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TECHNIQUES

(57) A system and method for determining location
of a fluid leak at a drape of a reduced pressure delivery
system being used on a tissue site of a patient may in-
clude applying a reduced pressure to the tissue site of
the patient. The drape may be imaged to generate image
data, and a determination of a location of a fluid leak of
the drape may be made from the image data. As a result
of the determination of the location of the fluid leak, the

SYSTEM AND METHOD FOR LOCATING FLUID LEAKS AT A DRAPE USING SENSING

drape may be corrected. The imaging may be made in a
non-visible spectrum. The non-visible spectrum may be
in an IR spectrum or UV spectrum. In one embodiment,
a fluid, such as compressed air, may be applied to the
dressing via the interface between the drape and tissue
of the patient to improve imaging in the non-visible spec-
trum.

102 10~

|||||||||““H|\“|Illllv

...... il

106

FIG. 1

Printed by Jouve, 75001 PARIS (FR)



1 EP 3 292 880 A1 2

Description
CROSS-REFERENCE TO RELATED APPLICATIONS

[0001] This application claims the benefit of U.S. Pro-
visional Application No. 61/319,344, filed March 31,
2010, which is incorporated herein by reference in its
entirety.

BACKGROUND OF THE INVENTION
1. Field of the Invention

[0002] Thisinvention relates generally to a system and
method of promoting tissue growth, and more specifical-
ly, a method for detecting and correcting fluid leaks at a
drape positioned at a tissue site being treated by a re-
duced pressure delivery system.

2. Description of Related Art

[0003] Tissue growth and wound healing of patients
has been shown to be accelerated through the use of
applying reduced pressure to a tissue site. Reduced
pressure delivery systems operate to form such a re-
duced pressure at a tissue site of a patient. This form of
wound healing can be readily integrated into a clinician’s
wound healing procedures. Reduced pressure tissue
therapy optimizes patient care and decreases costs as-
sociated with treatment of patients having traumatic and
chronic wounds. Reduced pressure therapy can be ad-
ministered in hospitals, community settings, such as as-
sisted living complexes and convalescences homes, or
homes of patients.

[0004] Reduced pressure delivery to awound or tissue
site promotes wound healing and/or tissue growth, in
part, by removing infectious materials and other fluids
from the wound or tissue site. Reduced pressure treat-
ment further promotes tissue growth by imposing forces
on the tissue, thereby causing micro-deformation of the
tissue, which is believed to contribute to the development
of granulation tissue at the tissue site. The forces im-
posed on the tissue site by the delivery of reduced pres-
sure further encourages improved blood flow at the tissue
site, which further assists in the growth of new tissue.
[0005] Reduced pressure delivery systems generally
use a vacuum pump to apply a reduced pressure via a
reduced pressure conduit to a tissue site. A manifold is
often used at the tissue site to help evenly distribute the
reduced pressure. A drape is typically used to cover the
manifold and form a seal with surrounding tissue of the
tissue site to which the reduced pressure is being applied.
So that the reduced pressure remains constant and ac-
curate, thereby providing optimum tissue growth and/or
therapy, the drape is to be interfaced and maintained with
the surrounding tissue of the tissue site to prevent fluid
leaks, such as air leaks. In the event that a fluid leak
results during installation of the drape or during treat-
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ment, clinicians often find it difficult to isolate the precise
location of the fluid leak. If the fluid leak is not corrected,
then the performance of the reduced pressure delivery
system is reduced and full treatment potential is not re-
alized.

SUMMARY OF THE INVENTION

[0006] To overcome the problem of locating fluid leaks
of a drape being used on a tissue site of a patient, the
principles of the present invention provide for detecting
location of and correcting fluid leaks at the drape of re-
duced pressure delivery systems. More specifically, the
principles of the present invention provide for using one
or more image sensing techniques (e.g., IR sensing, UV
sensing, and temperature sensing) for locating fluid leak
locations of the drape. By being able to locate fluid leaks
at the drape (e.g., at an interface between the drape and
tissue of the patient), optimum therapeutic results may
be produced.

[0007] One embodiment of a process for determining
location of a fluid leak at a drape of a reduced pressure
delivery system being used on a tissue site of a patient
may include applying a reduced pressure to the tissue
site of the patient. The drape may be imaged to generate
image data, and a determination of a location of a fluid
leak of the drape may be made from the image data. As
a result of the determination of the location of the fluid
leak, the drape may be corrected. The imaging may be
made in a non-visible spectrum. The non-visible spec-
trum may be in an IR spectrum or UV spectrum. In one
embodiment, a fluid, such as compressed air, may be
applied to the dressing via the interface between the
drape and tissue of the patient to improve imaging in the
non-visible spectrum.

[0008] One embodiment of a system for determining
location of a fluid leak at a drape of a reduced pressure
delivery system and tissue of a patient may include a
processing unit that is configured to control operation of
the reduced pressure delivery system. An input/output
(1/0) unit may be in communication with the processing
unit. An imaging system may be configured to image the
drape at the tissue site of a patient and to communicate
image data to the processing unit via the 1/O unit. The
imaging system may further be configured to generate
image data having different shades or colors based on
temperature or otherwise to enable a user to view the
image data to determine a location of the fluid leak. The
reduced pressure delivery system may further be config-
ured to display the image data on an electronic display.
The imaging system may include an IR and/or UV sensor
for capturing IR and/or UV spectral image data.

