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(57) ABS TR.A.CT 

The present invention relates to an ergonomic urological 
catheterization/irrigation tray. The tray includes a tray struc­
tun, having a recessed area that includes at least a bot1om, 
opposite side walls, a front and a back, wherein the front has 
a first width of a predetetmined dimension and the back bas 
a second width of a predeteimined dimension less then 1he 
first width, such that the recessed area is wider at the front 
than it is at the back. The recessed area ha,; at least one drain 
located at a lower area thereof. The 1ray further includes a 
top flange extending at least outwardly each of the opposite 
side walls, wherein a user may rest 1he flange on front upper 
portions of legs ·when in a supine position, for urinary 
bladder evacuation into the tray. Surgical ki1s contain the 
aforemen1ioned tray and specified components. 

16 Claim,, 8 Drawing Sheets 
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ERGONOMIC UROLOGICAL 
CATHETERIZATION/rRRIGATION TRAY 

BACKGROUND OF THE iNVENTlON 

2 
mounted to the ca1heter for preventing fluid from returning 
10 the tube from ihe anchor balloon upon a pressurization of 
the anchor balloon ·with fluid forced from the tube by an 
application of pressure to the ancillary balloon. A hollow 

1. Field of the Invemion 
s catheter plug defining a flash chamber and having a trans­

parent wall is connected to the catheter at a proximal end 
1hereof for cormmmica1ing with the cathe1er. A valve is 
connected to the plug for preventing fluid tfo-w from the flash 
chamber. 

The present invention is an ergonomic urological cath-• 
eterization/in-igation tray. The tray has a shape that ·will fit 
bet,veen the legs of a patient, has a contoured or ten-aced 
recess so as to create a tapered wall/bottom arrangement 10 

(easier to rest atop upper leg areas when the patient is 
seated). Frniher, the present invention has support wings, 
drainage accommodations, and accessory accommodations. 

2. Information Disclosure Statement 
The following prior art is representative of the state oftbe 15 

ar1 in 1he field of catheterzation trays, kits and systems: 
U.S. Pat. No. 3,851,649 discloses a catheterization pack-

U.S. Pat. No. 6,090,075 discloses a disposable self.­
lubricating catheterization assembly for inse1iing a catheter 
into the urethra of an individual for the purpose of evacu­
ating 1he bladder. The cathe1er assembly includes a sub,1an­
tially rigid catheter introducer member for positioning the 
introducer against the urethral opening, a flexible catheter 
and a flexible thin-walled sheath surrounding the cathe1er 
introducer comprises a rese1voir portion, a guide portion. 
lubricant and a membrane. The lubricant essentially fills the 
reservoir and is preven1ed by 1he membrane from prema­
turely coating the catheter, in order to facilitate grasping of 
1he catheter and feeding of the 1ube along the urethra and 
into 1he bladder. A catheterization assembly in accordance 
with the presem invention is suitable for use for self­
catheterization and subsequent infection of the urinary tract. 

age comprising a rigid container including a generally flat 
rear panel and a front panel parallel to and spaced from one 
another with a top 1vall, side walls and a bottom wall :io 

extending 1here be1ween, said front panel having a recessed 
cathe1er drainage p011 with a ca1heter connected thereto 
adjacent the upper and one side wall of said container, said 
ca1heter being positioned within an open sided recess in said 
one ·wall with said port at one end thereof a container 
drainage port having a removable closure positioned in said 
fron1 wall adjacent the upper and the other side wall of said 
container, a plurality of discrete recesses in said front wall 
canying therein a plurality of catheterizaticm components 
and cover means releasable retained adjacent said front wall 

25 The improved easy-to-use disposable catheterization kit is 
also economically practical for use for temporary catheter­
]zation in hospjtals, mobile emergency facilities? doctors~ 
oftices, rehabilitation facilities, nursing homes and the like. 

for retaining said components including said catheter within 
their individual recesses, said container upon removal of 
said components being u1ilize for collec1ion of liquid 
drained through said catheter. 

Notwithstanding the prior art, the present invention is 
30 neither taught nor rendered obvious thereby. 

U.S. Pat. No. 4,160,505 discloses a uretP,.ral catheteriza-• 35 

tion tray providing a sterile, self-con1ained cathe1erization 
package and work area. 

SUMl'vIARY OF THE I'NvENTION 

The present invention relates to an ergonomic urological 

U.S. Pa 1. No. 4,811,847 discloses a package for an urinary 
catheter that consists of a generally rectangular tray with an 
open top, to which a peel-back cover is bonded, containing 
a catheter a:,sembly, a syringe prefilled with bacteriosta1ic 
water, and two gloves. The catheter assembly is designed 
such that a urinary catheter may be simply and efficiently 
placed in1o the bladder under :,1erile condi1ion:,. The catheter 
assembly consists of a heat shrunk seal to hold the end cap, 45 

three intem,ediate caps with antiseptic soaked sponge tips 
bonded to 1he ends, and 1he tube-like guide in proximi1y 
there1vith. The catheter passes through the guide after 
removal of the heat shrunk seal and the systematic removal 

catheterizatiorJirrigation tray. The tray includes a tray strnc-• 
ture having a recessed area that includes at least a bottom. 
opposite side walls, a from and a back, wherein the from has 
a first width of a predeterrnined dimen:,ion and 1he back has 
a second width of a predetennined dimension less then the 

40 firs1 width, such 1hat the recessed area is wider at the front 

and utilization of 1he end cap and the three intermediate 
caps. A protective shroud encloses the distal end of the 
ca1heter, as it is bonded to the guide. A biocornpatible 
Ju bricant is contained between the third intermediate cap and 
the guide. 

U.S. Pat. No. 5,242,398 disclose:, a catheter and a sheath 
enclosing 1he catheter to pm,erve 1he s1erili1y thereoj: the 
sheath being provided with a plurality of fold lines which 
form accordion-like pleats 1o enable a collapse of 1he shea1h 

1han it is a1 the back. The recessed area has at lea:,1 one drain 
located at a lower area thereof. The tray further includes a 
top flange extending at least outwardly each of the opposi1e 
side walls, wherein a user may re:,1 the flange on tront upper 
portions of legs when in a supine position, cmd may dis­
charge or be relieved into the tray. 

The ergonomic urological ca1heterization/irrigation tray, 
in preferred embodiments, has a recessed area formed by the 

50 
bottom, opposing sidewalls, front and back with a top view 
in a substantially trapezoidal shape. 

In preferred embodiments, the present invention ergo­
nomic urological catheterization/itTigation tray fm1her 
includes at least two folding wing supports adapted to be 

55 fr;lded into alignmen1 with one of the opposing sidewalls, 
1he front and the back, and adapted to be unfolded :m as to 

at a point of insertion of the catheter into a patient. The 
sheath is provided a1 a distal end of the catheter with a flange 60 

for engaging a patient during an insertion of the cathe1er into 

be in a substantially horizontal orientation and extending 
outwardly from 1he 1rny for resting on fron1 upper positions 
of legs. The at least t,vo folding wing supports may be 
hingedly connected to the flange of the tray structure. 

The ergonomic urological catheterization/irrigation tray 
wherein recessed area includes a divider wall crea1ing two 
separa1e compmiments. The divider wall has a minimum 
height that is less than minimum heights of all of the 
opposing sidewalls, the front and the back. 

the patient. A catheter assembly also comprises an anchor 
balloon attached to the catheter at a distal end thereof, an 
ancillary balloon attached to the cathe1er a1 a poin1 spaced in 
a proximal direction from the anchor balloon, a tube con- 65 

necting the ancillary balloon to 1he anchor balloon so as to 
enable comnrnnication therebetween, and a flow stop 

The ergonomic urological catheterizatiorJirrigation tray 
wherein the at least two folding wing supports are hingedly 
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connec1ed 1o the llange of tbe tray s1rncture, e.g. with hinge 
pins or unistmcturally molded living hinges. 

The ergonomic urological catheterization/irrigation tray 

4 
9 and acts in part so that a patient may bave flange 15 re,t 
on front upper portions of the patien1 's legs when in a seated 
position. 

Optionally, but preferred, folding wing supports 21 and 23 ki1 wherein the at least two folding ,ving supports are 
hingedly connected to the back of the 1ray. 

The ergonomic urological catheterization/irrigation tray 
wherein the at least two folding wing suppor1s are hingedly 
connected to the front of the tray strnctm-e. 

s are hingedly connected 1o :,ide walls 7 and 9, respectively, 
and have two distinct positions. Wing support 21 is open so 
as to be substantially horizontally and wing suppOLi 23 is 
closed and thus in align,11ent vvith side wall 9. \Vhen not in 

The ergonomic urological catheterization/irrigation tray 
wherein the tray bas tapered sidewalls adapted 1o accom- 10 

modate legs. 
The ergonomic urological catheterization/irrigation tray 

kit wherein the bot1om ha:, non-flat topography. 
The present invention also includes an ergonomic uro-

logical catheterization/irrigation tray kit. The kit includes: 15 

(a.) the tray described above; 
(b.) a Foley catheter: 
(c.) a urinary 1rac1 lubricant; 
(d.) surgical gloves; 
(e.) cm inflation syringe for inflation of a catheter with :io 

fimd; 
(f.) irrigation sy1inge; 
(g.) evacuation tubing; and" 
(h.) an1iseptic solutions. 

use, both would be closed (folded down) and when in use 
would be opened. Drain 19 is located near bottom 11 for 
liquid drainage and may be directly connected to one or two 
drain holes in bottom 11. Drain 19 may be connected to 
flexible 1ubing and into a receiving receptance or safe drain, 
or may othenvise be used in accordance with acceptable 
standards and procedures. Optional divider wall 17 creates 
two separate compar1ments. The 1op 25 of divider ,val] 17 is 
lower than the top edges of recessed area 3. Thus, should 
fluids 1otally fill the volume behind divider wail 17, fluids 
will over flow into compmiment 27 rather than spill over 
flange 15. 

Optional Foley catheter lubricating wells 31 and 33 are 
available for right handed and left handed users so tha1 
lubricating material could be applied to the catheter or other 
insertion device by filling tbe well with lubricant and then 

25 sliding the device through the lubricant in the ·well. 
BRIEF DESCRJPTI0N OF TBE DRAWINGS A patient requiring an urological procedure may be posi­

tioned with tray 1 at back 13 below the scrotum and penis 
with flange 15 preventing the back portion of tray 1 from 
sliding or dropping downwardly between the patient's legs 

The present invention should be more fully understood 
when the specification herein is taken in conjunction with 
the drawings appended hereto wherein: 

FIG. 1 shows a top oblique view of one embodiment of 
the present invention ergonomic urological catheterization/ 
irrigation tray; 

30 by resting the front upper portions of tbe legs ,vhile support 
·wings 21 and 23 will perform a similar fi.mction for the front 
portion of tray 1. The Sltrgeon will proceed to evacuate the 
bladder of its con1ents, urine and/or clo1s. 

Bracket sets 35 and 37 are integrally formed into the HG. 2 shmvs a bottom oblique view of the present 
invention device shown in FlG. 1; 35 device with orifices adapted to receive the support wings. 

F[G. 3 shows a top view of the presen1 invention device 
show in FIG. 1: 

FIG. 4 illus1rates a backend view of the present invention 
device shovln in FIG. 1; 

F[G. 7 shows suppoi1 wing 21 from a bottom, oblique view 
in its open position, it includes, a main rest bar 41, pivot axle 
43 that inserts directly mto the orifices of tbe bracket sets 
and stops such as stop 45 to maintain a firm horizontal 

HG. 5 illustrates a side view of the present invention 
device shown in F[G. 1; 

40 position when open. 

FIG. 6 shows a front view of the present invention device 
shown in FIG. 1; 

FIG. 7 shows a bottom oblique view of one embodiment 
of a support wing u,;ed witb a present invention tray; and, ~s 

FIG. 8 shows a top view of a present invention ergonomic 
urological cathe1erizationiirriga1ion 1ry kit. 

FIG. 8 shows a top view of 1he presen1 inven1icm ki1 100. 
Jt includes tray 1 described above with identical components 
identically numbered. Also included is urinary tract inflation 
syringe HJ, ca1heter 120, surgical gloves BO and a 1ube of 
lubricant fluid 140. The kit is used as described generally 
above. The gloves being worn by the surgeon, the cathe1er 
being lubricated, inse11ed and then infla1ed with tluid using 
the syringe. 

Obviously, numerous modifications and variations of the DETAlLED DESCRlPTl0N OF THE PRESENT 
INVENTJ0N 

FIG. 1, showing a top oblique view, FlCi. 2 sbowing a 
bottom oblique vie,v, FIG. 3 shov,;ing a top view, FIG, 4 
showing a backend view, FIG. 5 showing a side view, FIG. 

50 present inven1ion are possible in ligh1 of the above 1each­
ings. It is therefore understood that within the scope of the 
appended claims, 1he invention may be practiced o1herwise 
than as specifically described herein. 

6 showing a front view, taken 1oge1her illustrate a present .\5 

invention catheterization/irrigation tray l. It includes a 
recessed area 3 that includes a front 5, opposing side walls 
7 and 9, bot1om 11, back 13 and flange 15. The back 13 has 
a width that is significantly less than the width of front 5 
such that opposing side walls 7 and 9 are mm-parallel and 60 

tapered towards each other from front 5 to back 13. Thus, 
recessed area 3 has a generally trapezoidal footprint from a 
top view. Note also that, in this embodiment bottom 11 is not 
horizon1ally and, thus recessed area 3, has a non constant 
depth. In this embodiment bottom 11 has terraced arrange- 65 

ment with low area 11A and sballmv area 11B (F[G. 2). Top 
flange 15 extends outwardly from opposing side ·walls 7 and 

What is claimed is: 
1. An ergonomic urological catheterization/irrigation tray 

which comprises: 
a tray strncmre having a recessed area that includes at 

least a bo1tom, opposite side wall:,, a front and back, 
wherein said front has a first width of a predetermined 
dimension and said back has a second width of a 
prede1e1mined dimension Jes:, than said first width, 
such that said recessed area is wider at the front than it 
is at the back, said recessed area having at least one 
drain located at a lower area 1hereol~ said 1ray including 
a flange extending outwardly from each of said oppos­
ing side walls, and including at leas1 two folding wing 
supports adapted to be folded into alignment with one 
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of said opposing sidewalls, said front and said back, 
and adapted to be unfolded so as to be in a substan1ia1ly 
horizontal orientation and extending outwardly from 
said tray, wherein said flange and said wing suppor1s 
are dimensioned and configured to res1 on front upper s 
portions oflegs of a user when in a supine position, and 
to discharge or be relieved into said tray. 

2. The ergonomic urological catheterizatiorJirrigation 
tray of claim 1 wherein said tray recessed area formed by 
said bottom, opposing sidewalls, front and back has a top 10 

view trapezoidal shape. 

6 
drain located at a lower area thereof, said 1ray including 
a tlange extending outwardly from each of said oppos•­
ing side walls, and including at least two folding vving 
supports adapted 1o be folded into alignment witb one 
of said opposing side\valls~ sajd front and said back~ 
and adapted to be unfolded so as to be in a substantially 
horizontal orientation and extending outwardly from 
said tray, wherein a user may rest said flange and said 
wing supports on front upper pmtions of legs when in 
a ·mpine position, and my discharge or be relieved into 
said tray, 

and further wherein said suppmt wings have living 
hjnges. 

3. The ergonomic urological catheterization/irrigation 
tray o t" claim l wherein :,aid recessed area includes a divider 
wall creating two separate compaitments to create an irri­
gation well and drainage well. 

4. The ergonomic urological catheterization/irrigation 
tray of claim 3 wherein said divider wall has minimum 
beigbt that is less than a minimum heights of all of said 
opposing sidevlalls, said front and said hack, 

10. The ergonomic urological catbeterizatiorJirrigation 
15 tray of claim 9 wherein said tray recessed area fonned by 

said bcttom, opposing sidewalls, front and back has a top 
view trapezoidal shape. 

5. The ergonomic urological catheterization/irrigaticm :io 
tray of claim 1 wherein said at least two folding wing 
suppor1:, are hingedly cormec1ed to said flange of said tray 
structure. 

11. Tbe ergonomic urological catheterization/irrigation 
tray of claim 9 wherein said recessed ai·ea includes a divider 
wall creating two separate compartments to create an irri­
gation well and drainage well. 

