available under the name “Elasto-Gel’ 
hydrogel wound dressing available from Southwest Tech 
nologies, Inc. in North Kansas City, Mo. This particular gel is 
a polymer matrix with a high glycerine content and is bacte 
riostatic and fungistatic. The basic gel is described in more 
detail in U.S. Pat. No. 4,671,267 issued Jun. 9, 1987 and 
entitled “Gel-Based Therapy Member and Method” which is 
incorporated by reference herein in its entirety. While not 
intending to be bound by any particular theory of operation, it 
is believed that the high glycerine content of this particular 
gel assists in maintaining the proper amount of moisture 
within the open wound and absorbing undesired, excess 
moisture. 
The gel of U.S. Pat. No. 4,671,267 is a self-sustaining 

pliable gel. The gel material can be applied directly to injured 
skin to in effect create a temporary skin with ideal air perme 
ability. The gel broadly includes a water soluble humectant 
entrapped within a polymeric matrix having therein acrylic 
acid or acrylamide monomer moieties. The gel has outstand 
ing pliability and moisture Sorbing properties over a very 
broad temperature range. The gel is characterized by the 
properties of maintaining its self-sustension and pliability 
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14 
over a relatively broad temperature range of from about -20° 
to 350° F. and of absorbing and desorbing moisture. The 
moisture absorbing and desorbing properties of the gel create 
a moisture equilibrium between the gel, damaged skin and the 
atmosphere, thus promoting rapid healing. 
The gel includes a water soluble humectant entrapped 

within a polymeric matrix. The polymeric matrix preferably 
includes acrylic acid or acrylamide monomer moieties. The 
gel is a self-sustaining, non-flowable, pliable gel having a 
water Soluble humectant entrapped within a polymeric matrix 
having therein acrylic acid or acrylamide monomer moieties. 
More specifically, the gel is a self-sustaining pliable gel that 
comprises from about 10 to 25% by weight synthetic poly 
meric matrix, from about 10 to 50% by weight water, and a 
Substantial quantity of water Soluble humectant entrapped 
within the matrix where the gel is characterized by the prop 
erty of absorbing and desorbing moisture. The gel can have a 
wide variety of thicknesses, but generally speaking the gel 
should have a thickness of from about/4 to 1/2 inches. 
While the preferred cross linking agent is N.N methylene 

bisacrylamide (MBA), other types of cross linking agents can 
be employed such as N-methylolacrylamide, allyl methacry 
late, and ethylene glycol dimethacrylate. Moreover, while 
ammonium persulfate is a suitable initiator for the polymer 
ization reaction, the use of an initator is not essential. Finally, 
while acrylamide is the preferred matrix-forming material, 
other similar materials can also be used. Such as acrylic acid. 
Where acrylic acid is used in the gel, the acrylic acid should 

be used at a level of from about 10 to 20% by weight, humec 
tant at a level of from about 20 to 80% by weight, water at a 
level of from about 20 to 70% by weight, N.N. methylene 
bisacrylamide (MBA) at a level of from about 0.01 to 0.04% 
by weight, and initiator at a level of from about 0.01 to 0.04% 
by weight. The most preferred ranges may also be from about 
14 to 18% acrylic acid, from about 50 to 76% humectant, 
from about 8 to 22% water, and from about 0.01 to 0.3% cross 
linking agent. 
The gel advantageously includes a humectant selected 

from the group consisting of glycerin, ethylene glycol, pro 
pylene glycol, dimethyl Sulfoxide and dimethyl formamide. 
In addition, the humectant is preferably present at a level of 
from about 20 to 85% by weight in the gel body, and more 
preferably from about 50 to 75% by weight. The most pre 
ferred polymeric matrix is selected from the group consisting 
of polymers, copolymers, and terpolymers containing acrylic 
acid or acrylamide monomer moieties, and most preferably is 
a polymer of acrylamide. 

Those skilled in the art will also appreciate that by proper 
selection of monomer and by varying the ratio of monomer 
(or monomers) relative to the cross linking agent and humec 
tant, the hardness and toughness of the gel material may be 
altered and controlled. Accordingly, if relatively high mois 
ture absorption characteristics are desired, the gel should be 
formulated to have a high percentage of humectant and a 
relatively low percentage of cross linking agent in order to 
produce a soft, relatively rubbery gel. If more firmness is 
required, the amount of humectant may be reduced, whereas 
the amount of cross linking agent should be increased. 
The drain tube 320 extends into the cavity 314 in the gel so 