[0009] Another embodiment of a process for determin-
ing location of a fluid leak at a drape of areduced pressure
delivery system being used on a tissue site of a patient
may include applying a dressing to a tissue site of the
patient. The drape may be applied over the dressing and
tissue site of the patient, where at least one of the dress-
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ing and drape may be coated with a coating that changes
color in response to an environmental factor. The envi-
ronmental factor may include pressure and temperature.
A fluid leak of the drape may be located in relation to a
region of the coating changing color and corrected. Fluid
may be applied to the interface, where the fluid may in-
clude at least one of compressed air, CO,, fluorocarbon,
and butane. In one embodiment, the fluid may be in an
aerosol form.

BRIEF DESCRIPTION OF THE DRAWINGS

[0010] A more complete understanding of the method
and apparatus of the present invention may be obtained
by reference to the following Detailed Description when
taken in conjunction with the accompanying Drawings
wherein:

FIG. 1 is anillustration of an illustrative configuration
of a patient being treated using a reduced pressure
delivery system;

FIG. 2 is an illustration of an illustrative drape cov-
ering atissue site to which reduced pressure is being
applied by a reduced pressure delivery system;

FIG. 3 is an illustration of an illustrative drape cov-
ering atissue site to which reduced pressure is being
applied by a reduced pressure delivery system;

FIG. 4 is a block diagram of an illustrative reduced
pressure delivery system configured to apply re-
duced pressure to a tissue site and notify a clinician
that a fluid leak is occurring at the drape;

FIG. 5 is a screen shot of an illustrative graphical
userinterface that enables aclinicianto selecta"seal
check" function to locate fluid leaks that exist at the
drape;

FIG. 6A is an illustration of an illustrative dressing
and drape being used to treat a tissue site and in
which the drape includes a fluid leak;

FIG. 6B is an illustration of another illustrative dress-
ing and drape being used to treat a tissue site and
in which the drape includes a fluid leak;

FIG. 7 is a screen shot of an illustrative graphical
user interface that enables a clinician to select to
view "leak image history" associated with a patient
and an image associated with each leak;

FIG. 8 is a flow chart of an illustrative process for
determining location of a fluid leak of a drape at a

tissue site of a patient; and

FIG. 9 is a flow chart of an alternative process for
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determining location of a fluid leak of a drape at a
tissue site of a patient.

DETAILED DESCRIPTION OF THE PRESENT INVEN-
TION

[0011] With regard to FIG. 1, a setup 100 for treating
a patient 102 is shown. The patient is receiving reduced
pressure treatment at atissue site 104 by areduced pres-
sure delivery system 106. The reduced pressure delivery
system 106 includes a reduced pressure conduit 108 that
extends from the reduced pressure delivery system 106
to the tissue site 104. At the tissue site 104, a reduced
pressure dressing or distribution manifold 110 may be
fluidly connected to the reduced pressure conduit 108.
In addition, a drape 112 may be placed over the tissue
site 104 and distribution manifold 110. The drape 112
may be a flexible material that is impermeable to gases
to prevent air or other fluids from entering or exiting the
tissue site 104 during reduced pressure treatment. In one
embodiment, the drape is a transparent film having an
adhesive around the perimeter, as understood in the art.
Alternative embodiments of the drape may be utilized in
accordance with the principles of the present invention
to enable a clinician to sense fluid leaks between the
drape 112 and tissue of the patient 102.

[0012] As used herein, the term "flexible" refers to an
object or material that is able to be bent or flexed. Elas-
tomer materials are typically flexible, but reference to
flexible materials herein does not necessarily limit mate-
rial selection to only elastomers. The use of the term "flex-
ible" in connection with a material or reduced pressure
delivery apparatus in accordance with the principles of
the present invention generally refers to the material’s
ability to conform to or closely match the shape of a tissue
site. For example, the flexible nature of a reduced pres-
sure delivery apparatus used to treat a bone defect may
allow the apparatus to be wrapped or folded around the
portion of the bone having the defect.

[0013] The term "fluid" as used herein generally refers
to a gas or liquid. One example of a gas is air. One ex-
ample of liquid is water.

[0014] The term "manifold" as used herein generally
refersto a substance or structure thatis provided to assist
in applying reduced pressure to, delivering fluids to, or
removing fluids from a tissue site. A manifold typically
includes a plurality of flow channels or pathways that in-
terconnect to improve distribution of fluids provided to
and removed from the area of tissue around the manifold.
Examples of manifolds may include, without limitation,
devices that have structural elements arranged to form
flow channels, cellular foams, such as open- cell foam,
reticulated foam, porous tissue collections, and liquids,
gels and foams that include or cure to include flow chan-
nels.

[0015] As used herein, "reduced pressure" generally
refers to a pressure less than the ambient pressure at a
tissue site that is being subjected to treatment. In most
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cases, this reduced pressure will be less than the atmos-
pheric pressure at which the patient is located. Alterna-
tively, the reduced pressure may be less than a hydro-
static pressure at the tissue site. Reduced pressure may
initially generate fluid flow in the manifold, reduced-pres-
sure conduit, and proximate the tissue site. As the hy-
drostatic pressure around the tissue site approaches the
desired reduced pressure, the flow may subside, and the
reduced pressure may be maintained. Unless otherwise
indicated, values of pressure stated herein are gauge
pressures. The reduced pressure delivered may be con-
stant or varied (patterned or random) and may be deliv-
ered continuously or intermittently. Although the terms
"vacuum" and "negative pressure" may be used to de-
scribe the pressure applied to the tissue site, the actual
pressure applied to the tissue site may be more than the
pressure normally associated with a complete vacuum.
Consistent with the use herein, unless otherwise indicat-
ed, an increase in reduced pressure or vacuum pressure
typically refers to a relative reduction in absolute pres-
sure.