12. The ergonomic urological catheterization/irrigation 
tray of claim 11 wherein said divider wall has minimum 

6. The ergonomic urological catheterization/irrigation 
tray of claim 1 wherein said at least two folding wing 
supports are hingedly connected to said from of said tray 
strncture. 

7. The ergonomic urological catheterization/irrigation 
tray of claim 1 wherein said tray bas tapered sidewalls 
adapted to accommodate legs. 

8. The ergonomic urological catheterizatiorJirrigation 
tray of claim 7 wherein said bottom has partially non-flat 
topography. 

9. An ergonomic urological catheterization/irrigation tray 
which compromises: 

a tray structure having a recessed area that includes at 
least a bottom, opposite side walls, a from and back, 
wherein said front has a first width of a predetermined 
dimension and said back has a second width of a 
predetermined dimension less than said first width, 
such that said recessed area i:, wider a1 the front than it 
is a1 the back, said recessed area having at least one 

height that is less than a minimum height:, of all of said 
25 opposing sidewalls, said front a11d said back 

30 

35 

B. The ergonomic urological ca1heterization/irrigation 
tray of claim 9 wherein said at least i:vvo folding wing 
supports arc hingcdly conr1cctcd to said flange of said tray 
stmcture. 

14. The ergonomic urological ca1heterization/irrigation 
tray of claim 9 wherein said at least two folding wing 
suppo11s are hingedly connected to said front of said 1ray 
strncture. 

15. The ergonomic urological catheterization/irrigation 
tray of claim 9 wherein said tray has tapered sidewalls 
adapted to accomn1odate legs. 

16. The ergonomic urological catheterization/irrigation 
tray of claim 15 wherein said bottom has partially non-flat 

40 1opography. 
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United States Patent Office 3,329,261 
Patented July 4, 1967 

1 
3,329,261 

CATHETERIZATION PACKAGE 
Frank_ J. Sera~y, Jr., Pompton Plains, and Edward J. 

2 

White, Denville, N.J., assignors to C. R. Bard, Inc., 
Murray HiIJ, N.J., a corporation of New York 5 

The •:vrap 14, which may be a pie,ce of sterile absorbent 
pap~r, 1s folded around the box 10 in such a way that 
a shght tug on the corner IS will release the folds so 
that the wrap may thereafter be readily spread out on the 
fiat surface on which the box rests. To provide for this 
releas~, the wrap 14 is folded around the box 10 by initial-Filed Sept. 3, 1965, Ser. No. 484,914 

1 Claim. (CJ. 206-63.2) 

_T!1is invention relates to a ready to-use-package con­
tammg c?mponents for a catheterization procedure. The 
package 1s adapted to be opened at the patient's bedside 
to make available such components in their preferred 
~rder of use. The components are maintained sterile un­
til the package is opened and include items which assure 
that a sterile field may be maintained as the components 
are removed from the package and used. In one embodi-
1:Ilent, all the essential equipment, including pre.paration 
items, cath~tei:, and drainage bottle, for a complete 
the c~thete_nzat10n procedure are included in the package. 
'!11 u_smg this package, the nurse or physician is assured that 
it will not be necessary to interrupt the procedure to search 
for n_iissing ite111;s. necessary to complete the job or to 
~uesti~m th-: stenhty of the items being used. Everything 
1s available m the proper order of use and in a sterile con­
dition. 

It is an object of this invention to ,provide a compact 
package containing sterile components for catheteriza­
tion, packaged in their order of use, and arranged to as­
sure that a sterile field may be maintained as the com­
ponents are removed from the package and used. 

~other object is to provide a catheterization package 
which reduces the incidence of infection, reduces labor 
costs, and which provides the convenience of having all 
the_ :omponents ar~-anged in logical step-by-step order to 
fac1htate the nurse s or physician's task. 

A further object is to provide certain improvements in 
the form, construction, arrangement and material of the 
~everal elements whereby the above named and other ob­
Jects may effectively be attained. 

A practical embodiment of the invention is shown in 
the accompanying drawings wherein: 

FIG. 1 is a perspective view of a package constructed 
according to this ~nvention, showing the oute1: envelope on 
the package partialy separated preparatory to removing 
the inner box therefrom. 

FIG. 2 is a perspective view showing the box and the 
envelope from which it was removed. 

FIG. 2a is a plane view, on a reduced scale, of the box 
and wrap before .the latter is folded around the former. 

FIG. 3 is a perspective view showing the "box resting 
on the wrap which was previously folded around the box. 

FIG. 4 is a partial section, on a la-rger scale looking 
along the line N-IV of FIG. 3. ' 

FIG. 5 is an exploded view of the box of FIG. 3 show­
ing the relationship of various components included here­
with. 

FIG. 6 is a perspective view showing the tray after it has 
been lifted off of the box. 

FIG. 7 is a perspective vie-w of the bottom of the tray. 
Referring to the drawings, a box 10 having an open 

top with a tray 12 mounted thereon is enclosed within 
a wrap 14, the entire assembly being encased within an 
envelope 16. The envelope 16 seals the contents to main­
tain the sterility of the contents, the latter of course 
having been sterilized before or after encl~sure in th~ 
envelope. The envelope 16, preferably made of a· trans­
parent and flexible plastic film, has a heat seal 17 which 
is adapted to be separated as shown in FIG. 1 to facili­
tate removal of the contents while maintaining the in­
tegrity of the remainder of the envelope so that it may 
be cuffed as shown in FIG. 2 to serve as a waste re­
ceptacle. 

ly restmg the box on the flat wrap 14 with the respective 
corners offset as shown in FIG. 2a. The corner 18b is 
then pulled over the top of the -box followed by the 

11) corners 18a and 18c which overlap the corner 18b and 
each othe,r. Thereafter, the corner 18 is pulled over the 
overlapping corners 18a, 18c on top of the box and tucked 
thereunder. Simultaneously the corner 18 is folded as at 
18d in a manner so that the extreme end of corner 18 

15 '.Protrudes to form a pull tab as shown in FIG. 2. While 
the portion thereof under the overlapping corners 18a 
18c holds the wrap in place around the box. The wrap, 
when removed from around the box as described above 
and flattened out thereunder, serves as a. sterile field and 

20 work area for the remaining operations to be described. 
Upon removal of the wrap 14, there is ,exposed a water­

proof underpad 20 which is folded flat and ,rests on top 
of the tray 12. The underpad 20, which may be made of 

25 
,paper with a plastic water-proof coating on one side, is 
a_dapted to be placed under the patent. Prepowdered plas­
tic gloves 22 are arranged in a flat condition beneath 
the underpad 20 and are exposed when the latter is re­
moved. The glooves 22 arc put on by the nurse or physician 

30 
and used thereafter. A fenestrated drape 24 folded fiat 
underneath the gloves, is ·removed, unfolded, and ,placed 
in position on the patient, all the above being accomplished 
while maintaining a sterile field. 

_T~e tray 12 is then lifted from the box 10 and 11laced 

35 
w1thm easy reach. Handle tabs 26 may be provided to 
facilitate lifting of the tray. As best shown in 'FIG. 4, 
the · tray has an inverted groove 27 adjacent its peri­
pheral edge in which is accommodate the upper edge of 
the box 10. 

40 The tray 12 has compartments or depressions therein 
to suitably accommodate components for catheterization. 
The depression 28 accommodating a. bottle 30 of cleansing 
solution has in its lower depths a section 28a to receive 
the neck and cap of the bot-tle and a section 28b to re-

45 ceive the main portion of the bottle, the latter section 
being deeper than the former. These two sections 28a 
a_nd 2?b are approximately the same width as the respec­
tive diameters of the neck and main portion of the bottle 
to hold the latter in place in the tray. In order to provide 

50 ready access to the :bottle 30, the upper reaches of the 
depression 28 are made wider than the diameter of the 
bottle, said wider section being indicated at 28c in FIG. 
7. As a further aid to facilitate access to the bottle 30 
finger depressions 28d may be provided along the sid~ 

55 of section 28b so that the bottle may be easily grasped 
for removal from the tray. 

The tray also has a depression 32 for balls 34 of 
cleansing material, e.g. rayon, which are -used to prepare 
the patient for catheterization. Conventionally the balls 

60 of cl_eansing material are unsaturated with a' cleansing 
solution before they are used. This is readily accomplished 
in the present invention, by removing the bottle 30 of 
cleansing solution from the compartment 28, as previous­
ly described, and pouring it over the rayon balls 34 in 

65 their stored position in the depression 32. The balls are 
handled by forceps 36, conveniently stored above the balls 
and held in place by the indentations 34a at both ends 
of the depression 34. The forceps 36 are removed from 
their stored position before the cleansing fluid is applied 

70 to the balls. Used balls may be conveniently discarded 
in the depression 28 which originally contained the bottle 
of cleaning fluid. 
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A plastic pouch accommodated in a depression 38 in 

the tray is removed from the latter and the contents 
including lubricating jelly in an individually sealed pouch 
40, safety pin 41, and rubber band 42 are taken out and 
placed back into the depression 38, ready for use. 

The tray 12 has a further depression 44 for a prefilled 
syringe 45 used to inflate the balloon on the catheter. 
The syringe 45 is stored with its plunger 45a extended 

5 

4 
in a compact, sealed, and sterile package ready for use 
in the order needed. The tray conveniently houses and 
stores the accessories to provide protection against dam-
age during shipment and to make such accessories readily 
available while at the same time facilitating their use, 
for example, by enabling the balls of cleansing material 
to be saturated with cleansing fluid while in their stor­
age compartment. The tray also serves to rigidify the pack­
age. Thus the box 10 may be made of inexpensive card-and the barrels 45b filled with a fixed amount of sterile 

water, the tip of the syringe having a removable protec­
tive cap 47 of rubber or the like to seal the water in the 
barrel. The depression 44 has an end section 44a of a 
width approximating the diameter of the protective cap 

10 board with the tray, accommodating the upper edge of the 
box in the groove 27, serving to rigidify the assembled 
unit. The tray 12 may be made of relatively thin molded 
plastic with the various depressions therein serving ,to en-

47 and a mid-section 44b having a width approximating 
that of the barrel 45b thereby holding the syringe against 15 
lateral movement in its stored condition. The upper por­
tion of the end section 44c:, on the other hand, is wider 
than the diameter of the plunger handle 45a so that it 
may be easily grasped for removal of the syringe from 

hance its overall structural strength. 
As best shown in FIG. 7, the depression 44 for the 

syringe 45 has an extension 44d at an intermediate loca­
tion which extends down to the same plane as the bot­
torn of the depressions 28 and 32 to thereby provide a 
three leg support for the tray on a flat surface. The tray 

the ,tray. Indentations 44d along the sides of the depres­
sion 44 accommodate the flange or finger grip 45c of the 
syringe. 

20 also has indentations 58 at both ends adjacent the lift 
tabs to provide additional grip area after the tray has 
been lifted off of the box. 

Included in the box 10 beneath the tray 12- arc a col­
lapsible drainage bottle 46 and a Foley catheter 48 (part­
ly shown) connected thereto by the drainage tube 49 and 
ready for use. The bottle 46 is made of flexible plastic 
material having fold lines 46a formed thereon on opposite 
sides so •that it may be folded flat for storage in the box 

In the above description, all the components for catbe­
terization have been included in •the package. In some 

25 cases certain components, such as the Foley catheter 48, 
may be omitted as it may be available from a separate 

10 and expanded into cube form when in use. The bottle 
is shown in FIG. 6 partially expanded for illustration 
purposes. In its collapsed condition, it will readily fit into 
the box 10 beneath the tray 12. The catheter 48 and drain-
age tubing 49 connecting it ,to the bottle 46 are coiled 
in the box about the bottle. The neck of the bottle car-

30 

ries a detachable fitting 50 to receive and connect the 35 
catheter drainage tube 49. The neck also has diametrical-
ly opposed projecting lugs 52 for detacha:bly affixing a 
supporting strap 54, the latter having a plurality of 
spaced openings 54a at both end portions to fit over the 
lugs 52 so as to form a closed loop over a bed rail or 
the like for suspending the bottle. A flexible plastic carry-
ing hook 56 may be provided on the neck ,of the boHle 
to facilitate handling the latter, for example, when it is 
emptied. 

After the patient has been prepared, as previously de­
scribed, the catheter 48 is lubricated with the lubricating 
jelly 40 while the drainage bottle 46 and tubing 49 are 
still in the box 10. Catheterization is thereafter effected 
in the usual manner. The covering 47 on the tip of the 
syringe 45 is removed and the balloon on the catheter is 
inflated with the sterile water in the syringe 45. The drain~ 
age bottle 46 is removed from the box 10 and suspended 
from a bed rail or the like by the strap 54 ( or placed on 
,the floor or other support). The drainage tubing 49 is 
attached to a bed sheet with the safety pin 41 and rub­
ber band 42 to thereby complete the catheterization pro­
cedure. All waste materials may be discarded in the plas-

40 

45 

50 

55 

tic bag 16. The collapsible bottle 46 may be emptied by 
grasping the carrying hook 56, detaching one end of the 
strap 54 from the lug 52 and disengaging ,the connection 60 
fitting 50 from the bottle. After the bottle 46 has been 
emptied it may be connected and suspended again. 

Frnm the above description it will be seen that all the 
~omponents to effe9t 9atheterization have been provided 

source. 
It will be understood that various changes may be made 

in the form, construction and arrangement of the severnl 
parts without departing from the spirit and scope of the 
invention, and hence we do not intend to be limited to 
the details shown or described herein except as the same 
are included in the claim or may be required by disclo­
sures of the prior art. 

What we claim is: 
A package for catheterization components, compnsmg 

an open top box made of cardboard, one of said com­
ponents being a collapsible drainage bottle with catheter 
and drainage tube preconnected to said bottle within said 
box, a removable tray of molded plastic having compart­
ments therein for other of said components, said com­
partments strengthening said tray to provide a semi-rigid 
structure, there being at least three compartments at 
least portions of which extend to the same depth so as 
to provide three point support for •the tray on a flat sur­
face, means mounting said tray within the open top of 
said box over said bottle and thereby rigidifying said 
box, said tray having lateral extensions forming lifting 
tabs a sterile wrap folded about said box and adapted to 
be unfolded to provide a sterile field as said components 
are removed from the package and used, and a sealed 
envelope about said wrap ,to maintain the sterility of said 
components. 
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F:IG. 2A 

34 

Clean Intermittent Catheterization Step-by-Step [ page I 

This guide is to b<: followed only on the order of a physician. This guide Is not a substitute for your health care professionals instructions. 
All the medical supplies you need are in this l<it. The name of each item is printed In color below. Read all the steps and use the Map to locate 
each one before you begin. Keep everything in the box until the guide tell~ you to use it. 

Prepare for Care 

a Get a clean, .fresh 
towel. Wash your hands 

with Antibacterial Soap and 
warm water. Dry them only 
on the fresh towel. 

If you have a caregiver do this for you, they should wash 
hands and put on the Gloves. 

Spread out two clean paper towels for a work surface. If you 
are going 10 do the procedure on a bed or chair, put the 
Underpad under your buttocks. 

El Wash your penis with 
the Paper Wash Cloth 

and Antibacterial Soap and 
warm water. Clean the head 
of your penis well, pulling 
the foreskin back if neces­
sary. 

Rinse the Paper Wash Cloth clean, squeeze it dry and place 
it on a comer of one of the paper towels. Wash and dry your 
hands again. 

A caregiver wearing gloves does not need to wash again. 

The Catheter 

II Tak.e the Catheter out of 
the package and lay it 

on the paper towel. Flip 
open the cap of the 
lubricating Jelly. Squeeze 3 
inches of Jelly onto the 
Catheter, starting at the tip 
Be careful nol to touch the 
Catheter with the tube. 

II Hold the Catheter an 
inch behind the Jelly. 

Roll it so that the Jelly cov­
ers all sides. 

D Lift !he Catheter away 
from tile paper towel 

and lay the wide end in the 
Coflecti0f1 Container. Move 
the Container close to your 
body so you do not acciden­
tally pull the wide end of 
the Catheter out. 

l!I Hold the p_enis straight 
1:11 out with one hand and 
insert the Catheter with the 
other hand. Pull the penis 
away from your body to 
k.eep the channel straight. 
Push the Catheter in until 
a bit of urine comes out. 

