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(57) ABSTRACT 
A boWel management system includes a Waste collection 
catheter having at least tWo distinct sections. The ?rst section 
is patient proximal When disposed in the patient’ s rectum and 
has durometer hardness in the range of about 50 A to about 90 
A. The second catheter section is connected to the ?rst section 
and has durometer hardness in the range of about 5 A to about 
49 A. A selectively collapsible, substantially spherical reten 
tion balloon is attached coaxially and exterior of the ?rst 
catheter section such that the proximal-most end of the reten 
tion balloon is coincident to the proximal-most end of the ?rst 
section of the Waste collection catheter, the substantially 
spherical retention balloon having an in?ated siZe so as to be 
suf?ciently large enough to retain the patient proximal end of 
the catheter in the patient’s rectum Without being so large as 
to trigger a defecatory response in the patient. 
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BOWEL MANAGEMENT SYSTEM 

REFERENCE TO RELATED APPLICATIONS 

This application is a continuation of US. patent applica 
tion Ser. No. 11/413,388, ?ledApr. 28, 2006, issued May 25, 
2010 as US. Pat. No. 7,722,583, Which is a continuation of 
US. patent application Ser. No. 10/225,820, ?led Aug. 21, 
2002, issued Dec. 12, 2006 as US. Pat. No. 7,147,627. 

FIELD OF THE INVENTION 

The present invention relates generally to the ?eld of 
devices for boWel maintenance, and, more particular, to a 
rectal catheter having multiple sections of varying durometer 
hardness and a retention balloon to retain the catheter Within 
the rectum of incontinent patients. 

BACKGROUND OF INVENTION 

Many circumstances can result in an individual becoming 
incontinent for an extended period of time. Examples of such 
circumstances include head or spinal cord trauma, disabling 
strokes, microbial caused illness, broken loWer limbs or pel 
vic bones, digestive disorders, intensive care stays, and as 
side effects of administration of various pharmaceuticals. 
Incontinent patients and their caretakers face a great burden in 
the maintenance of the boWel and its functions. Such patients 
often suffer from constipation, but can also experience 
boughts of diarrhea, Which impose even greater nursing prob 
lems. Constipation or stool impaction can be painful and 
require messy boWel irrigations and/or manual disimpaction 
to break up the impacted stool. Diarrhea, on the other hand, 
can result in perianal skin breakdoWn, Which in turn can lead 
to open Wounds and infections. The proper treatment of peria 
nal Wounds, Whether caused by exposure to feces (i.e. diar 
rhea) or other etiology, canbe especially di?icult if the Wound 
is continually being contaminated by feces. A great deal of 
time is necessary to cleanse contaminated Wounds, change 
bedding and treat infections. Thus, there is a great need for 
devices and methods to improve the function of the boWel in 
incontinent patients. This need is particularly great in patients 
Who are incontinent as Well as being nonambulatory. 

Previously, efforts to address these problems included a 
variety of devices, such as bags orplugs adhered to or inserted 
into the anus of non-ambulatory patients. These methods are 
limited in their effectiveness, in part due to leakage around the 
devices and the resultant ef?uent that remains in contact With 
the perianal skin and, in part, due to the complexities of the 
anal canal anatomy that can interfere With the use of such 
devices. Because of the ineffectiveness of the available meth 
ods for managing fecal evacuation in bed-ridden patients, 
physicians are frequently forced to construct a stoma in those 
individuals Where enough intact perianal skin does not remain 
or Where the occurrence of an infection Would be life threat 
ening. 

Thus, it is among the advantages and features of the present 
invention that it can be used as a boWel maintenance system in 
a Wide variety of incontinent patients for diversion of fecal 
matter to a receptacle to minimiZe contact of such fecal matter 
With patient skin. The neW system (1) facilitates the collection 
of fecal matter for patients requiring stool management (2) 
provides access for colonic irrigation and (3) provides a con 
duit through Which medications may be administered. 