[0016] The term "tissue site" as used herein refers to
a wound or defect located on or within any tissue, includ-
ing but not limited to, bone tissue, adipose tissue, muscle
tissue, neuro tissue, dermal tissue, vascular tissue, con-
nective tissue, cartilage, tendons, or ligaments. The term
"tissue site" may further refer to areas of any tissue that
are not necessarily wounded or defective, butare instead
areas in which it is desired to add or promote the growth
of additional tissue. For example, reduced pressure tis-
sue treatment may be used in certain tissue areas to
grow additional tissue that may be harvested and trans-
planted to another tissue location.

[0017] The term "clinician" is used herein as meaning
any medical professional, user, family member of a pa-
tient, or patient who interacts or interfaces with areduced
pressure delivery system.

[0018] With regard to FIG. 2, a tissue site 200 on a
person’s body 202 is receiving reduced pressure therapy
from a reduced pressure delivery system (not shown).
The reduced pressure delivery system is connected to a
reduced pressure conduit 204 and in fluid communication
with a distribution manifold (not shown), either directly or
via an adapter 206. A drape 208 may be configured to
cover the distribution manifold, which is shown to be
pressing into the drape 208 to form an outline 210. The
drape 208 covers the tissue site 200, thereby helping to
maintain a seal at the tissue site so that fluids, such as
air, cannot enter or exit the tissue site. By preventing
fluids from entering or exiting the tissue site 200, the tis-
sue site 200 may receive maximum benefit of the reduced
pressure therapy, including minimizing chance for addi-
tional infection and improving growth of tissue.

[0019] In establishing a dressing, which may include
the distribution manifold and drape 208, at the tissue site
200, a clinician may apply the dressing and apply a force
to the drape 208 during operation ofthe reduced pressure
delivery system. By applying a force along outer edges
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of the drape 208, the clinician may create or otherwise
alter a seal at an intersection 212 of the drape 208 and
tissue 214 surrounding the tissue site 200. In the event
that the seal is not completely formed or a fluid leak de-
velops at the drape 208, the clinician may press his or
her finger 216 along the outer edges 212 of the drape
208 to improve or re-establish the seal. Because locating
a fluid leak at the drape 208 is often difficult in practice,
the principles of the present invention provide a system
and method for determining location of the fluid leak, as
further described herein with respect to FIGS. 4-8.
[0020] WithregardtoFIG. 3, a cutout view of the tissue
site 200 is provided to show the drape 208 extending
over healthy tissue 302 surrounding the tissue site 200.
The drape 208 extends over manifold 304, which is in
fluid communication with reduced pressure conduit 306.
The reduced pressure conduit 306 is further in fluid com-
munication with reduced pressure delivery system 308.
The reduced pressure therapy system 308 may include
avacuum pump 310 and electronicdisplay 312. The elec-
tronic display 312 may include control elements 314a-
314n (collectively 314) that may be used by a user op-
erating the reduced pressure delivery system 308. In ad-
dition or alternatively, the electronic display 312 may in-
clude a touch-screen electronic display 316 that enables
the user to interface with and operate the reduced pres-
sure delivery system 308.

[0021] The drape 208 that extends over the healthy
tissue 302 forms a seal at an intersection or interface 318
where the healthy tissue 302 and drape 208 contact one
another. If a fluid leak develops at the intersection 318
(i.e., at the tissue site 200), then a fluid leak sensor (not
shown) may generate and communicate a fluid leak sig-
nal. The fluid leak signal may be indicative of a fluid pa-
rameter indicative of or responsive to the fluid leak cross-
ing a predetermined threshold level. A processing unit
(notshown) may respond by generating afluid leak alarm
in an audible and/or visual manner. For example, a buzz-
er, bell, recorded message, or other audible sound may
be generated to alert a clinician that a fluid leak has oc-
curred at the drape 208. To locate the fluid leak at the
drape 208, a fluid leak location mode may be automati-
cally or manually entered at the reduced pressure deliv-
ery system 308. The fluid leak location mode may be
used to assist a clinician in identifying a fluid leak location
by generating a response, such as an audible response,
to the clinician’s apply a force, such as pressing a finger
along the drape 208 (e.g., at the intersection 318), in an
attempt to seal the fluid leak. Although it is generally un-
derstood that fluid leaks primarily occur at the intersection
of the drape and tissue of a patient, it should be under-
stood that the principles of the present invention may
similarly be utilized to detect openings, such as punc-
tures, that exist on the drape itself.