If the Catheter stops, wait a minute to /el the muscles relax, 
then gently begin lo push again. 

D Slowly push the .,..,~""';::_----.1---.::,---,-,,_,,,,... ___ -_...,..",----.-, 
Catheter in one more •· '":(. .. 

inch. Now lower the angle ' , 
of the penis. The bladder . , ,;... 
will empty while you hold '·. \, ,· 
the Catheter In place. 1 

When the urine stops, slow­
ly pull lhe Catheter out. 

Corrtinued on the back at this page ... 
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34 

Clean Intermittent Catheterization continued .. I page2 I 
Clean for Next Time 
r.l Take the Catheter to a 
1:1 sink and wash ii with 
Antibacterial Soap and 
warm water. Hold the 
Catheter under running tap 
water to rinse well, Inside 
and out. Shake it several 
limes lo get off extra waler. 

1:1 Place the Catheter on the clean paper towel to air dry. 
1:1 Pick up the Paper Wash Cloth you left on the paper 
towel and use it to remove any Jelly left on the head 
of your penis. Pull the foreskin back down. 

Ir.I Check the level of 
Iii urine in lhe Container. 
Record this amount on the 
Urine Record Card. 
Notioe the color and smell 
of the urine and write these 
on the Record Card, also. 

m Empty the Collection Container. Wash the Container 
with Anlibactarlal Soap and waler. Rinse it well. 

Close the cap on the tube of Lubricating Jelly. Put all 
the supplies back in the box. Throw away the Paper Wash 
Cloth and take away the Underpad. 

ffl The Catheter should 
Ill be dry by this time. 
Put it inside the Plastic Bag 
marked "Clean Calheter' 
and zip it closed. 

The r;aregiver may take off the gloves now. throw them away 
and wash their hands. 

When Yon Travel 

II For ever; four hours you expect to be away, put 
into the Fanny Pack: 

• A clean Catheter in the 
"Clean Catheter" Bag 

• One Packet of 
Lubricating Jelly 

• Two dean paper towels 

Also put in the pack of 
pre-wet Travel Wipes and 
the "Used Catheter" Bag. 

I ::?--

II When it is time to do your procedure, find a place 
like a bathroom and follow Steps 1-12 above, using the 

paper towels for a clean worl( surface. 

D Whan YOll lake the 
Catheter out. rinse it 

off ff possible and store It In 
the ·used Catheter· Bag. 
Wash and dry your hands. 

ft When you are home again, wash your used Catheters 
l,ll very well with Antibacterial Soap and water. Store them 
in your "Clean Catheter' Bag. 

If you need more supplies, keep t/re box. this Careguide™ 
Step-by-Step, the Fanny Pack and ynur C-01/ection Container. 
Find the reorder form in Iha box and call the toll-free number 
2 or 3 days before you run out. 
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FIG. 3A 

34A 

Cateterizacion Intermitente para el hombre Paso a Paso pagina I 

Este Gula debs ser uSIKia solrnente con la orden de su doctor. Esta guis no subs:tltuye las tntrucciones. de :su doctor o enfarmera. 
Todas las provicones necesarias eslan en la caja. El nombre de cada objeto estll ea;crito a color. Lea todos los pas.as y use el mapa para 
localizar cada uno antes de empezar. Mantenga todo en la caja hasta que la guia le diga cuando usar1o 

Preparativos 

D Busque una toa\la limpia 
y fresca. Lavese las 

manos con el Jab6n Antibac­
terial y ague tibia. Sequelas 
solo con la toatla timpia. 

Si liene a una persona ayudando/o, el o e/la debe de ponerse 
/os Guantes despues de averse /avado las manos. 

Use dos T oa11as de papel limpias con10 superficie para poder 
trabajar. Si Ud. va a hacer el procedimiento en la cama o en 
una silla, ponga las Telas para Prote)er debajo de su recto. 

fl Lave su pene oon el •· 
Pano para Lavarse, el 

Jab6ri Antibacterial, y agua 
tibia. Limple la cabeza de su 
pene muy bien. Si Ud. no ha 
sido cincumcisado, mueva 
su piel hacia arriba para 
poder lavarse mejor. 
Remoje el Paflo para Lavarse, exprimalo hasta que este &eco 
y pongalo en la esqulna de una de las toallas de papel. Lave 
y seque sus nianos olra vez. 
Su ayudante usando 9uantes no liens qua lavarse otra vez. 

El Catetere 

II Sostenga el Catetere 
de manera que la jalea 

toque la toalla de papel. 
Mueva el Catetere en 
forma circular para qua se 
Ilene de jalea por todos 
lados. 
19 Recoja el CaUltere de 
111 la tolla de papal y I----\~ 
coloque la punta gruesa 
del Catetere en el Cofre de 
Coleocianar Orina. Acer­
que el cofre a su cuerpo 
para asi evitar que Ud. . 
acci_dentalmente jale el I ~- l;fl '· I 
Ca\l,tere fuera del cofre. 

l!I . &s_tenga el pene en 
lrl posici6n recta y firme­
con una mano, y meta el 
Caietere con la otra. Jale 
el perte hacfa fuera de SU 

cuerpo para mantener el 
cana·I recto. Empuje el ll 
Catetere hacia adentro 
hasta que orine un poquilo. 
Si al Catetere se detiene, espere un minuto para que se 

relaje el musculo, y despues Irate de meterto otra vez. 

I Lentamente meta el 
Catetere otra inche 

mas. Ahora rebaje el 
angulo de su pene. La 
bejiga se vaciara mientras 
Ud. mantenga el Catetere 
en pasici6n. Cuando deja 
de orinar, lentamenle 
saque el Catetere. 

II Saque el Catetere de 
su empaquetaje y colo­

quelo en la toalla de papel. 
Abra el porno de Jalea para 
lubncar. Exprima 3 inches 
de jalea en ef Cate 
tere, empezando po, la 
punla fina. Tenga cuidado 
de 110 tocar el Cate 
tere con el porno de jalea 

Continua alras ... 
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FIG. 3B 

34A 

Cateteriz.acion Intermitente para el hombre continuacion ... I pagina 2 

Limpie para usar la 
Proxima Vez 
II Lleve el Ca@ere a un 

lavamanos y limpielo 
con Jab6n Antibacterial y 
agua tibia. Mantenga el 
Catetere bajo agua para 
remojar1o bien por adentro 
y por afuera. Sacudalo bien 
para sacar toda el agua. 
r.11 Ponga el Calelere en la toalla de papel limpia para que 
1:1 se seque al aire libre. Recoja el Pai\o para Lavarse que 
Ud. dejo en la esqulna de la toalla de papel y uselo para 
limpiar los reciduos de orina en la cabeza del pene. Oaje la 
piel de su pene otra vez. 
Ir.I Chequee el nivel de 
llil orina en el cofre. Escri­
ba el numero en la Tarjeta 
Oiaria de Orina. Note el 
color y clot de su orina y 
escribalo en la tarjeta tam­
blen. 

m Vacie el Cofre de Coleccionar Orina. Lave el cofre con 
Jab6n Antibacterial y agua. Rernojelo bien. 

Cierre la tapa del pomo de J_alea para Lubricar. Meta de 
vuelta en la caja lodes las proviciones. Bole el Pano para 
Lavarse, y guarde las Telas para Protejer, pero si no estan 
limpias botelas. 

m El Catetere ya debe de 
estar seco. Matalo en 

la bolsa de plastico qua 
dice '"Balsa de Lipmpios", y 
cierrela. 

Su ayudanle ya se puede quilar !as guanles, botarios y 
tavarse las manos. 

Cuando Viaje 
B Por cada 4 horas que Ud. este de viaje meta en Ja 
U Bolsa de cinturon: 
- Un ca1e1ere limpio en ta 
Boise de Limpios 
- Un Paquete de Jalea para 
Lubricar 
- Dos toallas de papel 
limpias 

Tamoien meta el paquete 
de Panos para Andar y la 
Bolsa de Usados. 

II Cuando sea hora de hacer el procedlmlento, encuentre 
un lugar. come un bai\o y siga los pasos 1-12. usando 

las loallas de papel como una superficie llmpia de trabajo. 

II Cuanclo termine de 
usar el Catetere, 

rernojelo si es posible y 
metalo en la Bolsa de 
Usados. Lave y seque sus 
manos. 

'· 

ft Cuando este en casa de vuelta, limpie muy bien los 
&:I Cateteres usados con Jabon Antibacterial y agua. 
Guardelos en la Boise de Cateteres limpios. 

Si necesita m{Js suministros, guarde la caja. es/a gula, /<1 
bolsa de cinturon, y 9/ rurro de co/eccionar orina. 
Encuentre en la ce}a el fo,mu/ario para ordenar m{Js y 
flame nuestro numero de te/efono grotis 2 o 3 dias antes de 
que se le acaben los suminisiros. 
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FIG. 4 44 

SELF CARE DOCUMENTATION F',,:rl;NT$N,.,ME 

!vfale Oean Intennittent Catheterization Step-by-Step page 1 

This sheet is a reduced-size copy of the patient's illus1rated, full color instructions. The purpose of this sheet is lo 
confirm that self care training has been carried out by tile clinlcian and underslood by the patient and/or caregiver. 

Tlii:, g,l'de IS robe ilw'IOMn.1 llr,.lf Oil rtm iJ/do( oJ fJ r,ll)•Yci."lrt. 
Tf:/g guidl' JS ~ a substJlv,19 Jor yow Mall/I ~"' p,o/~"$ 
inslnlCfions 

All tho mo<li:.ll •uppi:!Ot Voll need a,o in 'his Ml. The nemo of c.x:11 
nern is rn11e\l in wllX l18tow. Rea,1111 the stQPs :Hnri us.e tflfll ri.1a11 
lo locate e.ach Ol'le bafors yo.> begin Keep ~'711""0' l'I f/'MJ be~ 
1111.H \l"lc guiae leh, you 10 tisc iL 

Prepare for Care 

a aet ii dClln. fr•~ towel. 
Wash yotJr NlfldS wilh 
lWflr11-i".:ll?r1.:J t Ac--•" ~d wsnn 

V11ater, Ory lhom <>nly Q(1 \ht, rta;.h 
1Cw11L 

V )'OU IJIJYll lJ COtO{/Mlr do /1111 j>IOC$dUl8 for j'OJ,J, f'ley should 
ptJf Qa Int 010~-a,~ aliCI WOShing thOir hirnd:t 

Spread Otll tlM.l ch,an O,al>fJI' towobi for a wu,W. i;urtace. Ir ~u 
~re going IO Co V18 pt\'.IC9(Jllta oo e bed or ch.air. pLl\ the 
Ulld1:11ipan tindet ','Olli" bullocks 

II Wa~ ~IJ,. ,,en11, WIHI lho P(lp.,r \/1/f'.:ri Cloth .arid. 
,\lllib.'¾Ch)qal Sc3p ond worn, water. Cleal'I the head of 
your penla we~. tf you Oft uneirC:urret,..d puU lhq tor.skin 

back IO wasll wd 

Rnlt.O ltlO Papnr w~,, .. 11 Clott', dcon. SQUC!!.ZC- 11 dry and plaOO It 
oo a cumer of c.ne of Out J>ape• 1c,welf$. w.-~h and dr;' vuur 
hand~ ogain. 

A Garog,·'t1ilrw&drlng f}IOW,5 does rn:r n«d ((J walh(Jt/bi1J. 

The Catheter 

II Taka the Cltthil,te,' OUI of 
the packagi, aOO '6'J' ,I On lhn 
µaper IOW111L Flp open the Lai> 

{;I Jhe lubri;ari;lo Jdfy.. SoPJoe.Z~ 3 
ind'lo-t of Joly onu:i \ht crnheu,,. 
11.;11ing ilt lhi tip_ Ba careful no!. lo 
\oo\,Ch the Ceth010, with lhe iut>e. 

PaUent Name -----------
Provider Name __________ _ 
Data ______________ _ 

a Hdd the CalhAhtt en il'lCh 
bGhind tf11!11 Jelly. Roll it ao ttt:111 
tM Jetty Mvort. all Hies 

II Ufl !hi Cathetet away lrum lho OiPer 
IOWBI al'ld ltly lhe •ide Ind in the 
Co-'10.-:JJoi\ Cr,/\la1ner_ Mo ... c U'le Contaif"lcr 

cicsa lo your trxly :so you 'do not ~idanl.&lly P'J,I 
the Mdi, and of the Cali'll!lttr tXJI. 

a S.CHl u .. peru Wlllghf out wi!/10(10 IW1d ,nd lllSert 
Iha CDlretor with the flU'lor hand. Pl.Ill l'IO peniit SWRy 
from yciur bod)' lo lcup Iha dlannsl ~tr.aiQht. Pyah 

th• Celheter II\ untll II bil tJf l.l'll'le comet out 

,, IN Ca!hst'Br Stops, w•it ,t mlnt.i1'lt to let the "1U'ic/l,l$ 
rem,t. 1ne,1 r,trtly b.tgm la pl.J6/'I a9Bln. 

11 Pust, the t;a\Mtor !r, anomer Inch. slovY!y Mow l<l'Ner 
the ,n,p al lhe Po•~· Thi ~addtir will 'i"'Pt,o" While 
you hold lhe Cahtlat 1'1 Ptlt.G. "NhaCI 1~ urin41 ~trJ~. 

cilatwy pull tl10 Cauuner OUl. 

Check here when 
Page 1 of training 
is complete.□ 

Provider 
initials--­

Patlent 
Initials __ _ 

:Male Oean Intermittent Catheterization continued. .. page2 

Clean for II ext Time 
&P.11 Take lllO Cothc:ler to 11 ~nk ond ·,v.,JS,I\ rt WIU\ An1ib.1c:tcnal 
.. Soap .sr,U w1um ~.i1e,. Hold the C.11l'mlM" ',,Lll()er runnir,g 

tap \.t,1JUU lo rinse ,.,..., ir-&ide •nd OUl $t'4kt it $8\,l'Or.ll 
lime~ lo get off cKt,a wall':r. 

II PlilCo11 ttlliil Galtoe«tr on Iha clo.:m piip<.rr k:JWCI to Ila' 
d,y. PicJI: up the P:ipet Wa!-h Ciotti )'t)U 18ft on the: 
papor IOwcl and USD II lo (Cfl\O\IB '-""I Jelly lell on 

tho lwad of yoor ponli ~ull 01e fo.-1111ltn bet.k down, 

- C/1tlek,IIJOlll:V$/Ofu. rinsinlht, M Con1ainer. R,;i~rd thi• 
amour.I on lha Urtno rtoca1d 

Cc.1riJ. Notr:.e lhi, Gdor nnd 5,meU (j 
lhe urht' ,;s,a writo theN on tl'tt 
ROOClfdC.111,Blsa. 

m E~ty lhe Co11ect1on Conlainar. W11ah tho Container 
with AntiboCtCfial Soni) end Willor. Rin'Ml I( 'WtJ"r/ 
CloN lhe c.ap on lhe 1ubo OI Lublici:!ling .J city, Pu1 1111 

\h4 iu~ili!I: badL In tho Ix»:, Throw OW'Dy lhe Papt,r W,11.t\ 
aDltl end \Ake away the Ufldef'P,lO. 

m lreC.,ttx:tersh01.ctbo•1ryt,y 
thi:iiti:11io. Pol:il ln~ttie 
Pl3$11¢. 8.-.g marted ·c1e;J11 

CiiU ,el?.f and "tiO il dO~. 

1119 Clll'ffl1./Vll( rnd~ 11;1te ,,,J/ U,u 
r;J,b"'IJ now. 11vr,w fh,m ,w,r lffld 
wt1a11 thCtl /Janas. 

When Yoo Travel 

II For~ IOU!" nour'l 'f().1 8)1.peec 10 oa away pu1 
into me Fanriy Pack· 

• A cleon CQ\heter in the"Claan Calhator" 8-ng 
• One Pi'Clilll rjl LUD"CUhng Jcl";, 
• T-.wo cle~n pa[l01 ICllff«IIS 

A.1110 p,..i 1r1 tnc pactt ol pri,-~1 l1<1,'"0(Wiipes aoa uie ·uw.rJ 
C;JJTmrer" Blig. 