SUMMARY OF INVENTION 

Thus, it Was With the above disadvantages and limitations 
in mind that the neW boWel management system Was devel 
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2 
oped. The neW system is composed generally of a rectal 
catheter having three distinct portions, each With different 
elasticity and durometer hardness. A retention balloon 
mounted on the outer diameter of the patient proximal cath 
eter maintains the catheter in a position Within the rectum that 
provides for atraumatic sealing and anchoring. An optional 
intralumenal balloon mounted on the inner diameter of the 
catheter assists in insertion of the device into a patient’s 
rectum and also acts as an anti-re?ux valve to obstruct the 
catheter’s evacuation lumen during periods of boWel irriga 
tion or folloWing medication administration for the purpose 
of retaining the medications in the patient’s rectum. An 
optional faceplate that can be anchored to the patient With 
tape prevents migration of the retention balloon too far into 
the rectum. A drainage tube extends outWardly from the exter 
nal retention faceplate and functions as a conduit to transport 
Waste and irrigation ?uids aWay from the patient to a Waste 
collection bag. A ?ush/sampling port is located on the drain 
age tube and provides access for catheter ?ushing (rinsing) 
and stool sampling. 
The catheter of the neW system preferably includes three 

syringe connectors. One of the connectors is in ?uid commu 
nication With the retention balloon and one of the connectors 
is in ?uid communication With the intralumenal balloon. 
These connectors facilitate the in?ation/ de?ation of the 
respective balloons. The third connector is in ?uid commu 
nication With an optional irrigation lumen that exits the cath 
eter at the patient proximal tip and is used for boWel irrigation 
and administration of medication solutions. 

Accordingly, in furtherance of the above goals, the present 
invention is, brie?y, a boWel management system for use in a 
patient. The neW system includes a Waste collection catheter 
having at least tWo distinct sections of varying durometer 
hardness. A ?rst section, Which is patient proximal and Which 
is disposed in the patient’s rectum in normal use position, has 
a ?rst end and a second end, and a durometer hardness in the 
range of about 50 A to about 90 A, so that the catheter patient 
proximal section is stiff enough to automatically maintain an 
open position for free ?oW of boWel Waste When in normal use 
position With a retention balloon in?ated. HoWever, the ?rst 
section is soft and pliable enough to permit folding longitu 
dinally for ease of insertion into the rectum of the patient. A 
second section has a ?rst end connected to the second end of 
the patient proximal section, and a second end, and a durom 
eter hardness in the range of about 5 A to about 49 A. The 
second section can be positioned and retained in the anal 
canal of the patient for extended periods Without distending 
the sphincters or causing discomfort. The system also 
includes a selectively collapsible, substantially spherical 
retention balloon attached coaxially and exterior of the 
patient proximal ?rst catheter section such that the proximal 
most end of the retention balloon is coincident to the proxi 
mal-most ?rst end of the patient proximal ?rst section of the 
Waste collection catheter. The substantially spherical reten 
tion balloon has an in?ated siZe so as to be su?iciently large 
enough to retain the patient proximal end of the catheter in the 
patient’s rectum Without being so large as to trigger a defeca 
tory response in the patient. 
The present invention is also, brie?y, the combination of a 

boWel management system for use in a non-ambulatory 
patient and a Waste collection bag. The boWel management 
system includes a Waste collection catheter having at least 
tWo distinct sections of varying durometer hardness including 
a patient proximal ?rst section, Which is disposed in the 
patient’s rectum in normal use position, having a ?rst end and 
a second end. The durometer hardness of the ?rst section is 
such that the catheter patient proximal section is stiff enough 
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to automatically maintain an open position for free ?oW of 
bowel Waste When in normal use position, yet is soft and 
pliable enough to permit folding longitudinally for ease of 
insertion into the rectum of a patient. A second section has a 
?rst end connected to the second end of the patient proximal 
?rst section, and a second end su?iciently spaced from the 
?rst end that the second section can be positioned and retained 
in the anal canal of the patient and has a durometer hardness 
to permit the retention of the second section in the patient for 
extended periods Without causing discomfort or lesions in the 
patient. A Waste collection bag is adapted for secure, leak 
proof connection to the Waste collection catheter and is siZed 
suf?ciently large enough to receive fecal Waste from the 
patient for extended periods, in the range of at least four 
hours. 