[0022] With regard to FIG. 4, a configuration 400 of a
reduced pressure delivery system 402 is shown to be
operating to apply a reduced pressure to tissue site 404.
The reduced pressure delivery system 402 includes a
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printed circuit board (PCB) 406 that includes a process-
ing unit 408. The processing unit 408 may include one
or more processors, logic, analog components, or any
other electronics that enable signals including informa-
tion, such as fluid pressure at a tissue site, to be received.
The processing unit 408 may process the information
provided by the signals. For example, a fluid leak signal
may be received by the processing unit 408 and a fluid
leak alarm and/or fluid leak location process may be driv-
en by the processing unit 408. An input/output (1/O) unit
409 may be included with or separate from the PCB 406,
where the I/O unit 409 may provide for wired and/or wire-
less communications with one or more peripheral devic-
es, such as a digital camera, remote control device, or
other data collection or control device. The I/O unit 409
may utilize RF, infrared, WiFi®, Bluetooth®, or any other
wireless or wireline communications protocol, as under-
stood in the art.

[0023] Thereduced pressure delivery system 402 may
further include a pump 410, such as a vacuum pump,
that may be driven by a motor 412. The motor 412 may
be in electrical communication with the PCB 406 and
respond to control signals 414 generated by the PCB
406. The pump 410 may be fluidly connected toareduced
pressure conduit416. The reduced pressure conduit416
may include an orifice 418 that limits flow and creates a
pressure drop for measurement thereof. In parallel with
the orifice 418 is a flow transducer 420 that may be con-
figured to determine flow rate of fluid passing through the
reduced pressure conduit 416 by using the orifice 418.
The flow transducer 420 is fluidly connected to the re-
duced pressure conduit 416 and configured to generate
a flow rate signal 422 including information indicative of
flow rate of a fluid within the reduced pressure conduit
416. The flow rate signal 422 may be digital or analog.
[0024] A pump pressure transducer 424 may be con-
nected to reduced pressure conduit 416 to convert pres-
sure in the reduced pressure conduit 416 and communi-
cate a pump pressure signal 426 including information
indicative of fluid pressure in the reduced pressure con-
duit 416 to the PCB 406. The pump pressure signal 426
may be digital or analog. A pump release valve 428 may
also be connected to the reduced pressure conduit 416
and be configured to release pressure from the reduced
pressure conduit 416 in case of an emergency situation
or otherwise.

[0025] Thereduced pressure delivery system 402 may
further include one or more filters 430a - 430n (collec-
tively 430) that are in fluid communication with the re-
duced pressure conduit 416. The filters 430 may be in
fluid communication with container 432, which is used to
collect fluids from tissue site 404. The filters 430 may be
configured to prevent fluids collected in the container 432
from entering the reduced pressure conduit 416. The
container 432 may further be in fluid communication with
reduced pressure conduit 434. Although shown as sep-
arate conduits, the reduced pressure conduits 416 and
434 may be the same or different material and have the
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same or differentdimensions. The reduced pressure con-
duit 434 may connect to or be in fluid communication with
an adapter 436, which may be connected to a distribution
manifold 438 to evenly distribute reduced pressure
across the tissue site 404. Drape 440, which extends
over the tissue site and onto tissue 442 surrounding the
tissue site 404 being treated by the reduced pressure, is
used to form a seal to form and maintain reduced pres-
sure at the tissue site 404.

[0026] A feedback reduced pressure conduit 444 may
pass through container 432. A tissue release valve 446
may be connected to the feedback reduced pressure
conduit 444 to enable pressure to be released at the tis-
sue site 404 in response to a command signal 448 gen-
erated by the processing unit 408. The command signal
448 may be generated by the processing unit 408 in re-
sponse to the processing unit 408 receiving a sensor
signal, such as flow rate signal 422, crossing a threshold
level. Alternatively, the command signal 448 may be gen-
erated in response to a clinician selectively stopping the
reduced pressure delivery system 402 via a user inter-
face (notshown). Other events, such as atreatment cycle
completing, may cause the processing unit to generate
the command signal 448 to activate the tissue release
valve 446. In another example, a tissue pressure trans-
ducer 450 may be used to convert pressure sensed at
the tissue site 404 and provide a feedback signal 452 to
the processing unit 408 on the PCB 406. In response to
the processing unit 408 determining that pressure at the
tissue site 404 sensed by the tissue pressure transducer
450 is above a threshold value, the processing unit 408
may communicate command signal 448 to the tissue re-
lease valve 446 for release of tissue pressure.

[0027] An electronic speaker 454 may be in electrical
communication with the PCB 406 to generate an audible
sound. In the event that the processing unit 408 deter-
mines that a fluid parameter, such as pressure at the
tissue site 404 or flow rate of fluid through the reduced
pressure conduit416, crosses a threshold value, a signal
456 may be generated by the PCB 406 and communi-
cated to the electronic speaker 454 to create an audible
sound. For example, the processing unit 408 may deter-
mine that a fluid leak exists at the tissue site 404 by a
fluid rate increasing above a flow rate threshold level. In
response to determining that the flow rate level sensed
by a flow transducer, such as flow transducer 420, the
processing unit 408 may generate the signal 456, such
as an alert signal, and communicate the alert signal to
the electronic speaker 454 to notify a clinician that a prob-
lem exists. In another example, a sensor, such as tissue
pressure transducer 450, may sense a fluid parameter
at the tissue site 404 and the processing unit 408 may
determine that the pressure at the tissue site 404 de-
creases. Still yet, rather than directly sensing a fluid pa-
rameter, an indirect measurement may be performed by
measuring duty cycle or power of the pump 410 to de-
termine approximate fluid flow.