D When It~ lim9 lo do 'f)L$ procooure, llfld • pleice 
l1k.111 a ba',hroom arl:'l fob Sic~, 1.12 obo110, 

1.1$ing the paper tO\.lrilll h,)1" a clean WOt1'. itarlaut, 

II Whnn VOU i;ike lha Ci!it;et~ 
cut, rlnso ii off if pos.dullil arvJ 
S\Of'9 k In tha "\Jl>Qd C~otor" 

Bag. Wa5h anc;1 dry yOI.Jf hofld:i 

Check here when 
Page 2 of training 
Is complete.□ 

Provider 
initials __ _ 

Patient 
initials __ _ 

II When you ,:ire ham:: again. 
walh your 1i1,ffJ C~lhtt\trt 
.,,,y will wltn Antl:lacterlal 

Soap Md" vater. Store l/Ttm /11 )'0(0" 

"Cktan CathelfV' Bog, 

We agree lhat the patient understands lhese 
inatructionB aod Is ready tc carry out s,eU cart: 

If tw r,es,d n1tYB s~s. ltHp !h, ho:r, 

this Cat9gvicHl 1
• Sli/)'tl-y-Slep, the> f{llll(JY 

PIM!J{ ortd your Colledion Confaino-1. find 
the~,,, ;om) m lh9 bolf am.I~ the tr,11. 
bed nwno., .' Of J lt'R)IS tiekYB you run our. 

~s)jj,,.ai=~.~,.~--------Provlder 

~s,ii-nar-•-,.----------P•Uenl 
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FIG. 5 ,32 

URINE RECORD GUIDE I Patient Name' 

Your doctor wHI tell you how often to record your urine output. Remember to circle AM or PM when you write the t;me. 

Date Time Quantity Time Quantity Time Quantity Time Quantity Time Quantity TOTAL Comments 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 
AM AM AM AM /WI 
PM PM PM PM PM 
AM AM AM AM AM 
PM PM PM PM PM 
AM AM AM AM /WI 
PM PM PM PM PM 
AM AM AM AM /WI 
PM PM PM PM PM 
AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 
AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 

AM AM AM AM AM 
PM PM PM PM PM 
AM AM AM AM AM 
PM PM PM PM PM 

Catherize yourself __ times a day at .Each day drink_8oz. glasses fluid, but no more than_Boz. 
glasses fluid. Your medication is: 
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MALE CLEAN INTERMITTENT CATHETER 
SYSTEM 

PRIORITY CLAIM 

This application is a continuation of U.S. patent applica-
tion Ser. No. 09/879,321, filed Jun. 12, 2001 now U.S. Pat. 
No. 6,640,976, which claims the benefit of provisional 
application Ser. No. 60/211,152, filed Jun. 13, 2000. 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

5 

2 
niques. However, no known comprehensive devices, appa­
ratus or methods exists for teaching clean techniques or for 
facilitating such home catheter use for men. 

SUMMARY OF INVENTION 

The present invention provides a method and system for 
intermittent catheterization by the patient himself, the 
patient's caregiver, or a health care provider. The present 
invention contains apparatus for facilitating at least one 
catheterization and comprises: (I) at least one male catheter; 

10 (II) antibacterial soap; (III) lubricant; (IV) step-by step 
instructions; and (V) a container, where the above named 
items are positioned inside the container. It should be 
appreciated that the present invention may only be used on This application is related to the following commonly­

owned patent applications: "MEIBOD FOR DETERMIN­
ING IBE CONTENT OF A SELF-CARE KIT," Ser. No. 15 

09/709,917, "PATIENT DISCHARGE SYSTEM AND 
METHOD FOR SELF-CARE OF A POST-SURGERY 
DRAIN," Ser. No. 09/779,796, now U.S. Pat. No. 6,579, 
271; and "FEMALE CLEAN INTERMITTENT CATH­
ETER SYSTEM," Ser. No. 09/879,230. 

the order of a physician. 
Preferred embodiments of the system contain sufficient 

apparatus for one month of catheter insertions 
(approximately 3 to 4 times a day), the antibacterial soap is 
in liquid form, the lubricant is in gel form, the step-by-step 
instructions are written in English and Spanish, although 

20 other languages (e.g., Polish, French and German for 
example) are contemplated. One preferred embodiment of 
the system includes a contents map identifying the contents 
and the positions of the contents, along with zipper bags, a 

COPYRIGHT NOTICE 

fanny pack and a protective underpad. 
In a more preferred embodiment of the system, the system 

contains apparatus for at least one month of catheterizations 
as provided previously and comprises: (I) 4 male intermit­
tent catheters; (II) 35 disposable wipes; (III) 1 protective 
underpad; (IV) antibacterial liquid soap; (V) 1 tube of 

A portion of the disclosure of this patent document 
contains material which is subject to copyright protection. 

25 
The copyright owner has no objection to the facsimile 
reproduction by anyone of the patent document or the patent 
disclosure, as it appears in the Patent and Trademark Office 
patent file or records, but otherwise reserves all copyright 
rights whatsoever. 

30 
lubricant; (VI) step-by-step instructions; (VII) clinician 
step-by-step instructions or self-care documentation; and 
(VIII) a box, wherein the above-named items are positioned 
inside the box. 

DESCRIPTION 

The present invention relates in general to a system and 
method for using a male catheter and in particular to a 
system and method for clean intermittent male catheteriza- 35 

tion by a user or health care provider. 

The method for intermittent male catheterization com­
prises evacuating the bladder using the apparatus of the 
present invention in accordance with the detailed step-by­
step instructions provided in the system. In a preferred 
embodiment, the method which is discussed in further detail 
below generally includes: (I) preparing for intermittent male 
catheterization; (II) preparing the male catheter; (III) insert-

BACKGROUND OF THE INVENTION 

It is estimated that urinary catheters are placed in millions 
of men each year in the United States alone, either due to 
some illness, infection or malfunction or as part of some 
medical procedure. Care must be taken to clean the catheter 
site to reduce the risk of nosocomial infection (i.e., an 
infection that arises due to a procedure for treating a disorder 
and unrelated to the disorder itself, also referred to as a 
"hospital infection"). 

The most common nosocomial infections are related to or 
arise from indwelling urinary bladder catheters (i.e., cath­
eters that remain in the urinary tract for a relatively long 
length of time). The risk of such catheter-related nosocomial 
infections can be reduced using strict aseptic techniques 
(i.e., using gloves, disinfectants, antibacterial soaps, etc.) 
when handling the catheter. Moreover, the risk of infection 
can further be reduced by only using a catheter intermit­
tently rather leaving the catheter in place for any length of 
time. Intermittent use of the catheter in conjunction with 
clean techniques helps to reduce the risk of catheter-related 
nosocomial infections and is, moreover, a far more attractive 
alternative for bladder evacuation to most patients who are 
candidates for the procedure. 

Using a urinary bladder catheter under aseptic conditions 
in a hospital is routine. However, current medical practice 
emphasizes getting the patient ambulatory (and out of the 
hospital) as soon as possible. Consequently, catheterizations 
or catheter insertions are performed at home by nonprofes­
sionals. These nonprofessionals must be taught clean tech-

40 
ing the male catheter; (IV) draining the bladder; (V) record-
ing and disposing of the drainage; and (VI) cleaning and 
storing the apparatus of the present invention. 

The present invention further includes a patient education 

45 
system for educating users in performing intermittent male 
catheterization. Specifically, the system includes a system 
and a set of black and white step-by-step instructions 
without illustrations (referred to herein as self-care 
documentation). An instructor (i.e., a doctor, nurse, clinician 

50 
or other medical professional) uses the self-care documen­
tation to educate the user in performing an intermittent male 
catheterization, preferably using the system of the present 
invention. The medical professional then keeps the self-care 
documentation documenting that the user was educated in 

55 
performing the male catheterization. 

It is therefore an object of the present invention to provide 
a system and method for intermittent male catheterization. 

It is a further object of the present invention to provide 
detailed instructions for intermittent male catheterization 

60 using the contents of a self-care system. 
An additional object of the present invention is to provide 

self-care documentation to be used by a medical profes­
sional in instructing users in the use of the self-care system. 

Yet an additional object of the present invention is to 
65 provide a patient education system for educating users in 

performing intermittent male catheterization using the sys-
tern. 
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Other objects, features and advantages of the invention 
will become apparent from the following detailed 
disclosure, taken in conjunction with the accompanying 
sheets of drawings, wherein like numerals refer to like parts, 
components and processes. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 is a perspective view of the system of the present 
invention; 

4 
and self-care documentation 44). It should be appreciated 
that system 10 could be provided to the patient in a box, tray, 
bag, container or any other suitable content holder device 
40. A box is preferred because it is strong enough to protect 

5 the contents of the system 10 and yet is suitable for shipping 
and storing. If a bag, tray, container or other content holding 
devices are used, a contents map 42 may or may not be 
included with system 10. 

FIG. lAis a top plan view of a contents map of the present 10 

In one preferred embodiment, a urologist, clinician or 
other medical professional provides system 10 to the user, 
although it is contemplated that the user could obtain system 
10 through other means provided that a medical professional invention; 

FIGS. 2A and 2B are top plan views of the step-by-step 
instructions in English of the system of the present inven­
tion; 

FIGS. 3A and 3B are top plan views of the step-by-step 
instructions in Spanish of the system of the present inven­
tion; 

FIG. 4 is a top plan view of the self-care documentation 
in English used by a medical professional for documenting 
that the users are instructed in the use of the system of the 
present invention; and 

FIG. 5 is a top plan view of the urine record card. 

DETAILED DESCRIPTION OF THE 
INVENTION 

It should be appreciated that the figures include one or 
more of the following trademarks which may be used by the 
assignee of this application: (a) CAREGUIDE; and (b) 
CAREGUIDE and DESIGN. It should be appreciated that 
these trademarks are not part of the present invention. 

The present invention is for a system 10 and method for 
intermittent catheterization of a patient. The user may be the 
patient himself, the patient's caregiver, an in-home care 
provider or a healthcare provider which, for brevity, are 
referred to herein as the "user." The system 10 provides 
apparatus needed for in-home catheterization. 

In general, the intermittent catheterization system 10 
contains at least: (I) infection prevention devices (gloves, 
disposable wipes, zipper bags, alcohol gel (i.e., a waterless 
cleaner), soap, and protective underpads); (II) insertion 
devices ( catheter and lubricant); (III) recording devices 
(urine record card and collection basin); and (IV) informa­
tion devices (step-by-step instructions, contents map and 
self-care documentation) among other items. 

More specifically, as illustrated by FIGS. 1 and lA, the 
intermittent catheterization system 10 of the present inven­
tion comprises: (I) gloves 12; (II) a collection basin 14; (III) 
disposable wipes 16; (IV) protective underpad 18; (V) 
antibacterial soap 24; (VI) lubricating gel 20; (VII) male 
intermittent catheter 22; (VIII) clean and used zipper bags 

has ordered the system for the patient. System 10 includes 
extremely detailed and specific step-by-step instructions 34 
as illustrated in FIGS. 2A and 2B that the user uses with the 

15 intermittent catheterization system 10 (specific step-by-step 
instructions in Spanish are illustrated in FIGS. 3A and 3B). 
System 10 also includes the self-care documentation 44 the 
medical professional uses to document or record the instruc­
tions provided to the user in the use of the intermittent male 

20 catheterization system 10 as illustrated in FIG. 4. A differ­
ence between the two sets of instructions is that the instruc­
tions in FIG. 4 are black and white and include acknowl­
edgment sections 45A and 45B while the instructions in 
FIGS. 2A and 2B are illustrated in color (not shown) for ease 

25 of use by the patient. It is also contemplated that system 10 
could include an instructional video, training the user in the 
use of the system 10. 

In one preferred embodiment, system 10 includes suffi­
cient apparatus for one month of male catheter insertions, 

30 the antibacterial soap 24 is in a liquid form, the lubricant 20 
is provided in a gel or ointment form, and the step-by-step 
instructions 34, and the contents map 42 (if included) are 
written in English. While not necessary, one preferred 
embodiment also includes one or more gloves 12, disposable 
wipes 16 and a protective underpad 18. It should be appre-

35 ciated that a user could order a refill of the disposable 
apparatus of the present invention using an order form 
provided with the apparatus of the present invention. 

In a more preferred embodiment of the system, system 10 
includes apparatus for at least one month of catheterizations 

40 and comprises: (I) 10 gloves 12; (II) 1 collection basin 14; 
(III) 35 disposable wipes 16; (IV) 3 protective underpads 18; 
(V) 10 single tubes of lubricating gel 20; (VI) 4 male 
intermittent catheters 22; (VII) antibacterial liquid soap 24; 
(VIII) 4 clean catheter zipper bags 26; (IX) 1 used catheter 

45 zipper bag 28; (X) 4 oz of alcohol gel 30; (XI) 1 urine record 
card 32; (XII) 1 lubricating gel tube 20; (XIII) a fanny pack 
38; (XIV) 1 pack of travel wipes 46; (XV) self-care docu­
mentation 44; (XVI) detailed step-by-step instructions 34; 
(XVII) a contents map 42; and (XVIII) container or box 40 

50 wherein the above-named items are positioned inside the 
box 40. 

The system 10 includes apparatus necessary for intermit-
26 and 28 respectively; (IX) self-care documentation 44 (not 
shown in FIGS. 1 and lA); (X) step-by-step instructions 34 
(not shown in FIGS. 1 and lA); and (XI) a container or box 55 

40. It is contemplated that the system 10 may also include 

tent male catheterization in accordance with the method. The 
system 10 organizes the apparatus in an easy-to-find format. 
The step-by-step instructions 34 indicate when an item is 
first required during the method and should be removed 

a contents map 42 which identifies the contents of the 
container 40 and their position, and one or more waste bags. 

In one preferred embodiment, the container 40 contains 
gloves 12, a plastic collection basin 14 with graduated 
markings, disposable wipes 16, protective underpads 18, 
single doses of lubricating gel 20a, male 14 catheters 22, 
antibacterial liquid soap 24, clean catheter zipper bags 26, a 
used catheter zipper bag 28, alcohol gel 30, a urine record 
card 32, a lubricating gel tube 20, a fanny pack 38, a travel 
wipe pack 46, illustrated step-by-step instructions documen­
tation 34 as revealed by FIGS. 2A and 2B, and 3A and 3B, 

from the container 40 (preferably using red text to indicate 
when an item is first required). Using the step-by-step 
instructions 34 and the contents map 42, users can easily 

60 identify when each item is required in the method and 
readily find it in the container 40. It should be appreciated 
that the items and step-by-step instructions 34 could be color 
coded and/or use icons making identifying each item even 
easier. For example, the antibacterial soap 24 could be 

65 identified by a bubbles icon and blue coloring corresponding 
to a bubbles icon and blue color in the step-by-step instruc­
tions 34. 
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The method of the present invention generally comprises 
using the system 10 in accordance with the detailed step-by 
step instructions 34. In a preferred embodiment, the method 
generally includes: (I) preparing for intermittent male cath­
eterization; (II) preparing the male catheter; (III) inserting 
the male catheter; (IV) draining the bladder; (V) recording 
and disposing of the drainage; and (VI) removing the male 
catheter and cleaning and storing the apparatus. 

Preparing for Intermittent Male Catheterization 
(Step I) 

The first step of the method of the present invention, is 
illustrated by FIGS. 2A and 2B and includes preparing and 
caring for the male catheterization site. Preparing and caring 
for the catheterization site includes: (I) obtaining a clean, 
fresh towel; (II) washing using the antibacterial liquid soap 

6 
comprises: (I) sitting on the underpad 18; (II) holding the 
penis straight out with one hand; (III) pulling the penis away 
from the body keeping the urinary tract straight; (IV) 
inserting the catheter 22 until a bit (i.e., at least a drop) of 

5 urine appears; and (V) slowly pushing the catheter 22 in one 
inch more. 

Draining the Bladder (Step IV) 

The fourth step of the method comprises draining the site 
10 (i.e., the bladder) forming a drainage. Draining the bladder 

using the catheter 22 comprises: (I) placing or holding the 
basin 14 in proximity to the tip of the catheter 22; (II) 
lowering the angle of the penis; (III) holding the catheter 22 
in place and emptying the bladder into the basin 14; and (IV) 

15 slowly pulling the catheter 22 out when the bladder is empty 
(i.e., the urine stops). 