The invention is further, brie?y, a method for inserting a 
boWel management system into a patient, the method includ 
ing: 

(a) providing a boWel management system, the system 
having: 

a Waste collection catheter having at least tWo distinct 
sections of varying durometer hardness including: 

a ?rst section Which is patient proximal and Which is dis 
posed in the patient’ s rectum in normal use position, having a 
?rst end and a second end, and a durometer hardness in the 
range of about 50 A to about 90 A, so that the catheter patient 
proximal section is stiff enough to automatically maintain an 
open position for free ?oW of boWel Waste When in normal use 
position With retention balloon in?ated, yet is soft and pliable 
enough to permit folding longitudinally for ease of insertion 
into the rectum of a patient; 

a second section having a ?rst end connected to the second 
end of the patient proximal section, and a second end, and a 
durometer hardness in the range of about 5 A to about 49A, so 
that the second section can be positioned and retained in the 
anal canal of the patient for extended periods Without distend 
ing the sphincters or causing discomfort; and 

a selectively collapsible, substantially spherical retention 
balloon attached coaxially and exterior of the patient proxi 
mal ?rst catheter section such that the proximal-most end of 
the retention balloon is coincident to the proximal-most ?rst 
end of the patient proximal ?rst section of the Waste collection 
catheter, the substantially spherical retention balloon having 
an in?ated siZe so as to be suf?ciently large enough to retain 
the patient proximal end of the catheter in the patient’ s rectum 
Without being so large as to trigger a defecatory response in 
the patient; 

(b) folding the patient proximal ?rst end of the Waste col 
lection catheter longitudinally; 

(c) inserting the folded patient proximal ?rst end of the 
Waste collection catheter into the patient’s rectum suf?ciently 
far that the selectively collapsible, substantially spherical 
retention balloon is entirely Within the patient’s rectum; and 

d) securing the Waste collection catheter in the position to 
Which it has been inserted so that the catheter does not 
become separated from the patient during an extended period 
of time, in the range of hours, While the patient’s body Waste 
is permitted to drain out of the patient’s body through the 
Waste collection catheter. 

The invention is further, brie?y, a method for inserting a 
boWel management system into a patient, the method includ 
ing: 

(a) providing a boWel management system, the system 
having: 

a Waste collection catheter having at least tWo distinct 
sections of varying durometer hardness including: 

20 

25 

30 

35 

40 

45 

50 

55 

60 

65 

4 
a ?rst section Which is patient proximal and Which is dis 

posed in the patient’ s rectum in normal use position, having a 
?rst end and a second end, and a durometer hardness in the 
range of about 50 A to about 90 A, so that the catheter patient 
proximal section is stiff enough to automatically maintain an 
open position for free ?oW of boWel Waste When in normal use 
position With retention balloon in?ated, yet is soft and pliable 
enough to permit folding longitudinally for ease of insertion 
into the rectum of a patient; 

a second section having a ?rst end connected to the second 
end of the patient proximal section, and a second end, and a 
durometer hardness in the range of about 5 A to about 49 A, so 
that the second section can be positioned and retained in the 
anal canal of the patient for extended periods Without distend 
ing the sphincters or causing discomfort; and 

a selectively collapsible, substantially spherical retention 
balloon attached coaxially and exterior of the patient proxi 
mal ?rst catheter section such that the proximal-most end of 
the retention balloon is coincident to the proximal-most ?rst 
end of the patient proximal ?rst section of the Waste collection 
catheter, the substantially spherical retention balloon having 
an in?ated siZe so as to be su?iciently large enough to retain 
the patient proximal end of the catheter in the patient’ s rectum 
Without being so large as to trigger a defecatory response in 
the patient; 

b) in?ating an intralumenal balloon in the patient proximal 
end of the Waste collection catheter to the extent that the 
intralumenal balloon extends slightly beyond the proximal 
most end of the catheter, to thereby provide a curved tip for 
ease of introduction of the catheter into the patient’s rectum 

(c) inserting the patient proximal ?rst end of the Waste 
collection catheter into the patient’s rectum su?iciently far 
that the selectively collapsible, substantially spherical reten 
tion balloon is entirely Within the patient’s rectum; and 

(d) securing the Waste collection catheter in the position to 
Which it has been inserted so that the catheter does not 
become separated from the patient during an extended period 
of time, in the range of hours, While the patient’s body Waste 
is permitted to drain out of the patient’s body through the 
Waste collection catheter; and 

(e) de?ating the intralumenal balloon in the patient proxi 
mal end of the Waste collection catheter to permit free ?oW of 
body Wastes from the patient. 

These and other objects and advantages Will be in part 
apparent and in part pointed out herein beloW. 