that the open distal end of the tube can receive fluids from the 
gel cavity. The tube-gel combination may be formed by pour 
ing the gel in liquid form into a mold containing the tube so 
that the tunnel 318 is molded directly onto the tube 320. Thus, 
the drain tube 320 is embedded in the gel and is entirely 
surrounded by the gel except for the distal end portion of the 
tube that opens into the cavity 314 and the proximal end 
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portion of the tube that exits the outer end of the tunnel320 for 
connection to a collection container and the vacuum pump. 
The drain tube 320 may contain more than one lumen. For 

example, with a dual-lumen tube, one of the lumens may be 
connected to a vacuum or Suction source while the other 
lumen is used for Supplying air or medicine to the wound site. 
Alternatively, the drain tube may be used in combination with 
other tubes which can be used for purposes Such as Supplying 
air or medicine to the wound site. 
The proximal end 323 of the drain tube 320 is connected to 

a vacuum or Suction source (not shown) such as a vacuum 
pump to apply a negative pressure to the wound via the 
dressing. Once the vacuum source is applied, the gel forms an 
airtight seal with the healthy section of a patient’s skin Sur 
face. The negative pressure that is applied to the wound site 
can be varied over a range of from about 1 millimeter of 
mercury (mm/Hg) to about 275 millimeters of mercury (mm/ 
Hg) below atmospheric pressure. The desired negative pres 
Sure depends on factors such as the extent of the wound, the 
desired healing time, the clinician’s specifications, the 
patient’s pain tolerance level, and the patient’s desired com 
fort level. A typical negative pressure is approximately 125 
millimeters of mercury (mm/Hg) below atmospheric pres 
SUC. 

The time period for use of the closed wound drainage 
system can vary from minutes to hours to days, e.g., from 12 
hours up to or even exceeding 30 days. The desired time 
period for use of the closed wound drainage system will vary 
based on the nature of the wound, the clinician’s recommen 
dations, the healing rate of the patient, etc. The closed wound 
drainage system may be used until closure of the wound 
occurs or until the patient or clinician opts to use a different 
type of wound healing device. There is no time limit beyond 
which use of the closed wound drainage system is no longer 
beneficial. 

There are two possible modes of operation for the applica 
tion of pressure. One mode involves applying a constant 
negative pressure, e.g., 125 millimeters of mercury (mm/Hg) 
below atmospheric pressure. The negative pressure is applied 
continuously and at the same pressure level as long as the 
dressing remains on the wound. In the second mode, the 
negative pressure applied to the wound is modulated within a 
selected range by Supplying air at atmospheric pressure to the 
wound site (e.g., through a second lumen or tube) to reduce 
the negative pressure during selected intervals. The vacuum 
pump remains on at all times so that there is always some level 
of negative pressure applied to the wound. 
The negative pressure produced by the vacuum pump is 

applied to a wound via the gel cavity which is covered by the 
porous sheet 324. The porous sheet 324 is attached to the 
lower surface of the gel 312 to minimize or eliminate the 
possibility that granulation tissue will prolapse into the cav 
ity, and is made of a material that is specifically designed to be 
in contact with the open wound Surface and not adhere to the 
wound as it heals. One suitable material for the porous sheet 
is commercially available under the name “Dermanet' and is 
a polyethylene non-woven fabric made by DeRoyal Indus 
tries in Powell, Tenn. 

The gel cavity may be packed with a packing Substance 332 
which will aid in filtering the exudate that is withdrawn from 
the wound site and prevent collapse of the wound cavity while 
negative pressure is being applied. The packing Substance 
322 is captured between the gel and the porous sheet. The 
packing Substance may be woven organic Such as sterile 
cotton, a non-woven organic Such as sterile cotton balls, or a 
fiberfill. Where a fiberfill is used as the packing substance, the 
fiberfill may be a porous, fibrous non-woven fiberfill such as 
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a combination of polypropylene and polyethylene. One Suit 
able fiberfill is commercially available under the name “Thin 
sulate Insulation' and is a fibrous non-woven fiberfill material 
made by 3M Health Care in St. Paul, Minn. The packing 
substance may be impregnated with a silver or silver chloride 
to assist in the healing process. 
The gel sheet 312 is preferably covered by a protective 

material 328 which is attached to the upper surface of the gel. 
The protective material protects the gel from dirt and liquids 
that might penetrate into or even through the gel. The protec 
tive material may be any medical pressure sensitive adhesive 
tape which is suitable for adhering to the gel. Such as poly 
urethane tape. Examples of suitable commercially available 
medical pressure sensitive adhesive tape include "3MTM 
Medical Foam Tape” available from 3M Health Care in St. 
Paul, Minn. and “MEDIFIXOR 4005” available from Scapa 
Group PLC in Blackburn, Lancashire in The United King 
dom. The protective material may alternatively, or in addition, 
incorporate a standard elastogel. The protective material may 
be permeable to both air and liquid. In the illustrative embodi 
ment, the protective material is roughly the same size as the 
underlying gel Such that little or none of the protective mate 
rial extends beyond the length of the gel. 