24 and warm water, and using the clean towel for drying; 
(III) finding a safe, flat, uncluttered, solid surface; (IV) 
putting on the gloves 12 only if the catheterization is being 
performed by a user other than the patient which includes: 20 

(a) taking a pair of gloves 12 out of the box 40; and (b) 
putting them on; (V) preparing the surface which includes: 

Recording and Disposing of the Drainage (Step V) 

The next step of the method includes recording and 
disposing of the drainage. This step includes: (I) recording 
the amount of the drainage, including: (a) measuring the 
drainage level using the markings on the basin 14; (b) 
writing this amount on the urine record card 32 illustrated in 
FIG. 5; (c) noticing the color and smell of the drainage; and 
( d) recording the color and smell on the urine record card 32; 
and (II) disposing of the drainage, preferably emptying the 
basin 32 in a toilet. 

(a) obtaining two clean, fresh paper towels; (b) opening the 
two paper towels; ( c) placing the opened paper towels on the 
surface; ( d) taking a protective underpad 18 out of the box 25 

40; (e) opening the protective underpad 18; and (t) placing 
the opened protective underpad 18 under the patient's but­
tocks and near the opened paper towels; (VI) cleaning the 
catheter site which includes: (a) taking a paper wash cloth or 
disposable wipe 16 out of the box 40; (b) taking the 30 

container of antibacterial soap 24; ( c) squeezing out approxi­
mately one or two drops of soap 24 onto the center of the 
wipe 16; and (d) gently washing the site using the wipe 16, 
the soap 24 and warm water; (VII) rinsing clean the wipe 16 
which includes: (a) rinsing the wipe 16; (b) squeezing out 35 

the excess water, leaving the wipe 16 damp; and (c) placing 
the damp wipe 16 on one corner of the paper towel; and 
(VIII) washing using the antibacterial soap 24 as described 
previously. It should be appreciated that step (VIII) can be 
skipped if the user is wearing gloves 12. It is also contem- 40 

plated that step I could include: (IX) preparing a waste bag 
comprising: (a) obtaining a waste bag; (b) opening the waste 
bag; and (c) setting the waste bag on the flat surface. 

Cleaning and Storing the Apparatus (Step VI) 

The next step includes completing the intermittent cath­
eterization in accordance with the method. Completing the 
catheterization includes: (I) cleaning the used catheter, 
which includes: (a) washing the used catheter 22 with the 
antibacterial soap 24 and warm water; (b) holding the 
catheter 22 under running tap water, rinsing it well inside 
and out; (c) shaking the catheter 22 several times to remove 
any excess water; and (d) placing the catheter 22 on a clean, 
fresh paper towel to air dry; (II) removing any jelly left on 
the catheterization site using the damp wipe 16 (See Step I 
above); (III) cleaning the basin 14, which includes: (a) 
washing the basin 14 using antibacterial soap 24 and warm 
water; (b) rinsing the basin with warm water; and ( c) placing 
the basin 14 on clean, fresh paper towel to air dry; (IV) 

Preparing the Male Catheter (Step II) 

The second step of the method as illustrated includes 
inserting the catheter 22 into the penis. Inserting the catheter 
22 includes: (I) taking a catheter 22 out of the box 40; (II) 
laying the catheter 22 on the paper towels; (III) take a 
collection basin 14 out of the box 40 and placing it near the 
paper towels; (IV) applying the lubricating gel 20 which 
includes: (a) taking the lubricating gel tube 20 out the box 
40; (b) flipping open the cap of the lubricating gel tube 20; 
( c) squeezing 3 inches of lubricating gel 20 onto the catheter 
22 starting at the tip, being careful not to touch the catheter 
22 with the tube 20; ( d) rolling the catheter 22 in the 
lubricating gel 20 so that all sides are covered; ( e) lifting the 
catheter 22 away from the paper towel and laying the wide 
end of the catheter 22 in the collection basin 14; and (t) 
moving the basin 14 close to the user so that the wide end 
of the catheter 22 is not accidentally pulled out of the basin 
14. 

45 closing the cap on the lubricating gel tube 20; (V) placing all 
the apparatus back in the box 40; (VI) placing the dry 
catheter 22 inside a clean catheter zipper bag 26, zipping it 
closed; (VII) placing the clean catheter zipper bag 26 in the 
box 40; (VIII) placing the dry basin 14 in the box 40; (IX) 

Inserting the Male Catheter (Step III) 

The third step of the present invention comprises inserting 
the catheter 22 into the penis. Inserting the catheter 22 

50 placing the underpad 18 in the box 40; and (X) disposing of 
the wipe 16 and the paper towels, preferably using the waste 
bags. 

It should be anticipated that the patient is not bed bound, 
but able and willing to get around. One preferred embodi-

55 ment of the present invention includes a fanny pack 38 that 
enables users to travel. As illustrated in FIGS. 2A and 2B, 
method provides that, for every four hours of travel, the 
fanny pack 38 should include: (I) one clean catheter 22 in a 
clean catheter zipper bag 26; (II) one packet of lubricating 

60 gel 20a; and (III) two clean paper towels. The fanny pack 38 
should also include the pack of pre-wet travel wipes 46 and 
the used catheter zipper bag 28. 

When catheterization is required, the user should find a 
place (preferably a bathroom) and follow Steps I-VI above, 

65 using clean paper towels for a clean work surface. After 
removing the catheter 22 in Step V, rinse it off if possible and 
store it in the used catheter zipper bag 28, placing the bag 28 
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in the fanny pack 38. Wash as described previously in Step 
I. The used catheters may be cleaned completely upon 
returning home. 

The present invention includes teaching or instructing 
users in the use of system 10. System 10 includes a set of 5 

extremely detailed instructions 34 and self-care documen­
tation 44, as illustrated in FIG. 4. The self-care documen­
tation is used by the medical care professional to instruct the 
users and for medical records. 

Federal, state and local regulatory agencies require that 10 

the medical professional maintain complete records, includ-
ing records to training provided to individuals. The medical 
care professional uses the self-care documentation 44 pro­
viding the instruction to the patient or user on the use the 
method and system 10 as illustrated in FIG. 4. The self care 15 

documentation enables the medical care professional to 
ensure that the training is complete, providing a signature 
box or acknowledgment areas 45A and 45B for the user to 
indicate that they received and understand the instructions. 
This documentation 44 is maintained by the clinician or a 20 

medical provider as part of the clinical record, where they 
may be used for accreditation and/or legal purposes. 

The present invention further contemplates a patient edu­
cation system for educating users in performing intermittent 

25 
male catheterization. The system includes the system 10 and 
the self-care documentation 44. The present invention is 
only used on the order of a physician. An instructor (i.e., a 
doctor, nurse, clinician, other medical profession, or any 
individual trained to educate users in performing male 

30 
catheterization) uses the self-care documentation 44 to train 
users to perform a male catheterization, preferably using the 
system 10. The instructor takes the user through the process 
of performing a male catheterization, and may even dem­
onstrate specific procedures using specific items in the 

35 
system 10. For example, it is contemplated that the instruc-
tor could demonstrate how to apply lubricating gel to the 
catheter 22, clean the catheter 22, record drainage, etc. It 
should be appreciated that the instructor could use a model 
to demonstrate how to insert the catheter 22, drain the 

40 
bladder and remove the catheter 22. 

It should be appreciated that the system 10 may contain 
sufficient apparatus for one or more catheter insertions; for 
example, apparatus for two, three, four or more months of 
catheter usage are contemplated. Further, it should be appre- 45 
ciated that refills for system 10 may be provided. In a 
preferred embodiment, a reorder form may be provided in 
system 10. 

While the present invention has been described in con­
nection with what is presently considered to be the most 50 

practical and preferred embodiments, it is to be understood 
that the invention is not limited to the disclosed 
embodiments, but on the contrary is intended to cover 
various modifications and equivalent arrangements included 
within the spirit and scope of the claims. It is thus to be 55 

understood that modifications and variations in the present 
invention may be made without departing from the novel 
aspects of this invention as defined in the claims, and that 
this application is to be limited only by the scope of the 
claims. 

What is claimed is: 
1. A patient education system for educating a user in 

performing intermittent male catheterization, said system 
comprising: 

60 

a male catheterization system including: 65 

(a) a plurality of gloves; 
(b) a collection basin; 

8 
( c) a plurality of disposable wipes 
( d) a plurality of protective underpads; 
( e) a plurality of male catheters; 
( f) lubricant gel; 
(g) a plurality of clean catheter bags; 
(h) a used catheter bag; 
(i) a urine record card; 
G) a lubricating gel tube; 
(k) step-by-step instructions for using items ( a) to G); 
(1) a container wherein items (a) through G) are posi-

tioned inside the container; and 
self-care documentation an instructor uses to educate the 

user in performing intermittent male catheterization 
using the system. 

2. The patient education system of claim 1, wherein the 
self-care documentation includes at least one acknowledge­
ment section for documenting instructions provided to the 
users. 

3. An intermittent male catheterization system, said sys­
tem comprising: 

a plurality of infection prevention devices said infection 
prevention devices includes at least two gloves, at least 
one disposable wipe, at least one bag, alcohol gel, and 
a protective underpad; 

at least one male catheterization device; 
at least one recording device including a collection basin 

and a record card which enables a user to record an 
amount of drainage from a male catheter site; 

at least one set of step-by-step instructions for using the 
infection prevention devices, male catheterization 
device and recording device; 

self-care documentation including an acknowledgement 
section for documenting instructions provided to the 
user in the use of the system; and 

a container for holding the system. 
4. An intermittent male catheterization system for use by 

a user and containing apparatus for a plurality of male 
catheter insertions, said system comprising: 

( a) a plurality of gloves; 

(b) a collection basin; 

( c) a plurality of disposable wipes 

( d) a plurality of protective underpads; 

( e) a plurality of male catheters; 

(f) a lubricant gel; 

(g) a plurality of clean catheter bags; 
(h) a used catheter bag; 

( i) a urine record card; 

G) a lubricating gel tube; 

(k) a set of step-by-step instructions for using items ( a) to 
G); and 

(1) a container wherein items (a) through G) are positioned 
inside the container. 

5. The system of claim 4, which includes self-care docu­
mentation for documenting instructions provided to the user 
in the use of the system. 

6. A patient education system for educating a user in 
performing intermittent male catheterization, said system 
comprising; 

a male catheterization system including: 
(a) a collection basin; 
(b) a plurality of disposable wipes 
( c) a plurality of male catheters; 
( d) lubricant gel; 
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( e) a plurality of clean catheter bags; 
(f) a used catheter bag; 
(g) a urine record card; 
(h) a lubricating gel tube; 
(i) step-by-step instructions for using items ( a) to (h); 5 

G) a container wherein items (a) through (h) are posi­
tioned inside the container; and 

self-care documentation an instructor uses to educate the 
user in performing intermittent male catheterization 
using the system. 

7. The patient education system of claim 6, wherein the 
self-care documentation includes at least one acknowledge­
ment section for documenting instructions provided to the 
users. 

10 

8. A intermittent male catheterization system, said system 15 

comprising: 

a plurality of infection prevention devices said infection 
prevention devices includes at least one disposable 
wipe, at least one male catheter bag, and alcohol gel; 

at least one male catheterization device; 

at least one recording device including a collection basin 
and a record card which enables a user to record an 
amount of drainage from a male catheter site; 

20 

at least one set of step-by-step instructions for using the 25 

infection prevention devices, male catheterization 
device and recording device; 

10 
self-care documentation including an acknowledgement 

section for documenting instructions provided to user 
in the use of the system; and a container for holding the 
system. 

9. An intermittent male catheterization system for use by 
a user and containing apparatus for a plurality of male 
catheter insertions, said system comprising: 

( a) a collection basin; 

(b) a plurality of disposable wipes 

( c) a plurality of male catheters; 

( d) a lubricant gel; 

( e) a plurality of clean catheter bags; 

(f) a used catheter bag; 

(g) a urine record card; 

(h) a lubricating gel tube; 

(i) a set of step-by-step instructions for using items ( a) to 
(h); and 

G) a container wherein items (a) through (h) are posi­
tioned inside the container. 

10. The system of claim 9, which includes self-care 
documentation for documenting instructions provided to the 
user in the use of the system. 

* * * * * 
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3,166,189 
CATHETERIZATION PACKAGE 

2 
longer than the depth of the notch 4 and long enough so 
that the user's hand is not likely to come in contact with 
the contents. In one side· wall of the tray portion, near 

Hamilton S. Disston, Basking Ridge, N.J., assignor to 
C. R. Bard, Inc., J.l..'.iurray Hill, N.J., a corporation of 
New York 5 

the end having the flap 5, . there is provided a slanting 
notch 6, preferably narrower at its top than the diameter 
of the drainage tube to be used with the package_ and en-Filed Mar. 26, 1963, Ser. No. 268,110 

10 Claims. (Cl. 206-63.2) 

This invention relates to a catheterization package, in­
cluding a package specially designed for cooperation with 
a pre-assembled catheter-tube-bag assembly contained 
therein. 

larging to approximately the size of said tube in its lower 
portion. This notch 6 may extend down from the edge 
of the tray portion to a depth of about one-third the depth 

10 of the tray. Since both the sleeve and the tray may con­
veniently be formed of carboard or the like, having a 
certain amount of stiffness, the notch in the tray will re­
tain its form and size well enough to serve the temporary In effecting catheterization of a patient requiring such 

treatment it has long been customary to take (not neces­
sarily in this order) such separate steps as removing a 15 
sterile catheter from its envelope, applying lubricant to 

purpose for which it is designed. 
As sold, the container described above may contain the 

several catheterization appliances and accessories pre­
viously listed, arranged in such order and position as to 
be most conveniently available when the container is 
opened, and particularly the pre-connected drainage sys-

it, inserting it in the patient, inflating its balloon (if it is 
a Foley type retention catheter), connecting a drainage 

. tube to its proximal end, connectfag a drainage bag to 
the tube and hanging the bag on a support. The catheter, 
tube, bag and support have normally been supplied sepa­
rately, for assembly at the time of use while observing 
such precautions respecting sterility as may be possible 
and necessary, and putting up with the inconvenience and 
delay because no better procedure was available. 

According to the present invention, there is made avail­
able, in a sealed sterile package, a two-part container con­
structed so that it can be opened only in one direction and 
in a manner which. avoids contamination of the contents, 
the contents including ( all sterile) gloves which can be 
put on without destroying sterility, a protective sheet, 
lubricant, water (for inflation of the balloon), a syringe 
and, most importantly, a pre-assembled catheter-drainage 
tube-drip chamber-drainage bag and hanger, assembly, 
sterile and ready for use immediately. The container in­
cludes a tray portion having tube holding means, such as 
a notch, at one side so that the drainage bag may be left 
temporarily in the tray with the tube snapped in the notch 
to hold the drip chamber higher than the bag and prevent 
spillage or back flow when the catheter is first inserted 
and before the bag and its support have been installed 
on the bed rail, for instance. The pre-assembling and ster-
ile packing of the catheter and its drainage system not 
only saves time and trouble but practically eliminates 
the danger of faulty connections and loss of sterility, in­
herent in the former system. 

A practical embodiment of the invention is shown in 
the accompanying drawings wherein: 

FIG. 1 represents a perspective view of the catheter-to­
bag assembly, extended in condition for use with the bag 
temporarily left in the tray portion of the container from 
which the sleeve portion has been removed; 

FIG. 2 represents a perspective view of the container, 
partly opened; 

FIG. 3 represents a detail side elevation, from the line 
III-III in FIG. 2, and 

FIG. 4 represents a detail ~ertical section, on an en­
larged scale, taken on the line IV-IV of FIG. 2. 

20 tem of catheter 7, drainage tube 8, drip chamber 9 and 
drainage bag 10, suitable adapters being interposed, if 
necessary, between the catheter and tube and/or between 
the drip chamber and bag. The container and its con­
tents are sealed, in sterile condition, within a plastic outer 

25 envelope (not shown) which is preferably not opened or 
removed until the contents of the package are to be used. 
Certain smaller items may be collected and packed in an 
inner plastic envelope, if desired. 