BRIEF DESCRIPTION OF DRAWINGS 

FIG. 1 is a schematic perspective vieW of a boWel manage 
ment system constructed in accordance With and embodying 
the present invention and shoWn in?ated in the use position. 

FIG. 2 is a schematic perspective vieW of the system of 
FIG. 1, shoWn partially exploded. 

FIG. 3 is a schematic representation of the exterior of the 
rectal tube subassembly of the system of FIG. 1. 

FIG. 3A is an exploded vieW ofthe subassembly ofFIG. 3. 
FIG. 4 is a side elevational vieW of the drainage tube 

assembly of FIG. 1 With a bag connector attached thereto. 
FIG. 5 is an exploded vieW of FIG. 4. 
FIG. 6 is a schematic side vieW of the patient proximal end 

of the assembled boWel management system. 
FIG. 7 is a longitudinal section, enlarged, through the 

patient proximal end of the system of FIG. 1 taken on line 7-7 
of FIG. 6 and further enlarged for clarity of detail. 

FIG. 8 is an enlarged schematic elevational vieW of the 
rectal tube of the assembly of FIG. 1. 
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FIG. 9 is a longitudinal sectional vieW taken on line 9-9 of 
FIG. 8. 

FIG. 10 is a transverse sectional vieW taken on line 10-10 of 
FIG. 8. 

FIG. 11 is an enlarged schematic sectional vieW of the 
tri-lumen tube of the assembly of FIG. 1. 

FIG. 12 is an enlarged partial sectional vieW shoWing the 
lumens, taken from FIG. 9. 

FIG. 13 is a left end elevational vieW of FIG. 3, rotated. 
FIG. 14 is an enlarged sectional vieW taken from FIG. 13 

shoWing the connection of the tri-lumen tube to the rectal 
tube. 

FIG. 15 is a schematic elevational vieW of a Waste collec 
tion bag used With the system With its various tubes and 
connectors. 

Throughout the draWings like elements are indicated by 
like element numbers. 

DETAILED DESCRIPTION 

With reference to the ?gures, and particularly FIGS. 1 and 
2, a boWel management system, generally designated 10, 
includes a catheter 12 having a patient proximal end 14 and a 
patient distal end 16 and three distinct sections 18, 20, 22 
therebetWeen. Rectal catheter section 18 is located at the 
proximal end 14 of the catheter, section 20 is a midsection and 
section 22 is toWard the patient distal end 16. A ?rst balloon 
24, Which is in?atable, is mounted at the patient proximal end 
14 of catheter 12 and a bag connector assembly 26 is mounted 
at the patient distal end 16. These elements Will be described 
in further detail hereafter. 

Rectal catheter section 18 has a patient proximal opening 
that, When positioned for normal use, opens into the rectum of 
a patient and a second end or distal opening Which connects to 
the second catheter section 20. First catheter section 18 
(shoWn enlarged in FIGS. 8, 9, 10 and 12) is formed of a 
material having a durometer hard enough to maintain a suf 
?cient opening at the ?rst end of the tube, in order to avoid 
collapse and subsequent blocking of fecal out?oW from the 
patient. An example of a suitable material is silicone rubber, 
80 SH polydimethylsiloxane and fumed silica. The optimal 
durometer range is betWeen 50 A and 90 A shore hardness. 
The proximal opening must be kept open, in order to effec 
tively receive stool entering the ?rst catheter section 18. A 
relatively large lumen Which runs longitudinally Within the 
cylindrical Wall of tube section 18 is indicated at number 30 in 
FIGS. 8, 9, 10 and 12. Smaller lumens 32, 34 are located 
adjacent and parallel to lumen 30 on opposite sides thereof. 
Reference numeral 36 denotes an annular shoulder at the 
proximal end of catheter section 18. The proximal end of 
bolster (“retention”) balloon 24 rests against shoulder 36 
When in expanded, in?ated use position. 

FIGS. 6 and 7 shoW enlargements of retention balloon 24 
mounted to tube section 18 and shoW that the proximal end of 
the balloon 24 is adjacent to and tapers toWard the proximal 
end of tube 18. Retention balloon 24 is formed of a selectively 
collapsible and in?atable material and is mounted coaxially 
around the proximal end of section 18 so that the extreme 
ends of each element are substantially ?ush (or at least closely 
adjacent to) With one another. 