[0028] The processingunit408 may be selectively pro-
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grammed or commanded into a fluid leak location mode
that notifies the clinician or patient to locate the fluid leak
location utilizing at least one of the principles of the
present invention. In notifying the clinician or patient, a
notification on the electronic display may provide instruc-
tions (e.g., "use IR imaging camera to take photo of
drape/dressing"), an audible notification may be gener-
ated (e.g., sequence of tones, recorded speech with in-
structions, or synthesized audible instructions). Still yet,
the clinician may be instructed to visually inspect the
dressing to identify color changes if the dressing is coated
with pressure or temperature sensitive paint, dye, or oth-
er coating. Other elements, such as a strip of metal with
pressure or temperature sensitive paint coating the strip,
may be included within the dressing (e.g., sandwiched
between the dressing and drape 440).

[0029] In one embodiment, the reduced pressure de-
livery system 402 may be configured to communicate
with a digital camera 458 that may be utilized to take a
photograph of the drape 440, distribution manifold 438,
and other dressing components (e.g., foam). The digital
camera 458 may be configured to take both stilland video
images. The camera 458 may further be configured to
take infrared (IR), ultraviolet (UV), and/or gas presence
images that provide the clinician with the ability to visually
detect temperature or other non-visible spectrum varia-
tions as a result of a fluid leak of the drape 440. The
temperature variations provide the clinician with the abil-
ity to readily identify leak locations and relative sizes of
the leaks by color variations being displayed as a result
of gasses entering the drape 440 and dressing expanding
and cooling the dressing and drape 440.

[0030] The camera 458 may further be configured to
timestamp the captured images and communicate the
images via a wired (not shown) or wireless communica-
tions signal 460 to the reduced pressure delivery system
402 for storage thereat. Alternatively, the captured im-
ages may be timestamped and stored by the reduced
pressure delivery system 402 in association with a pa-
tient’s records, which may also include treatment
records. The captured images may be stored in associ-
ation with a patient’s records that may also include other
treatment parameters, measurements, tissue site imag-
es overtime, etc. The communication of the captured im-
ages from the camera 458 to the reduced pressure de-
livery system 402 may be performed automatically, semi-
automatically, or manually in response to the clinician
actively controlling the reduced pressure delivery system
402 and/or camera 458.

[0031] With respect to FIG. 5, a reduced pressure de-
livery system 500 may include an electronic display 502
that is configured to display a graphical user interface
(GUI) 504. The GUI 504 may include a number of se-
lectable graphical elements, including a "settings" soft-
button 506, "wound type" soft-button 508, "seal check"
soft-button 510, and "history" soft-button 512. A user may
select any of these functions (i.e., settings, wound type,
seal check, or history), to cause the reduced pressure
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delivery system 500 to present the user with another
graphical userinterface for performing the selected func-
tion. In addition, an "exit" soft-button 514 may be avail-
able to the user to exit the current GUI 504. It should be
understood that the GUI 504 is illustrative and that other
and/or alternative functions and selection elements may
be provided to the user.

[0032] An information region 516 on the GUI 504 may
include selectable graphical elements and display other
information in which the user may be interested. For ex-
ample, a "help" soft-button 518 may be displayed to en-
able the user to receive help about the reduced pressure
delivery system 500 or particular functions currently be-
ing displayed on the GUI 504. An "on-off’ soft-button 520
may enable a user to selectively turn the reduced pres-
sure delivery system 500 on and off, and information 522
may notify the user of current status of the reduced ther-
apy delivery system 500. For example, the status infor-
mation 522 may indicate that the reduced therapy deliv-
ery system 500 is (i) operating in a continuous therapy
mode, (ii) is on, and (iii) is operating to provide a reduced
pressure of -200mmHg. A "lock" soft-button 524 may en-
able the usertolock the GUI504 to prevent aninadvertent
contact with the GUI 504 to cause the reduced therapy
delivery system 500 to respond.

[0033] With regard to FIG. 6A, an illustration of an IR
image 600 of an illustrative tissue site that is covered by
adressing and drape is shown. The IR image 600 shows
a drape 602 that covers the tissue site to be in fluid com-
munication with a conduit 604. The IR image 600 shows
multiple color/shaded regions 606a-606e that define rel-
ative temperatures between the drape and tissue site.
Temperature region 606a is the hottest region due to
being on surfaces (e.g., foam dressing) in the center of
the tissue area. Temperature region 606b is shown to be
slightly cooler than temperature region 606a. Tempera-
ture region 606c, which is at the interface of the drape
602 and tissue of the patient, is cooler than temperature
region 606b. Temperature regions 606d and 606e illus-
trate a fluid leak 608 that causes air to enter the drape
602. As the air enters the drape 602, the air expands and
cools, which is shown by the temperature regions 606e
and 606d. The air that enters the drape 602 may contact
dressing beneath the drape 602 and cause the dressing
to cool. The IR image 600 indicates that an opening 610
at the interface between the drape and tissue of the pa-
tient exists, thereby enabling the clinician or patient to
reseal or otherwise correct the fluid leak 608.