It is contemplated that tape may be applied to the protective 
sheet to assist in securing the closed wound drainage system 
to the patient’s skin surface. This will further aid in keeping 
the closed wound drainage system attached to the patients 
skin Surface as well as keeping unwanted Substances such as 
dirt from reaching the open wound. 

Prior to application to the patient’s skin surface, the lower 
surface of the gel may be covered with a removable release 
sheet that assists in protecting the sterility and cleanliness of 
the gel. 

What is claimed is: 
1. A closed wound dressing system comprising: 
a layer of moisture permeable gel for application to an 

upper Surface of a wound area and forming a cavity in the 
gel layer that is open to a wound adjacent to the lower 
Surface of the gel layer, the gel layer being sized to 
extend beyond the upper surface of the wound area to 
cover and extend over the wound area without extending 
into the wound area for attachment to healthy skin out 
side the wound area, the lower surface of the gel layer 
adhering to the healthy skin around the wound area 
without the use of adhesives, the gel layer is permeable 
to moisture, 

tubing having an inner conduit, a distal end and a proximal 
end, a distal end portion of the tubing extending into the 
cavity, the tubing being attached to a gel sealant and 
extending into the cavity formed in the gel layer, 

a vacuum pump attached to the proximal end of the tubing 
to apply a negative pressure to the inner conduit, 

a porous material attached to the lower Surface of the gel 
layer extending across an opening to the cavity below 
the distal end of the tubing without extending into the 
wound area so that material drawn from a wound into the 
tubing passes through the porous material, 

a porous packing packed in the cavity in the gel layer 
without extending into the wound area; and 

a container connected to a proximal end portion of the 
tubing to accept material drawn into the tubing from a 
wound. 

2. The closed wound dressing system of claim 1 wherein 
the gel layer is at least one material selected from hydro 
colloids, lyogels, hydrogels and self-sustaining, non-flow 

Solventum Corp. EX1008
Solventum Corp. v. Wound Healing Techs., LLC; No IPR2025-01042

36 of 38



US 7,520,872 B2 
17 

able, pliable gels having a water Soluble humectant entrapped 
within a polymeric matrix having therein acrylic acid or acry 
lamide monomer moieties. 

3. The closed wound dressing system of claim 1 wherein 
the gel layer is a self-sustaining pliable gel comprising from 
about 10 to 25% by weight synthetic polymeric matrix, from 
about 10 to 50% by weight water, and a substantial quantity of 
water Soluble humectant entrapped within the matrix, the gel 
layer being characterized by the property of absorbing and 
desorbing moisture. 

4. The closed wound dressing system of claim 1 wherein 
the gel layer stabilizes temperature in the wound area. 

5. The closed wound dressing system of claim 1 wherein 
the gel layer maintains moisture levels in the wound area and 
in the healthy skin outside the wound area. 

6. The closed wound dressing system of claim 1 wherein 
the gel layer is impermeable to gas. 

7. The closed wound dressing system of claim 1 wherein 
the gel layer is flexible. 

8. The closed wound dressing system of claim 1 wherein 
the gel layer is capable of forming an airtight seal with the 
healthy skin outside the wound area. 

9. The closed wound dressing system of claim 1 wherein 
the gel layer is a polymer matrix having a high glycerine 
content and bacteriostatic and fungistatic properties. 

10. The closed wound dressing system of claim 1 wherein 
the tubing further comprises at least a first lumen and a second 
lumen, wherein the first lumen applies vacuum pressure to the 
wound area. 

11. The closed wound dressing system of claim 10 wherein 
the second lumen delivers medication to the wound area. 

12. The closed wound dressing system of claim 10 wherein 
the second lumen provides a path for an electrical line to 
deliver electrical stimulation to the wound area. 

13. The closed wound dressing system of claim 1 wherein 
the porous packing in the cavity is a woven organic, a non 
woven organic, or a fiberfill. 

14. The closed wound dressing system of claim 1 wherein 
the closed wound dressing system is a Surface dressing sys 
tem. 

15. The closed wound dressing system of claim 1 wherein 
the upper surface of the gel layer is covered by a protective 
material. 

16. The closed wound dressing system of claim 1 further 
including tape for aiding in securing the gel layer over the 
wound area. 

17. The closed wound dressing system of claim 1 wherein 
the negative pressure modulates from about 1 millimeter of 
mercury to about 275 millimeters of mercury below atmo 
spheric pressure. 