FIG. 7 is a longitudinal section of FIG. 6, Which illustrates 
internally of tube section 18 an optional intralumenal balloon 
38 in a collapsed state. When in?ated the intralumenal bal 
loon 38 acts as a anti-re?ex valve (ARV) and if in?ated 
suf?ciently so that the patient proximal end of balloon 38 
protrudes slightly (as shoWn in phantom in FIG. 7) beyond the 
proximal end of tube section 18, the intralumenal balloon also 
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6 
acts as an aid to insertion of the boWel management assembly 
into the patient’s rectum. This optional embodiment of the 
system includes an irrigation lumen 30 (described further 
herein), Which exits the patient proximal end of the catheter 
section 18 and can be connected to an irrigation supply for 
inputting irrigant (such as saline) into the patient’s rectum. 

FIGS. 3 and 3A illustrate assembled and unassembled, 
respectively, the subassembly of the indWelling portion of the 
neW system 10. From the loWer left to the upper right of FIG. 
3 there is seen the patient proximal catheter section 18 extend 
ing just slightly beyond the retention balloon 24 and then the 
second catheter section 20. Catheter section 20 is a cylindrical 
tube When completely open. It is formed With a very thin Wall 
from a soft elastic material Which results in a collapsible tube 
that When collapsed, such as by the anal sphincter muscles, 
creates a very small pro?le. As this section of the catheter is 
left in place for very extended periods of time in the patient’ s 
anal region this collapsibility is important to prevent loss of 
the patient’ s sphincter tone, as could result over time if a large 
diameter rigid tube Where in such place. The optimal durom 
eter range for section 20 is betWeen 5 A to 49 A shore hard 
ness. A ?rst, proximal, end of the second catheter section 20 
is connected to the distal or second end of the ?rst catheter 
section 18. Catheter section 20 may be constructed as one 
unitary tube of singular durometer hardness, thickness and 
diameter. An example of a suitable material for making trans 
sphincter catheter section 20 is silicone rubber, 30 SH poly 
dimethylsiloxane and fumed silica. 
ToWard the patient distal end of catheter section 20 there is 

mounted an optional faceplate 41 Which mounts surrounding 
the tube 20 and has preferably at least tWo sections 42 extend 
ing therefrom. Each extension 42 can have loops or other 
connectors 44 thereon to facilitate attachment of the faceplate 
strap 40 to the patient to keep it in place. Finally, in FIG. 3, at 
the patient distal end of catheter section 20 there is connected 
an extruded multi-lumen member 46 (shoWn in enlarged per 
spective, in FIG. 11) for permitting in?ation/de?ation of the 
balloons and ?ushing of the rectum, if desired. An end vieW of 
assembly 10 is provided in FIG. 13, shoWing the relative 
positions of the strap 40 and the multi-lumen catheter. An 
enlarged sectional vieW (rotated) in FIG. 14 better illustrates 
the connection of the multi-lumen member 46 With the 
assembly at catheter section 18. An example of a suitable 
material for forming multi-lumen member 46 is silicone rub 
ber, 57SH polydimethylsiloxane and fumed silica. 

In the exploded vieW, FIG. 3A, further elements of the 
subassembly are seen Which are hidden or not clear in FIG. 3. 
This vieW illustrates retention balloon 24 in its expanded state 
before application to catheter section 18. The extensions 24A 
of the symmetrical balloon on each end are annular. In FIG. 7 
it is seen more clearly hoW extensions 24A are folded under 
and inWardly so as to seal ?at against the exterior Wall at 
opposite ends of catheter section 18. 
The ?gures also shoW the substantially spherical shape of 

retention balloon 24. This shape is important because it seats 
naturally in the patient’ s rectum to prevent leaking around the 
retention balloon. The shape of the balloon is important to 
prevent damage to the rectal Wall and to achieve optimum 
sealing to prevent leakage and to effectively funnel fecal 
matter into the proximal opening of catheter section 18. Thus, 
the shape needs to be substantially spherical, not elliptical or 
torrodial. 
The siZe of the balloon When in?ated is not only critical to 

prevent leakage but also to prevent migration of the neW 
system 10 out of the rectum. The optimal siZe for balloon 24 
for the normal adult patient is betWeen 44 cc and 69 cc. It has 
been shoWn in the literature that a volume of 90 cc is suf?cient 