[0034] With regard to FIG. 6B, an illustration of an IR
image 612 is shown. The IR image shows a compressed
air source 614 thatis used to blow compressed air around
a drape that is covering a tissue site being treated by a
reduced pressure delivery system. The compressed air
source 614 may be compressed air or other source (e.g.,
an aerosol spray), as understood in the art. If a fluid leak
exists between the drape and tissue, the IR camera will
capture the compressed air if sucked into the drape via
the interface between the drape and tissue as the com-
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pressed air expands and cools down the dressing (e.g.,
foam). Temperature regions 616, which appear to be two
dark spots on opposite sides of the drape in the IR image,
indicate precisely where fluid leaks of the drape exist,
thereby enabling a clinician to correct the fluid leak. To
enable the clinician to more easily identify and locate the
fluid leak, the camera that includes an IR sensor or have
the ability to sense IR spectral frequencies may be dy-
namic in that as temperatures change, the image being
captured changes in a substantially real-time manner
(i.e., as the temperature changes, so does the IR image).
[0035] It should be understood that the principles of
the present invention provide for alternative gases other
than compressed air or uncompressed air to be utilized
for identifying fluid leaks in the drape. For example, car-
bon dioxide (CO,), butane, fluorocarbons, or any other
gas may be utilized to assist a clinician identify a fluid
leak. As the gases are sucked into the draped area, the
gases expand and cool the dressing, thereby enabling
the camera with the IR sensor to detect that the dressing
and/ordrapeis cooling. Although the camera is described
as including an IR sensor, it should be understood that
other sensors, such as UV or other non-visible spectral
frequency sensor, may be utilized in accordance with the
principles of the present invention. In one embodiment,
depending on the gas used, a sensor that is sensitive to
spectral radiation resulting from the gas expanding may
be utilized.

[0036] As previously described, the use of pressure
sensitive coatings (e.g., paints, dyes, or other coatings)
may be utilized in accordance with the principles of the
present invention. As understood in the art, the coatings
change color as gas pressure changes. The coating de-
tects pressure indirectly by reacting with oxygen (i.e.,
measures oxygen concentration), a reaction that en-
hances the inherent fluorescence of the pressure sensi-
tive coating, which results in a color change. In operation,
the dressing coated with a pressure or temperature sen-
sitive coating may be exposed to either oxygen rich or
oxygen depleted gas to enhance the color change of the
coating and locate the fluid leak source. The coating may
be applied to a dressing component (e.g., foam), drape,
or adhesive. Still yet, the coating may be applied to an-
other element that may be inserted between the drape
and dressing.

[0037] With regard to FIG. 7, a screen shot of an illus-
trative graphical user interface 700 on a reduced pres-
sure delivery system 702 is shown. The graphical user
interface 700 may display a patient's name 704 with
whom a leak image history 706 may be associated. The
leak image history 706 may provide a list of selectable
leak images 706a-706n that are listed in chronological
order. Each of the leak images may be timestamped. In
one embodiment, the timestamp may be displayed di-
rectly on the images. Alternatively and/or additionally,
the timestamps may be associated with the images such
that the timestamps are used to form the leak image his-
tory 706, as shown. In an alternative embodiment, rather
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than using timestamps for the list, image names, image
thumbnails, or other indicia may be utilized to enable a
clinician to select to view a leak image. Additional infor-
mation may also be collected and associated with each
leak image, such as clinician name, employee number,
or otherwise that enables other caregivers to identify
which clinician attended to correcting drape leaks. In ad-
dition, an image 708 that was collected by the clinician
may be displayed in response to a clinician selecting one
of the leak images 706. The leak image history may pro-
vide clinicians valuable data for both treatment and lia-
bility purposes. Once complete, the clinician may select
an "exit" soft-button 710 to return to a previous graphical
user interface.

[0038] With regard to FIG. 8, a flow diagram of an il-
lustrative process 800 that enables a clinician to locate
a leak of a drape being used by a reduce pressure de-
livery system is shown. The process 800 starts at step
802, where a dressing is applied to a tissue site of a
patient. The dressing may include a manifold, foam, or
any other elements used for treating a tissue site, as un-
derstood in the art. At step 804, a drape is applied over
the dressing. The drape may be transparent to enable a
clinician to view the dressing and/or tissue site to watch
forinfection or other issues with the tissue site. The drape
may further include an adhesive at or near the perimeter
of the drape to maintain contact with tissue surrounding
the tissue site, thereby providing a sealed environment
for the reduced pressure delivery system to provide for
reduced pressure at the tissue site. At step 806, reduced
pressure may be applied to the tissue site so as to pro-
mote tissue growth, as understood in the art.

[0039] At step 808, the dressing may be imaged. In
imaging the dressing, a digital imaging system, such as
adigital camera, may be utilized. The digital camera may
be configured to take still or video images. In accordance
with the principles of the present invention, the imaging
may be performed in a non-visual spectrum. For exam-
ple, the imaging may be in an IR or UV spectrum. At step
810, a clinician may visually determine location of a fluid
leak of the drape from the imaging. If, for example, IR
imaging is being used, as fluid, such as compressed air,
is being sucked into the tissue site between an interface
of the drape and tissue due to the reduced pressure, the
fluid may cool down the dressing, drape, and/or tissue
site such that the clinician can visually locate where fluid
leak(s) are located. Using UV imaging enables the clini-
cian to apply a fluid, such as fluorocarbons or other gas
that generates a UV spectral signal, to the perimeter of
the drape, and, if a fluid leak of the drape exists, when
the fluid enters the drape, the UV imaging is captured
and displayed. At step 812, the clinician may correct the
fluid leak of the drape. In one embodiment, the clinician
may be prompted or otherwise alerted to perform a leak
location as a result of the reduced pressure delivery sys-
tem determining that a fluid leak exists. In response, the
clinician may interface with the reduced pressure delivery
system to cause the system to enter aleak location mode
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or otherwise notify the system that the clinician is re-
sponding to the leak location notice. Such steps may oc-
cur between steps 806 and 808. The reduced pressure
delivery system may also provide a user interface feature
that enables the clinician to selectively enter the leak lo-
cation mode to enable the clinician to utilize the reduced
pressure delivery system in locating a fluid leak of the
drape.