When the outer envelope has been removed and dis-
30 carded the container can be opened, but only in the direc­

tion illustrated in FIG. 2. The short flap 3 on one end 
of the sleeve makes it difficult and inconvenient to slide 
the tray portion out that end but still leaves the end open 
enough so that the tray portion can be pushed out the 

35 opposite end. While the tray is being thus pushed by the 
fingers. of one hand (e.g., the left hand) the other hand 
(e.g. right) grasps the slightly projecting end of the tray, 
with fingers underneath and thumb on the flap 5 (taking 
advantage of the presence of notch 4, if necessary) and 

40 draws it out of the sleeve, which can then be discarded. 
Such contents of the tray portion as the pad or sheet, 
gloves, cleansing solution, lubricant, syringe and water 
packet are removed and put to their respective intended 
uses, the syringe being filled with water in preparation for 

45 inflatio·n of the catheter balloon. Upon removal of the 
catheter and tube from the tray, the drainage bag 10 is 
left in the tray and the lower end of the tube 8 is snapped 
into the notch 6, as shown in FIG. 1, where it is retained 
during the initial stage of the catheterization including in-

50 sertion of the catheter 7 and inflation of the balloon 7' by 
injection of sterile water from the syringe 11, preferably 
through a valve, indicated generally at 12. After the 
proper installation of the drainage system the bag is in­
tended to be removed from the tray and hung at the side 

55 of the bed on a hanger 13 of any suitable design. When 
the hanger is of the type shown in copending application 
of Disston and Pyhel, Serial No. 268,159, filed March 26, 
1963, it may be pre-assembled with the bag, requiring 

Referring to the drawings, the package includes a con­
tainer having a sleeve portion 1 and a tray portion 2. 60 
The sleeve portion is rectangular and open at both ends, 

only adjustment from flat position to hanging position. 
The package, and its contents, described above provide 

for the first time a complete, properly organized, conven­
iently arranged, sterile set of equipment for catheteriza­
tion, the entire drainage system being pre-assembled. The 
container is so constructed that it can be opened without 

but is provided at one end with a short flap 3, integral 
with the top of the sleeve and extending down over about 
one-fourth to one-third of the height of the opening at 
that end. At the end of the sleeve opposite that to which 
the flap 3 is attached, the top is notched as shown at 4 to 
facilitate grasping and sliding out the tray portion. 

The tray portion 2 is also rectangular, of a size to fit 
snugly within the sleeve portion, and open at the top but 
provided at one end with. a short ( one inch or somewhat 
less) inwardly directed flap 5, integral with the end from 
which it extends. The flap 5 should, in any-event, be 

65 any part of either hand of the user coming in contact 
with the contents. \Vhen opened, the container presents 
the user first with a sheet or underpad, which is placed 
under the patient, and then with a pair of sterile disposable 
gloves, designed to be put on without need for touching 

70 the outside of either one, and after that all further manipu­
lations are effected by the sterile gloved hands working 
with sterile pieces of equipment. Since the drainage sys-

Bard Exhibit 1004.0514



3,HW,189 

3 
tem is pre-assenib1ed, it is ready for use after the tube 
S has been snapped.into notch 6 of the tray in order to 
establish, temporarily, the location and position of the 

5 

4!-
in which the integral stop is • a flap depending from the 
end of the sleeve top for a distance less than the height 
of the sleeve. 

7. A catheterization package according to claim 2 
in which the sleeve portion is provided with an integral 
stop at one end, adapted to prevent sliding of the tray 
portion out of said end while permitting pushing of the 
tray portion in a direction to slide out the opposite end 
and in which the tray portion is provided at one end with 

bag 10, with the drip chamber higher than the bag. There 
is no possibility that some necessary and urgently needed 
item has been overlooked and is not immediately avail­
able, as can easily happen when the items have to be as­
sembled individually from the stock room perhaps by 
more than one person, dividing the responsibilities of 
preparation. 

It will be understood that various changes may be made 
10 an integral inturned flap, whereby said end can be grasped 

and pulled to slide the tray portion out of the sleeve por­
tion. in the form, construction and arrangement of the several 

parts without departing from the spirit and scope of the 
invention, and hence I do not intend to be limited to the 
details shown or described herein except as the same are 15 
included in the claims or may be required by disclosures 
of the prior art. 

What I claim is: 
1. A catheterization package compnsmg, an openable 

container of relatively stiff material and a pre-assembled 20 
drainage system including a catheter, a drainage tube and 
a drainage bag, said drainage system being packed in said 
container and said container being adapted, when open, 
to hold said bag in a position for temporary use. 

2. A catheterization package according to claim 1 25 
in which the container comprises a sleeve portion and a 
tray portion, the tray portion being slidable in one direc-
tion from a position entirely within the sleeve portion 
to a position entirely outside of the sleeve portion. 

3 .. A cathetetization package according to claim 2 30 
in which the tray portion has a notch formed in one of its 
side walls, the sides of said notch being so spaced as to 
be able to engage the tube releasably, with the bag in 
the tray portion and the catheter in use. 

4. A catheterization package according to claim 2 35 
in which the tray .portion is provided at one end with an 
integral protective inturned flap, whereby said end can 
be grasped and pulled to slide the tray portion out of 
the sleeve. portion without touching or contaminating 
the contents. 

5. A catheterization package according to claim 2 
in which the sleeve portion is provided with an integral 
stop at one end, adapted to prevent sliding of the tray 
portion out of said end while permitting pushing of ,the 
tray portion in a direction to slide out the opposite end. 

6. A catheterization package according to claim 5 

40 

45 

8. A catheterization package according to_ claim 7 
in which the integral stop is a flap depending from the 
end of the sieeve top for a distance less than the height of 
the sleeve. 

9. A catheterization package comprising, an open-
able sterile container and a pre-assembled sterile drainage 
system packed therein, the container including a tray por­
tion adapted to be put in condition foi use without con­
tamination of its contents, and the drainage system in-
cluding an assembly of catheter, drainage tube, drip cham­
ber and bag, the tray portion being provided with means 
for engaging releasably • the drainage tube adjacent the 
drip chamber to hold the drip chamber higher than the 
bag when the bag is in the tray portion and the catheter 
is in use. • • 

10. A catheterization package according to claim 6 
in which the means for engaging the drainage tube is a 
notch formed in one of the side walls of the tray portion, 
the sides of said notch being spaced by a distance no 
greater than the diameter of the drainage tube. 
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INDWELLING URINARY 
CATHETERIZATION ASSEMBLY 

This application claims priority to U.S. Provisional Patent 
Application Ser. No. 60/780,972, filed Mar. 10, 2006, the 
content of which is hereby incorporated by reference in its 
entirety into this disclosure. 

BACKGROUND OF THE INVENTION 

1. Field of the Invention 
The present disclosure is directed to devices and methods 

for catheterization of the urinary bladder. More particularly, 
the present invention relates to devices and methods for 
extended or long-term catheterization of the urinary bladder. 

2. Background of the Invention 
The occasional or periodic catheterization of an individu­

al's urinary bladder is a common practice today for many 
persons who are in a hospital setting, a nursing home, doctor's 
office, rehabilitation facility, or at home. For instance, a 
patient may be catheterized to treat such conditions as urinary 
retention, the inability to evacuate urine, or for the purpose of 
obtaining a sterile urine specimen from a patient in a doctor's 
office. Some catheterizations may be intermittent or repeated, 
while other catheterizations may be extended, or long-term. 
Extended catheterizations may require the use of an indwell­
ing (e.g., "Foley") catheter. 

Generally, catheterizations may be assisted (non self-cath­
eterizations) or unassisted ( self-catheterizations ). In assisted 
catheterizations, it is commonplace for a nurse to perform the 
catheterization procedure using pre-assembled kits, or cath­
eterization tray ("cath tray"), which typically includes a cath­
eter, a drape, disposable gloves, antiseptic solution, cotton 
balls, a sealed packet containing sterile lubricating jelly, for­
ceps, waterproof absorbent underpad, prepping cotton balls, a 
sterile urine specimen bottle, and a urine collection container. 
In particular, for long-term catheterizations, the catheter pro­
vided in the cath tray is typically an indwelling catheter 
capable of being sufficiently maintained within the patient for 

2 
urinary tract infections may lead to morbidity and additional 
costs to the patient and society. 

In addition to sanitation concerns, because multiple steps 
are involved to perform the procedure ( e.g., sterilization, 

5 lubrication, insertion, etc.), a nurse may spend a significant 
amount of time (e.g., 10 minutes or more) carrying out each 
catheterization. Further, the "cath tray" procedure maybe 
expensive or otherwise impractical for use with some indi-

10 

viduals and situations today. 
A variety of catheterization kits and products are currently 

available. For instance, U.S. Pat. No. 6,090,075 (House I) 
discloses a catheterization kit including a catheter comprising 
a rigid introducer member for positioning catheter assembly 
against the urethral opening, a flexible catheter, and a flexible 

15 thin-walled sheath surrounding the catheter and partially cov­
ering the catheter introducer. 

Some catheterization assemblies and kits employ hydro­
philic catheters that are self-lubricating when wetted with a 
fluid (e.g., water) prior to use. U.S. Pat. No. 6,409,717 (Astra 

20 Aktiebolag) and U.S. Pat. No. 6,736,805 (AstraZeneca AB) 
describe apparatus for wetting a hydrophilic urinary catheter, 
comprising a wetting receptacle which defines a wetting fluid 
receiving area for receiving the catheter and a wetting fluid 
container having a discharge outlet movable from a closed 

25 position to an open position on application of a predetermined 
condition thereto to enable the wetting fluid to be discharged 
from the container. U.S. Pat. No. 6,634,498 (Coloplast A/S) 
describes certain urinary catheter assemblies including a uri­
nary catheter having at least a part of its surface a hydrophilic 

30 surface layer intended to produce a low-friction surface char­
acter of the catheter by treatment with a liquid swelling 
medium during manufacture of the catheter assembly, and a 
catheter package having a cavity for accommodation of the 
catheter. The package includes a compartment having walls 

35 of a gas impermeable material that accommodates the liquid 
swelling medium, and a pre-treated catheter for long term 
preservation of the low-friction surface character and provi­
sion of a ready-to-use catheter assembly. 

an extended period of time. All of these items are typically 40 

packaged together and sterilized. 

Some of the aforementioned catheter devices include a 
protective sheath that surrounds the catheter. Such a protec­
tive sheath may serve multiple purposes. For instance, the 
sheath may prevent contamination of catheter as the catheter 
is handled prior to and/or during use. In addition, in some 
hydrophilic catheters, the sheath may serve to contain a wet-

To perform the typical catheterization, the nurse opens the 
tray, dons sterile gloves and places the drape around the 
patient's genitalia. The antiseptic solution is opened and 
poured over the cotton balls. The packet oflubricatingjelly is 45 

opened and squeezed onto a sterile field. The patient's ure­
thral opening is cleansed with the saturated cotton balls, the 
nurse holding each with the forceps. The nurse then runs the 
tip end of the catheter, comprising the first inch or two ( about 
2.5 cm to about 5 cm) of the insertable portion, through the 50 

lubricating jelly. The catheter is then inserted into the urethra 
and advanced until urine begins to flow. The urine is drained 
into the urine collection container. A urine specimen may be 
caught in the specimen bottle, if needed. For long-term cath­
eterizations, a band around the tip of the indwelling catheter 55 

may be expanded such that the catheter may not be easily 
pulled from the bladder and is thus sufficiently maintained in 

ting agent used to lubricate the catheter during use. However, 
certain of the aforementioned catheter devices are intended 
for intermittent or short-term catheterizations and may not 
work adequately for long-term or extended catheterizations. 

Accordingly, there remains a need for an easy-to-use, sani­
tary and disposable catheterization assembly for extended or 
long-term catheterizations. 

SUMMARY OF THE INVENTION 

An exemplary embodiment disclosed herein serves as an 
indwelling urinary catheter assembly. In certain embodi­
ments, the indwelling catheter assembly comprises an ind­
welling catheter including a first end having a urine inlet, a 
second end having a urine outlet, a takeoff port having a port 

the patient for an extended period of time. This basic proce­
dure is widely used in inpatient hospitals around the world, 
and has remained essentially the same for 50 years. 60 bore, an expander, and a urethra insertable portion. The urine 

inlet and urine outlet are in fluid communication, and the port 
bore and the expander are in fluid communication. In addi­
tion, the indwelling catheter assembly further comprises a 

Although the catheterization kit may be sterile prior to 
opening, the nurse must open the tray and handle the various 
items in the tray in order to use the kit. Further, even if special 
precautions are taken, maintaining a "sterile" environment 
during the procedure may present challenges. Non-sterile 65 

techniques and/or contamination of the catheter may result in 
infection of the patient's urinary tract. In some instances, 

pliable sheath comprising a lumen, wherein the sheath 
encloses all or part of the insertable portion. 

The foregoing has broadly outlined certain features of the 
embodiments described herein in order that the detailed 
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not intended to intimate that the scope of the disclosure, 
including the claims, is limited to that embodiment. 

Certain terms are used throughout the following descrip­
tion and claims to refer to particular system components. As 
one skilled in the art will appreciate, different persons may 
refer to a component by different names. This document does 
not intend to distinguish between components that differ in 
name but not function. The drawing figures are not necessar­
ily to scale. Certain features of the invention may be shown 

description that follows may be better understood. Additional 
features will be described hereinafter. It should be appreci­
ated by those skilled in the art that the conception and the 
specific embodiments disclosed may be readily utilized as a 
basis for modifying or designing other devices, methods, or 5 

systems for carrying out the same purposes of the embodi­
ments disclosed herein. It should also be realized by those 
skilled in the art that such equivalent constructions do not 
depart from the spirit and scope of the invention as set forth in 
the appended claims. 10 exaggerated in scale or in somewhat schematic form, and 

some details of conventional elements may not be shown in 
interest of clarity and conciseness. BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. lA is a side view of an embodiment of a sheathed 
indwelling catheter assembly. 

FIG. 1B is a side view of the sheathed indwelling catheter 
assembly of FIG. lA, with the sheath partially gathered. 

FIG. lC is a side view of the sheathed indwelling catheter 
assembly of FIG. lA, with the sheath substantially gathered. 

In the following discussion and in the claims, the terms 
"including" and "comprising" are used in an open-ended 

15 fashion, and thus should be interpreted to mean "including, 
but not limited to .... "Also, the term "couple" or "couples" 
is intended to mean either an indirect or direct connection. 
Thus, if a first device couples to a second device, that con-

FIG. lD is an enlarged cross-section of the indwelling 20 

catheter of FIG. lA. 

nection may be through a direct connection, or through an 
indirect connection via other devices and connections. 

Also, the term "distal" is intended to refer to positions 
relatively away from the patient when the catheter is in use, 
while the term "proximal" is intended to refer to positions 
relatively near the patient when the catheter is in use. Thus, 

FIG. 2A is a side view of another embodiment of a sheathed 
indwelling catheter assembly. 

FIG. 2B is a side view of the sheathed indwelling catheter 
assembly of FIG. 2A, with the sheath partially gathered and 
partially removed. 

FIG. 2C is a side view of the sheathed indwelling catheter 
assembly of FIG. 2A, with the sheath completely removed. 

FIG. 3A is a side view of another embodiment of a sheathed 
indwelling catheter assembly. 

FIG. 3B is a side view of the sheathed indwelling catheter 
assembly of FIG. 3A, with the sheath partially gathered and 
partially removed. 

FIG. 3C is a side view of the sheathed indwelling catheter 
assembly of FIG. 3A, with the sheath substantially gathered 
and substantially removed. 

FIG. 4A is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4B is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4C is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4D is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4E is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4F is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 4G is a partial side view of another embodiment of a 
sheathed indwelling catheter assembly. 

FIG. 5 shows the contents of an indwelling catheterization 
kit according to an embodiment of the present invention. 

DETAILED DESCRIPTION OF THE INVENTION 

The present invention provides for catheter and catheter 
assemblies capable of mating with adhesive pads in order to 
increase a catheterized patient's mobility and prevent move­
ment of the catheter in and out (pistoning) of 

The following discussion is directed to various embodi­
ments of the invention. Although one or more of these 
embodiments may be preferred, the embodiments disclosed 
should not be interpreted, or otherwise used, as limiting the 
scope of the disclosure, including the claims. In addition, one 
skilled in the art will understand that the following descrip­
tion has broad application, and the discussion of any embodi­
ment is meant only to be exemplary of that embodiment, and 

25 the proximal end of a device is relatively near the patient as 
compared to the distal end of the device, which is relatively 
away from the patient. 