18. The closed wound dressing system of claim 1 wherein 
the lower surface of the gel layer includes a removable release 
sheet. 

19. The closed wound dressing system of claim 1 wherein 
the gel layer and the tubing contain an air-tight seal therebe 
tWeen. 

20. The closed wound dressing system of claim 1, wherein 
the gel layer has a tackiness which is adjustable based on the 
desired level of adhesion of the gel layer to the healthy skin 
outside the wound area. 

21. The closed wound dressing system of claim 1, wherein 
the vacuum pump applies negative pressure which is modu 
lated within a selected range. 

22. The closed wound dressing system of claim 1 wherein 
the gel layer is at least one material selected from hydro 
colloids, lyogels, and hydrogels. 

5 

10 

15 

25 

30 

35 

40 

45 

50 

55 

60 

65 

18 
23. A closed wound dressing system comprising: 
a layer of moisture permeable gel for application to an 

upper Surface of a wound area and forming a cavity in the 
gel layer that is open to a wound adjacent to the lower 
Surface of the gel layer, the gel layer being sized to 
extend beyond the upper surface of the wound area to 
cover and extend over the wound area without extending 
into the wound area for attachment to healthy skin out 
side the wound area, the lower surface of the gel layer 
adhering to the healthy skin around the wound area 
without the use of adhesives, the gel layer is permeable 
to moisture, the gel layer comprising a water soluble 
humectant entrapped within a polymeric matrix having 
therein acrylic acid or acrylamide monomer moieties, 

tubing having an inner conduit, a distal end and a proximal 
end, a distal end portion of the tubing extending into the 
cavity, the tubing being attached to a gel sealant and 
extending into the cavity formed in the gel layer, 

a vacuum pump attached to the proximal end of the tubing 
to apply a negative pressure to the inner conduit, 

a porous material attached to the lower Surface of the gel 
layer extending across an opening to the cavity without 
extending into the wound area so that material drawn 
from a wound into the tubing passes through the porous 
material, the porous material covering and extending 
over the wound area without extending into the wound 
area, 

a porous packing packed in the cavity in the gel layer 
without extending into the wound area; and 

a container connected to a proximal end portion of the 
tubing to accept material drawn into the tubing from a 
wound. 

24. The closed wound dressing system of claim 23 wherein 
the gel layer stabilizes temperature in the wound area. 

25. The closed wound dressing system of claim 23 wherein 
the gel layer maintains moisture levels in the wound area and 
in the healthy skin outside the wound area. 

26. The closed wound dressing system of claim 23 wherein 
the gel layer is impermeable to gas. 

27. The closed wound dressing system of claim 23 wherein 
the gel layer is flexible. 

28. The closed wound dressing system of claim 23 wherein 
the gel layer is capable of forming an airtight seal with the 
healthy skin outside the wound area. 

29. The closed wound dressing system of claim 23 wherein 
the tubing further comprises at least a first lumen and a second 
lumen, wherein the first lumen applies vacuum pressure to the 
wound area. 

30. The closed wound dressing system of claim 29 wherein 
the second lumen delivers medication to the wound area. 

31. The closed wound dressing system of claim 29 wherein 
the second lumen provides a path for an electrical line to 
deliver electrical stimulation to the wound area. 

32. The closed wound dressing system of claim 23 wherein 
the porous packing in the cavity is a woven organic, a non 
woven organic, or a fiberfill. 

33. The closed wound dressing system of claim 23 wherein 
the closed wound dressing system is a Surface dressing sys 
tem. 

34. The closed wound dressing system of claim 23 wherein 
the upper surface of the gel layer is covered by a protective 
material. 

35. The closed wound dressing system of claim 23 further 
including tape for aiding in securing the gel layer over the 
wound area. 
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36. The closed wound dressing system of claim 23 wherein 
the negative pressure modulates from about 1 millimeter of 
mercury to about 275 millimeters of mercury below atmo 
spheric pressure. 

37. The closed wound dressing system of claim 23 wherein 
the lower surface of the gel layer includes a removable release 
sheet. 

38. The closed wound dressing system of claim 23 wherein 
the gel layer and the tubing contain an air-tight seal therebe 
tWeen. 

20 
39. The closed wound dressing system of claim 23 wherein 

the gel layer has a tackiness which is adjustable based on the 
desired level of adhesion of the gel layer to the healthy skin 
outside the wound area. 

40. The closed wound dressing system of claim 23 wherein 
the vacuum pump applies negative pressure which is modu 
lated within a selected range. 

41. The closed wound dressing system of claim 23 wherein 
the gel layer absorbs moisture. 

k k k k k 
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