[0040] Withregardto FIG. 9, a flow chart of an illustra-
tive process for determining location of a fluid leak at an
interface between a drape of a reduced pressure delivery
system and tissue of a patient is shown. The process 900
starts at step 902, where dressing is applied to a tissue
site of a patient. At step 904, a drape may be applied
over the tissue site and dressing of the patient, where at
least one of the dressing and drape is coated with a coat-
ing that changes color in response to an environmental
factor. The environmental factor may include pressure
or temperature. In other words, if either pressure or tem-
perature changes, color of the coating changes. The
coating may be a pressure or temperature sensitive coat-
ing, such as paint or dye. At step 906, a fluid leak of the
drape may be located in relation to a region of the coating
changing color. At step 908, correction of the fluid leak
ofthe drape may be made. Inone embodiment, to actively
determine where a fluid leak of the drape exists, a fluid
(e.g., compressed air, CO,, fluorocarbon, or other gas)
may be directed toward the interface between the drape
and tissue of the patient depending on the type of sensor
(e.g., IR, UV) being utilized to image the dressing. Other
gases, such as butane or other gas that is identifiable by
either IR or UV sensors may be utilized in accordance
with the principles of the present invention. In one em-
bodiment, the fluid may be stored and directed toward
the interface in an aerosol form. In the same or similar
manner as described with respect to FIG. 8, the clinician
may notified by the reduced pressure delivery system
that a fluid leak exists and be assisted by the reduced
pressure delivery system to locate a fluid leak of the
drape. Such steps may occur between steps 904 and
906.

[0041] Although the imaging sensor is described as
being located outside the drape, it should be understood
that the principles of the present invention may provide
for one or more imaging sensors to be positioned within
a drape. Such an embodiment may have imaging sen-
sor(s) directed toward an interface of the drape and tissue
from within the dressing or sandwiched between the
drape and dressing. Image data collected by the imaging
sensor(s) may be wired or wirelessly communicated to
a remote device, such as a reduced pressure delivery
system or mobile device, such as a mobile telephone
executing an application configured to display the image
data. Alternatively, an array of temperature sensors may
be disposed within the drape for collecting temperatures
or temperature differentials.

[0042] It will be understood that the benefits and ad-
vantages described above may relate to one embodi-
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ment or may relate to several embodiments. It will further
be understood that reference to ’an’ item refers to one or
more of those items.

[0043] The steps of the methods described herein may
be carried out in any suitable order, or simultaneously
where appropriate.

[0044] Where appropriate, aspects of any of the exam-
ples described above may be combined with aspects of
any of the other examples described to form further ex-
amples having comparable or different properties and
addressing the same or different problems.

[0045] It will be understood that the above description
of preferred embodiments is given by way of example
only and that various modifications may be made by
those skilled in the art. The above specification, exam-
ples and data provide a complete description of the struc-
ture and use of exemplary embodiments of the invention.
Although various embodiments of the invention have
been described above with a certain degree of particu-
larity, or with reference to one or more individual embod-
iments, those skilled in the art could make numerous al-
terations to the disclosed embodiments without departing
from the scope of this invention. The scope of the present
invention is instead defined by the following claims.
[0046] Aspects of the invention are disclosed in the
following numbered clauses:

Clause 1. Amethod for determining location of a fluid
leak atadrape of areduced pressure delivery system
being used on tissue site of a patient, said method
comprising:

applying reduced pressure to the tissue site at
which the drape is positioned;

imaging the drape atthe tissue site and generate
image data; and

determining a location of the fluid leak of the
drape from the imaging.

Clause 2. The method according to clause 1, wherein
imaging includes imaging in a non-visible spectrum.

Clause 3. The method according to clause 2, wherein
imaging includes imaging in an IR spectrum.

Clause 4. The method according to clause 2, further
comprising:

applying a fluid to the dressing; and
whereinimaging includes imaging ina UV spec-
trum.

Clause 5. The method according to clause 4, wherein
applying the fluid to the dressing includes directing
an aerosol fluid toward an interface between the
drape and tissue of the patient.

Clause 6. The method according to clause 5, wherein
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applying the fluid includes applying at least one of
compressed air, CO,, fluorocarbons, and butane.

Clause 7. The method according to clause 1, further
comprising storing, in a computer memory, the im-
age data in association with a patient record that
includes treatment history.

Clause 8. The method according to clause 7, further
comprising timestamping the image data.

Clause 9. The method according to clause 1, further
comprising correcting the fluid leak.