U.S. Pat. No. 6,090,075 (House I), U.S. App. No. 60/708, 
893 (House II), and U.S. application Ser. No. 11/326,699 

30 (House III), and U.S. Provisional Application U.S. Express 
Mail Label No. EV 303424660 US, filed concurrently here­
with, are each hereby incorporated herein by reference in 
their entirety. 

Referring to FIG. lA, an embodiment of a sheathed ind-
35 welling catheter assembly 100a is shown. Assembly 100a 

comprises a flexible indwelling catheter 10 and a protective 
sheath 40. Catheter 10 includes a urethra insertable portion 20 
(portion insertable into a patient's urethra) and a non-insert­
able portion 30 (portion not intended to be inserted into the 

40 patient). Insertable portion 20 commences at a catheter tip 14 
and ends at an insertion stop location 25, adjacent non-insert­
able portion 30. 

Catheter 10 further comprises one or more urine inlet(s) 16 
in tip 14, a distal end12 including a urine outlet 18, and a urine 

45 conduit 11 in fluid communication with inlet( s) 16 and outlet 
18. In this configuration, when catheter 10 is sufficiently 
inserted into a patient's bladder, urine enters catheter 10 
through inlet(s) 16, is conducted through urine conduit 11 of 
catheter 10, and exits catheter 10 at outlet 18. Optionally, a 

50 urine collection bag or receptacle may be coupled to outlet 18 
such that urine may exit outlet 18 into the collection bag. 

In addition, catheter 10 comprises a takeoff port 17 having 
a port bore 19, an expander conduit 13, and an expander 15. 
Port bore 19 is in fluid communication with expander 15 via 

55 expander conduit 13. As with many indwelling catheters, 
fluid (e.g., sterile water, saline solution, air, etc.) may be 
injected into port bore 19 via takeoff port 17 to fill and expand 
expander 15. In this manner, once catheter 10 is properly 
positioned in the bladder of the patient, expander 15 may be 

60 expanded ( e.g., "ballooned") such that tip 14 of catheter 10 
may be maintained within the patient's bladder for an 
extended period of time (e.g., tip 14 is not easily withdrawn 
from the patients bladder when expander 15 is expanded). 
Once the catheterization is no longer necessary, fluid may be 

65 withdrawn from expander 15 through port bore 19 and out of 
catheter 10, thereby reducing the size of expander 15 such that 
catheter 10 may be removed from the patient. Port bore 19, 
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expander conduit 13, and expander 15 are not in fluid com­
munication with inlet(s) 16, urine conduit 11, noroutlet 18. In 
other words, there is no mixing of fluids within expander 
conduit 13 and urine conduit 11. In select embodiments, 
takeoff port 17 is located in the distal 1/2rd of catheter 10. 

6 
ments (e.g., FIG. 4A), second sheath terminus 42 may slid­
ingly engage catheter 10 at attachment point 43. 

As shown in FIGS. lA-lC, fixation tab 60 extends from 
first collar 45. In other embodiments, no fixation tab 60 is 

5 provided. In general, fixation tab 60 serves to couple catheter 
10 to the patient once tip 14 is properly positioned in the 
patient's bladder. Fixation tab 60 is discussed in more detail 
below. 

FIG. lD shows an enlarged cross-section of catheter 10 
taken between expander 15 and takeoff port 17. Expander 
conduit 13 allows fluid communication between expander 15 
and port bore 19. Further, urine conduit 11 allows fluid com­
munication between one or more inlet(s) 16 and urine outlet 10 

12. However, as best seen in FIG. lD, there is no fluid com­
munication between urine conduit 11 and expander conduit 

Sheath 40 encloses all, or at least part of, insertable portion 
20, thereby creating a sheath lumen 41 between sheath 40 and 
catheter 10. Sheath 40 may comprise any suitable material. 
For example, sheath 40 may be an elongated, flexible plastic 
membrane, such as a bag. Further, sheath 40 and lumen 41 
may comprise any suitable geometry including without limi-

13. 
Catheter 10 may be similar to conventional flexible ind­

welling catheters, sometimes referred to as "Foley" catheters. 
Catheter 10 may comprise any suitable material including 
without limitation, vinyl, red rubber latex, silicone elastomer, 
or the like. 

Referring again to FIG. lA, catheter tip 14 initially rests 
inside, and is supported by, anintroducer75a. In this embodi­
ment, introducer 75a is an introducer similar to that disclosed 

15 tation, rectangular, cylindrical, flattened, inflated, partially 
inflated, or combinations thereof. 

Together, introducer 75a ( or other device covering tip 14) 
and sheath 40 cooperate to enclose and protect insertable 
portion 20 of catheter 10 from contamination prior to and 

20 during use. In the embodiment shown in FIG. lA, insertable 
portion 20 of catheter 10 is maintained in sterile condition 
inside introducer 75a and sheath 40. In embodiments where 
no introducer 75a, or other device covering tip 14, is provided 

in House II. However, in other embodiments, the introducer 
enclosing tip 14 may be any suitable device capable of pre­
venting direct contact of tip 14 with non-sterile surfaces. 
Introducer 75a slidingly receives catheter 10. In particular, as 25 

best seeninFIGS. lA-lC, tip 14 and insertableportion 20 are 
intended to slide through introducer 75a, thereby advancing 
insertable portion 20 into the patient's urethra. Introducer 75a 
includes a conduit or guide 78 that controls the direction of 
motion of catheter 10, including tip 14, relative to introducer 30 

75a. 

(e.g., FIG. 3A), insertable portion 20 of catheter 10 may be 
fully enclosed within sheath 40 and thereby maintained in 
sterile condition. 

The urethra-insertable portion 20 of catheter 10 is gener-
ally the length of catheter that may be appropriately inserted 
into the patient's urethra in order to perform a successful 
catheterization to drain the patient's urinary bladder. In select 
embodiments, insertable portion 20 is about 2/3rd the length of 
catheter 10. The actual length of catheter 10, and the length of 
the insertableportion20, may depend on the application ( e.g., 
adult or child size) and may also vary somewhat from one 

Sheath 40 comprises a first sheath terminus 44 and a second 
sheath terminus 42. First sheath terminus 44 comprises a first 
collar 45 coupled to introducer 75a. First sheath terminus 44 
slidingly engages catheter 10. First collar 45 is fixed to intro­
ducer 75a by first collar 45 such that first collar 45 does not 
move rotationally ortranslationally relative to introducer 75a. 

35 patient to another. As a practical matter, insertable portion 20 
is decreased, at least to some extent, by the distance on cath­
eter 10 required to accommodate introducer 75a (if provided) 
and sheath 40 when sheath 40 is gathered toward second 

In different embodiments, first sheath terminus may not com­
prise a collar. Moreover, in other embodiments, first sheath 

40 
terminus 44 may not be fixed to introducer 75a or any other 
device that covers tip 14, if provided. Further, in certain 
embodiments, similar to that shown in FIGS. 2A and B, first 
sheath terminus 44 is removably coupled to an introducer. 
Still further, in some embodiments (e.g., FIG. 3A), first 

45 
sheath terminus 44 completely encloses tip 14. 

sheath terminus 42. 
As discussed below in more detail (see "Catheterization 

Procedure"), during use of assembly 1 00a, flexible sheath 40 
is gathered toward second sheath terminus 42 in order to 
advance tip 14 and insertable portion 20 into the patient's 
urethra Thus it can be readily appreciated that, in some 
embodiments, less than all of catheter 10 protected by the 
sheath 40 may be needed for insertion into the patient. 

Still referring to FIGS. lA-lC, in this embodiment second 
sheath terminus 42 comprises a second collar 46. Second 
collar 46 is coupled to catheter 10 at an attachment point 43. 
Attachment point 43 is provided between tip 14 and distal end 
12. Second collar 46 is coupled to catheter 10 at attachment 
point 43, which straddles takeoff port 17. However, in gen­
eral, second sheath terminus 42 ( e.g., second collar 46) may 
be coupled to catheter 10 in any suitable location including 
without limitation, straddling takeoff port 17, between tip 14 
and takeoff port 17, between takeoff port 17 and distal end 12, 
or other locations. 

In the embodiment shown in FIGS. lA-lC, second collar 
46 is fixed to catheter 10 such that second collar 46 does not 
move rotationally or translationally relative to catheter 10. 
However, in general, second sheath terminus 42 ( e.g., second 
collar 46) may be coupled to catheter 10 by any suitable 
means including without limitation, by heat fitting ( e.g., par­
tially melting second sheath terminus 42 to catheter 10) ( e.g., 
FIG. 4E), by pressure fitting, by adhesive (e.g., glue), by a 
collar attached to second sheath terminus 42 and catheter 10 
(e.g., FIG. lA ), or combinations thereof. In different embodi-

Accordingly, an insertion stop location 25 (where the catheter 
stops near the urethral opening upon establishment of urine 
flow) may substantially coincide with attachment point 43, or 

50 it may be spaced away from attachment point 43 ( e.g., closer 
to tip 14). 

FIG. lA shows the urethra-contacting end of assembly 
1 00a (proximal end of assembly 1 00a) as including an intro­
ducer 75a. However, in general, the proximal end ofassembly 

55 100a may comprise any suitable configuration. For example, 
in some embodiments, introducer 75a may be replaced with 
another type of introducer or tip cover to keep sterile at least 
the insertable portion 20 of the catheter 10 prior to insertion. 
In other embodiments, introducer 75a or other tip cover may 

60 be similar to those that are known in the art. For example, the 
introducer may comprise an O'Neil® type introducer with 
"cross-cut" end (e.g., FIG. 2A-2C) or an introducer similar to 
that disclosed in House II. Embodiments of an O'Neil® type 
introducer are disclosed in U.S. Pat. No. 4,652,259, which is 

65 hereby incorporated herein by reference in its entirety. Fur­
ther, introducer 75a or other tip cover may be removable from 
catheter 10 and/or slidingly engage catheter 10 (e.g., be slid 

Bard Exhibit 1004.0528



US 7,662,146 B2 
7 8 

forceps and other devices conventionally used to maintain the 
sterility of an indwelling catheter may be eliminated. By 
eliminating these additional items required to maintain ste­
rility of an indwelling catheter, embodiments of the sheathed 

toward distal end 12 to advance insertable portion 20 as 
shown in FIGS. lB and C). Still further, in some embodi­
ments (e.g., FIG. 3A), catheter 10 may be provided without 
introducer 75a or other tip cover, and sheath 40 may com­
pletely or partially enclose insertable portion 20 of catheter 
10. Additional suitable configurations for the proximal end of 
assembly 100a are disclosed in House I, House II, and House 
III, which are each hereby incorporated by reference in their 
entirety. 

5 indwelling catheter assembly described herein are intended to 
reduce the cost for indwelling catheter kits, reduce the time 
required to perform an indwelling catheterization, and reduce 
urinary tract infections. 

In some catheter assemblies, the process of gathering 
In use, it may be desirable to lubricate tip 14 and a proximal 

portion insertable portion 20 prior to advancing tip 14 into the 
patient's urethra. Thus, in some embodiments, introducer75a 
( or other protective tip cover) and/or lumen 41 of sheath 40 
may contain a lubricant, or a wetting agent in the case of a 
hydrophilic indwelling catheter. Alternatively, tip 14 and a 
proximal portion of insertable portion 20 may be lubricated 
by applying a sterile lubricating gel. 

10 sheath 40 to advance insertable portion 20 may result in an 
increase in pressure ( e.g., a pressure build-up) in lumen 41. 
This may particularly be a problem with catheter assemblies 
in which there is limited or no means to relieve pressure 
build-up within lumen 41 (e.g., no fluid communication 

Still referring to FIGS. lA-lC, during use, a nurse may 
grasp introducer 75a and/or catheter 10 through flexible 
sheath40 near the tip end 14 and align the catheter tip 14 with 
the patient's urethra. The nurse may then push tip 14 through 
introducer 75a and advance catheter tip 14 into the patient's 
urethra. In embodiments that do not include an introducer 7 Sa 

15 between lumen 41 and the environment outside sheathed 
catheter assembly 100a). Without being limited by theory, as 
the flexible sheath 40 is gathered, the volume of lumen 41 
may decrease. In embodiments in which lumen 41 is not in 
fluid communication with a collection bag or an environment 

or other tip cover ( e.g., FIGS. 3A and B), a portion of sheath 
40 near tip 14 may need to be opened to allow catheter tip 14 
to emerge. 

20 outside sheath 40, some fluid contained within lumen41 ( e.g., 
air, wetting agent, etc.) may become trapped and compressed, 
resulting in a pressure buildup within lumen 41 (e.g., sheath 
40 may "balloon-up"). Excessive pressure buildup within 
lumen 41 may result in undesirable consequences. For 

Sheath 40 is gathered toward distal end 12 to further 
advance catheter tip 14, giving catheter assembly 100a an 
appearance similar to that shown in FIG. lB. As the catheter 

25 instance, excessive pressure in lumen 41 may create forces 
tending to push introducer 75a towards tip 14, thereby limit­
ing the degree to which the catheter may be advanced into the 
urethra. In addition, pressure build-up may cause sheath 40 to 
"balloon up," thereby detrimentally affecting the ability of the 

30 user to grasp the catheter 10 through the sheath 40. To help 
relieve pressure build-up within lumen 41, one or more vents 
50 may be provided in assembly 100a as shown in FIG. lA. 
Vents 50 are in fluid communication with lumen 40 and an 

tip 14 is advanced by the nurse, a portion of sheath 40 
becomes gathered toward second sheath terminus 42. By 
appropriately repositioning the nurse's grasp on introducer 
75a and/or catheter 10 through sheath 40, and continuing to 
gently urge the insertable-portion 20 of catheter 10 in the 
patient's urethra, sheath 40 may continue to be gathered 35 

toward distal end 12, giving catheter assembly 100a an 
appearance similar to that shown in FIG. lC. When the cath­
eter tip enters the patient's bladder a sufficient distance to 
commence optimal draining of accumulated urine ( e.g., about 
1 cm), further insertion ofinsertable portion 20 ceases. At this 40 

point, the nurse may inflate expander 15 by injecting a fluid 
( e.g., sterile water, saline solution) into port bore 19 provided 
in takeoff port 17. In some embodiments, expander 15 may be 
inflated by injecting 5-10 cc of fluid. Once expander 15 is 
inflated, as best seen in FIG. lC, to facilitate proper retention 45 

of catheter 10 in the patient's urethra for an extended period 
of time. Further, once tip 14 is properly positioned within the 
patient's bladder for extended catheterization, fixation tab 60 
may be coupled to the patient. By coupling fixation tab 60 to 
the patient, catheter 10 may be maintained in a proper orien- 50 

tation, and further, introducer 75a and sheath 40 may be 
maintained in the gathered position shown in FIG. 1 C. A urine 
collection bag or receptacle (not shown) may be employed to 
provide storage for drained urine. 

Thus, introducer 75a and sheath 40 cooperate to protect 55 

insertable portion 20 from contamination prior to and during 
use. For example, before use, introducer 75a and sheath 40 
completely enclose insertable portion 20 of catheter 10. In 
addition, during use, introducer 75a and sheath 40 are pulled 
back by the nurse as insertable portion 20 is advanced into the 60 

patient, without the need for the nurse to directly contact 
insertable portion 20, the nurse instead grasping the portion of 
catheter 10 that is enclosed within sheath 40. By deterring 
contamination, introducer 75a and sheath 40 may reduce the 
occurrences of urinary tract infections in patients. Further, by 65 

using introducer 75a and sheath 40 to maintain a sterile cath­
eter, the need for separate antiseptic solutions, cotton balls, 

environment outside sheath 41 and thus allow compressed 
fluid (e.g., air) within lumen 41 to escape lumen 41. In the 
embodiment showninFIGS. lA-lC, vents 50 are provided in 
sheath 40. However, in other embodiments, vents 50 may be 
provided in any suitable location including without limita­
tion, sheath 40, first sheath terminus 44, second sheath termi­
nus 42, introducer 75a, or combinations thereof. Still further, 
although vents 50 shown in FIG. lA are slits, vents 50 may be 
any suitable geometry including without limitation slits, per­
forations, holes, pores, or combinations thereof. Vents 50 are 
preferably located adjacent second sheath terminus 42 in the 
region of non-insertable portion 30, such that any possible 
contamination of catheter 10 via vents 50 will occur as far 
from insertable portion 30 as possible. Additional suitable 
embodiments of vents are disclosed in U.S. Provisional 
Patent Application EV 303424660 US. 