Clause 10. A system for determining location of a
fluid leak at a drape of a reduced pressure delivery
system being used on a tissue of a patient, said sys-
tem comprising:

a processing unit configured to control operation
of the reduced pressure delivery system;

an input/output (1/0) unit in communication with
said processing unit; and

an imaging system configured to image the
drape at the tissue site and to communicate im-
age data to said processing unit via said I/O unit,
said processing unit further configured to display
the image data to determine a location at which
the fluid leak exists at the drape.

Clause 11. The system according to clause 10,
wherein said processing unit is further configured to
display the image data on an electronic display of
the reduced pressure delivery system, the image da-
ta including different coloring associated with differ-
ent temperatures.

Clause 12. The system according to clause 10,
wherein said imaging system includes an IR image
sensor.

Clause 13. The system according to clause 10,
wherein said imaging system includes a UV image
sensor.

Clause 14. The system according to clause 10, fur-
ther comprising an aerosol spray can for use in ap-
plying fluid to the drape.

Clause 15. A method for determining location of a
fluid leak at a drape of a reduced pressure delivery
system being used on a tissue site of a patient, said
method comprising:

applying a dressing to a tissue site of the patient;
applying the drape over the dressing and tissue
site of the patient, at least one of the dressing
and drape being coated with a coating that
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changes color in response to an environmental
factor; and

locating a fluid leak of the drape in relation to a
region of the coating changing color.

Clause 16. The method according to clause 15,
wherein the coating is a pressure sensitive coating
that changes color in response to pressure changes.

Clause 17. The method according to clause 15,
wherein the coating is a temperature sensitive coat-
ing that changes color in response to temperature
changes.

Clause 18. The method according to clause 15, fur-
ther comprising directing a fluid toward an interface
between the drape and tissue of the patient to identify
a fluid leak.

Clause 19. The method according to clause 15,
wherein the liquid is at least one of compressed air,
CO,, fluorocarbon, and butane.

Clause 20. The method according to clause 15, fur-
ther comprising correcting the fluid leak of the drape.

Claims

An apparatus for assisting in locating a fluid leak at
an interface between a drape of a reduced pressure
delivery system and a tissue site of a patient, the
apparatus comprising:

a dressing configured to be positioned at the tis-
sue site; and

a drape configured to cover the dressing and
the tissue site;

wherein at least one of the dressing and the
drape is coated with a coating that changes color
in response to an environmental factor.

The apparatus according to claim 1, wherein the
coating is a pressure sensitive coating that changes
color in response to pressure changes.

The apparatus according to claim 1, wherein the
coating is a temperature sensitive coating that
changes color in response to temperature changes.

The apparatus according to claim 2, wherein the
pressure sensitive coating is adapted to react with
oxygen to detect pressure.

The apparatus according to claim 1, wherein the
coating is a pressure sensitive coating that is adapt-
ed to fluoresce in the presence of oxygen.
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The apparatus according to claim 1, wherein the
coating is applied to an adhesive of the drape.

The apparatus according to claim 1, further compris-
ing a fluid source configured to direct a fluid toward
the interface between the drape and the tissue site.

The apparatus according to claim 7, wherein the fluid
comprises a gas, a fluorocarbon, or butane.

A system for determining a location of a fluid leak at
a drape of a reduced pressure delivery system ap-
plied to a tissue site, comprising:

an image sensor configured to capture image
data associated with the drape, wherein the im-
age data comprises data related to nonvisible
frequencies; and

a processing unit configured to identify one or
more temperature regions of the drape based
on the image data, and further configured to out-
put for display a graphical representation of the
one or more temperature regions.

The system according to claim 26, wherein the one
or more temperature regions is associated with a
fluid leak.

The system according to claim 26, wherein theimage
sensor is an IR image sensor or a UV image sensor.

The system according to claim 26, wherein the re-
duced pressure delivery system further comprises:

a dressing adapted to be applied to the tissue
site; and

wherein the drape is adapted to be applied over
the dressing and the tissue site.

The system according to claim 26, further comprising
a coating applied to the drape that changes color in
response to an environmental factor.

The system according to claim 26, further comprising
an aerosol spray can for use in applying fluid to the
drape.
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The Search Division considers that the present European patent application does not comply with the
requirements of unity of invention and relates to several inventions or groups of inventions, namely:

1. claims: 1-14

Device suitable for determining or assisting in determining
a location of a fluid leak at a drape of a reduced pressure
delivery system applied to a tissue site, configured to
produce visual information on the location of a leak in
relation with the temperature of the drape.

1.1. claims: 1-8

An apparatus for assisting in Tocating a fluid leak at an
interface between a drape of a reduced pressure delivery
system and a tissue site of a patient, the apparatus
comprising: a dressing configured to be positioned at the
tissue site; and a drape configured to cover the dressing
and the tissue site; wherein at Teast one of the dressing
and the drape is coated with a coating that changes color in
response to an environmental factor.

1.2. claims: 9-14

A system for determining a location of a fluid leak at a
drape of a reduced pressure delivery system applied to a
tissue site, comprising: an image sensor configured to
capture image data associated with the drape, wherein the
image data comprises data related to non-visible
frequencies; and a processing unit configured to identify
one or more temperature regions of the drape based on the
image data, and further configured to output for display a
graphical representation of the one or more temperature
regions, the system further comprising an aerosol spray can
for use in applying fluid to the drape.

Please note that all inventions mentioned under item 1, although not
necessarily linked by a common inventive concept, could be searched
without effort justifying an additional fee.
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