Referring to FIG. 2A, another embodiment of a sheathed 
indwelling catheter assembly 100b is illustrated. Assembly 
100b comprises a flexible indwelling catheter 10 and a pro­
tective sheath 40. Indwelling catheter 10 includes a urethra 
insertable portion 20 and a non-insertable portion 30. Insert­
able portion 20 commences at a catheter tip 14 and ends at an 
insertion stop location 25, adjacent non-insertable portion 30. 
Catheter 10 may be similar to conventional flexible indwell­
ing catheters. 

Catheter tip 14 initially rests inside, and is supported by, an 
introducer 75b. In this embodiment, introducer 75b is similar 
to an O'Neil® type introducer. However, in other embodi­
ments, the proximal end of catheter 10 may be enclosed or 
covered by another type of introducer ( e.g., introducer 75a in 
FIG. lA), a removable tip cover, or the like. As shown in 
FIGS. 2A-2C, introducer 75b slidingly engages catheter 10. 
In particular, introducer 75b is intended to slide along insert-
able portion 20, thereby exposing insertable portion 20 such 
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that it may be inserted and advanced into the urethra of the 
patient. Introducer 75b may include a guide to aid in aligning 
tip 14 and controlling the direction of catheter 10, including 
tip 14. 

10 
introducer. In addition, in the embodiment shown in FIGS. 
2A-2C, gathering sheath 40 towards distal end 12 does not 
have the effect of decreasing or limiting the length of catheter 

Sheath 40 comprises a first sheath terminus 44 and a second 5 

sheath terminus 42. First sheath terminus 44 is removably 
coupled to introducer 75. Second sheath terminus 42 is 
removably coupled to a second collar 46. Second collar 46 is 
coupled to catheter 10 at attachment point 43. Attachment 
point 43 is provided between tip 14 and distal end 12. In 10 

particular, attachment point 43 is positioned about takeoff 
port 17 such that second collar 46 straddles takeoff port 17. 

10 serving as insertable portion 20 because sheath 40 may be 
removed from catheter 10 as it is gathered toward second 
collar 46 (see FIGS. 2B and 2C). 

FIGS. 2A-2C show the urethra-contacting end of assembly 
1 OOb (proximal end of catheter 10) as including an introducer 
75b. However, in general, the proximal end of catheter 10 
may comprise any suitable configuration. In some embodi­
ments, introducer 75b may be similar to those that are known 
in the art. For example, in some embodiments the proximal 
end of catheter 10 may be enclosed or covered by an intro­
ducer similar to that disclosed in FIG. lA or other type of 

By straddling takeoff port 17, second collar 46 is effectively 
fixed to catheter 10 such that second collar 46 does not move 
rotationally or translationally relative to catheter 10. In gen­
eral, second sheath terminus 42 may be coupled to catheter 10 
by any suitable means, including without limitation, by heat 
fitting ( e.g., partially melting second sheath terminus 42 to 
catheter 10), by pressure fitting, by adhesive (e.g., glue), by a 
collar attached to second sheath terminus 42 and catheter 10, 
or combinations thereof. 

A fixation tab 60 extends from introducer 75b. Further a 
second fixation tab 60 extends from second collar 46. In other 

15 protective tip cover capable of keeping at least the insertable 
portion of the catheter sterile prior to and during use. 

As discussed above, in use, it may be desirable to lubricate 
tip 14 and a proximal portion of insertable portion 20 prior to 
advancing tip 14 into the patient's urethra. Thus, in some 

20 embodiments, introducer 75b and/or lumen 41 of sheath 40 
may contain a lubricant or wetting agent in the case of a 
hydrophilic indwelling catheter. Alternatively, a sterile lubri­
cating gel may be applied to tip 14 and a proximal portion of 

embodiments, no fixation tab 60 is provided. In general, fixa­
tion tab 60 serves to couple catheter 10 to the patient once tip 25 

14 is properly positioned in the patient's bladder. Fixation tab 

insertable portion 20 prior to insertion. 
Referring to FIGS. 2A-2C, during use, a nurse may grasp 

introducer 75b and align introducer 75b and catheter tip 14 
with the patient's urethra. The nurse may then push the proxi­
mal tip of introducer 75b into the patient's urethra approxi­
mately 1-2 cm. Then the nurse may grasp catheter 10 through 

60 is discussed in more detail below. 
Sheath 40 encloses all, or at least part of, insertable portion 

20, thereby creating a sheath lumen 41 between sheath 40 and 
catheter 10. Sheath 40 may comprise any suitable material 
( e.g., flexible plastic material, flexible fabric material, or the 
like). Further, sheath 40 and lumen 41 may comprise any 
suitable geometry including without limitation, rectangular, 
cylindrical, flattened, inflated, partially inflated, or combina­
tions thereof. 

In the embodiment shown in FIGS. 2A and 2B, sheath 40 
further comprises a pull tab 49 associated with a tear line 48. 
Pull tab 49 may be provided at any suitable position on sheath 

30 sheath 40 and advance tip 14 through introducer 75b and into 
the patient's urethra. 

As insertable portion 20 is advanced into the patient's 
urethra, a portion of sheath 40 may become gathered toward 
second sheath terminus 42. At some point, the nurse may 

35 begin pulling on pull tab 49 to start tearing sheath 40 along 
tear line 48 as best illustrated in FIG. 2B. The nurse may begin 
tearing sheath 40 along tear line 48 when introducer 75b is 
positioned 1/2 to ½ the way down insertable portion 20, or 

40, however, preferably pull tab 49 is positioned near the 
proximal end of sheath 40. Tear line 48 may be a pre-weak- 40 

erred (e.g., very thin, slightly perforated, etc.) line along 
sheath 40 that is intentionally provided therein to permit the 
sheath to tear under a slight to moderate force. Tear line 48 is 
intended to tear as pull tab 49 is pulled away from sheath 40. 

when tip 14 is sufficiently in the patient's bladder. 
By appropriately repositioning the nurse's grasp on intro-

ducer 75b and/or catheter 10 through sheath 40, and continu­
ing to gently urge the insertable-portion 20 of catheter 10 into 
the patient's urethra, sheath 40 may continue to become gath­
ered toward second sheath terminus 42. Periodically, the 

In particular, tear line 48 is intended to tear under force 
applied to pull tab 49 before any other region of sheath 40 
tears. Tearing sheath40 along tear line 48 permits sheath 40 to 
be removed from its position disposed about catheter 10. 

Together, introducer 75b and sheath 40 cooperate to 
enclose and protect insertable portion 20 of catheter 10 from 
contamination prior to and during use. In the embodiment 
shown in FIG. 2A, insertable portion 20 of catheter 10 is 
maintained in sterile condition inside introducer 75b and 
sheath 40. 

As discussed above, the urethra-insertable portion 20 of 
catheter 10 is generally the length of catheter that may be 
appropriately inserted into the patient's urethra in order to 
perform a successful catheterization to drain the patient's 
urinary bladder. As a practical matter, insertable portion 20 is 
decreased, at least to some extent, by the distance on catheter 
10 required to accommodate introducer 75b, if provided, as 
introducer 75b is gathered towards second collar 46. In dif­
ferent embodiments, the introducer (e.g., introducer 75a, 
introducer 75b) or other tip cover may be designed to be 
completely removed from catheter 10 such that the introducer 
or tip cover does not take up space on catheter 10. For 
example, the introducer may be designed to be a "breakaway" 

45 nurse may further pull pull tab 49 to continue tearing sheath 
40 along tear line 48. When the catheter tip enters the patient's 
bladder a sufficient distance to commence optimal draining of 
accumulated urine (e.g., about 1 cm), further insertion of 
insertable portion 20 is halted. At this point, the nurse may 

50 inflate expander 15 by injecting a fluid ( e.g., sterile water, 
saline solution) into port bore 19 provided in takeoff port 17. 
If sheath 40 has not been removed by this point, the nurse may 
remove the remainder of sheath 40 may be removed from 
catheter 10 by pulling on pull tab 49. Further, once tip 14 is 

55 properly positioned within the patient's bladder and sheath 40 
is completely removed from catheter 10, introducer 75b may 
be secured in position adjacent collar 46 as illustrated in FIG. 
2C. In some embodiments, introducer 75b may be coupled to 
second collar 46 at attachment point 71. In such embodi-

60 ments, introducer 75b may be coupled to second collar 46 by 
any suitable means including without limitation, a locking 
mechanism, an adhesive, or combinations thereof. In addi­
tion, fixation tab 60 may be employed to couple catheter 10 to 
the patient. By coupling fixation tab 60 of introducer 75b to 

65 the patient, catheter 10 may be maintained in a proper orien­
tation, and further introducer 75b may be maintained in gath­
ered position shown in FIG. 2C. 
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Thus, introducer 75b and sheath 40 may prevent contami­
nation of insertable portion 20 of indwelling catheter 10 prior 
to and during use. For example, before use, introducer 75b 
and sheath 40 completely enclose insertable portion 20 of 
catheter 10. In addition, during use, introducer 75b and sheath 5 

40 are pulled back by the nurse as insertable portion 20 is 
advanced into the patient, without the need for the nurse to 
directly contact insertable portion 20. By deterring contami­
nation, introducer 75b and sheath 40 may reduce the occur­
rences of urinary tract infections in patients. Further, by using 10 

introducer 75b and sheath 40 to maintain a sterile catheter, the 
need for separate antiseptic solutions, cotton balls, forceps 
and other devices conventionally used to sterilize an indwell-
ing catheter may be eliminated. By eliminating these addi­
tional items required to maintain sterility of an indwelling 15 

catheter, embodiments of the sheathed indwelling catheter 
assembly described herein are intended to reduce the cost for 
indwelling catheter kits, reduce the time required to perform 

12 
In the embodiment shown in FIGS. 3A-3C, sheath 40 fur­

ther comprises a pull tab 49 associated with a tear line 48. Pull 
tab 49 may be provided in any suitable location. However, 
preferably pull tab 49 is positioned at the proximal end of 
sheath 40. Tearline48maybea pre-weakened (e.g., very thin, 
slightly perforated, etc.) line along sheath 40 that is intention-
ally designed to tear under a force before any other region of 
sheath 40 tears under the force. In particular, tear line 48 is 
intended to tear as pull tab 49 is pulled away from sheath 40. 
By enclosing insertable portion 20, sheath 40 is provided to 
protect catheter 10 from contamination prior to and during 
use. 

As discussed above, the urethra-insertable portion 20 of 
catheter 10 is generally the length of catheter that may be 
appropriately inserted into the patient's urethra in order to 
perform a successful catheterization to drain the patient's 
urinary bladder. In embodiments in which an introducer is 
slid along catheter 10 towards distal end 12 to extend insert­
able portion 20, the length of the insertable portion 20 may be an indwelling catheterization, and reduce urinary tract infec­

tions. 
As previously discussed, if pressure build-up within lumen 

41 is a concern, vents in fluid communication with lumen 41 
and the environment outside sheath 40 may be provided. 

20 effectively decreased, at least to some extent, by the distance 
on catheter 10 required to accommodate such an introducer or 
tip cover. Further, in embodiments in which sheath 40 is 
gathered and not removed from catheter 10, the length of the 

Referring to FIG. 3A, another embodiment of a sheathed 
indwelling catheter assembly 100c is illustrated. Assembly 25 

100c comprises a flexible indwelling catheter 10 and a pro­
tective sheath 40. Indwelling catheter 10 includes a urethra 
insertable portion 20 and a non-insertable portion 30. Insert­
able portion 20 commences at a catheter tip 14 and ends at an 
insertion stop location 25, adjacent non-insertable portion 30. 30 

Catheter tip 14 is completely enclosed within sheath 40. No 
introducer or tip cover is provided. In different embodiments, 
an introducer or tip cover may be provided on tip 14 and 
inside sheath 40. In such embodiments, the introducer or tip 
cover may be completely removable from tip 14 ( e.g., remov- 35 

able in a "breakaway" fashion) and/or be configured to slide 
along catheter 10 from tip 14 toward insertion stop location 
25 thereby extending insertable portion 20. Such an intro­
ducer may comprise any suitable device including without 
limitation an introducer similar to that shown in FIG. lA, an 40 

O'Neil® type introducer ( e.g. FIG. 2A), or the like. 
Referring again to FIG. 3A, sheath 40 comprises a first 

sheath terminus 44 and a second sheath terminus 42. First 
sheath terminus 44 extends beyond tip 14 and completely 
encloses and protects tip 14. Second sheath terminus 42 is 45 

coupled to catheter 10 at attachment point 43. Attachment 
point 43 is provided between tip 14 and distal end 12. Second 
sheath terminus 42 slidingly engages catheter 10 about 
attachment point 43. In the embodiment shown in FIGS. 
3A-3C, attachment point 43 is proximal takeoff port 17, how- 50 

ever, in different embodiments (e.g., FIG. 4B), attachment 
point 43 may be distal to takeoff port 17. In still other embodi­
ments, second sheath terminus 42 may comprise a collar that 
slidingly engages or is fixed to catheter 10 (e.g., FIG. 4C). 

A fixation tab 60 extends from distal end 12, distal to 55 

takeoff port 17. In general, fixation tab 60 serves to couple 
catheter 10 to the patient once tip 14 is properly positioned in 
the patient's bladder. Fixation tab 60 is discussed in more 
detail below. 

insertable portion 20 may be additionally decreased, at least 
to some extent, by the distance on catheter 10 required to 
accommodate gathered sheath 40. However, in the embodi-
ments shown in FIGS. 3A-3C, no introducer or tip cover is 
provided, and further, sheath 40 is removable from catheter 
10. Thus, in the embodiment illustrated in FIGS. 3A-3C, the 
length of catheter 10 that serves as insertable portion 20 is not 
decreased by sheath 40 or an introducer or other tip cover. 

As discussed above, in some embodiments, lumen 41 of 
sheath 40 may contain a lubricant or wetting agent in the case 
of a hydrophilic indwelling catheter. Further, in some 
embodiments, a sterile lubricating gel may be applied to tip 
14 and a proximal portion of insertable portion 20. 

Still referring to FIGS. 3A-3C, during use, a nurse may 
grasp catheter 10 through sheath 40 and exert a force on pull 
tab 49 to slightly tear sheath 40 along tear line 48 near tip 14, 
such that tip 14 is exposed from sheath 40, as best seen in FIG. 
3B. Still holding catheter 10 through sheath 40, the nurse may 
align tip 14 with the patient's urethra. The nurse may then 
begin advancing catheter tip 14 into the patient's urethra. As 
the catheter tip 14 is advanced by the nurse, a portion of 
sheath 40 may become gathered toward second sheath termi­
nus 42. At some point, preferably when insertable portion 20 
is 1/2 to ½ the way inserted into the patient, the nurse may 
again pull pull tab 49 to further tear sheath 40 along tear line 
48 as best illustrated in FIG. 2C. By appropriately reposition­
ing the nurse's grasp on catheter 10 through sheath 40, and 
continuing to gently urge the insertable-portion 20 of catheter 
10 into the patient's urethra, sheath 40 may continue to be 
gathered toward collar 46. Periodically, the nurse may further 
tear sheath 40 along tear line 48 by pulling pull tab 49. When 
the catheter tip enters the patient's bladder a sufficient dis­
tance to commence optimal draining of accumulated urine 
( e.g., about 1 cm), further insertion of insertable portion 20 
ceases. The nurse may then inflate expander 15 by injecting a 
fluid (e.g., sterile water, saline solution) into port bore 19 

Sheath 40 encloses all, or at least part of, insertable portion 
20, thereby creating a sheath lumen 41 between sheath 40 and 
catheter 10. Sheath 40 may comprise any suitable material 
( e.g., flexible plastic material, flexible fabric material, or the 
like). Further, sheath 40 and lumen 41 may comprise any 
suitable geometry including without limitation, rectangular, 
cylindrical, flattened, inflated, partially inflated, or combina­
tions thereof. 

60 provided in takeoff port 17. If sheath 40 has not been com­
pletely removed by this point, the remainder of sheath 40 may 
be completely tom and removed from catheter 10. Further, 
once tip 14 is properly positioned within the patient's bladder 
and sheath 40 is completely removed from catheter 10, distal 

65 end 12 may be secured to the patient's inner thigh. 
Thus, sheath 40 is intended to prevent contamination of 

insertable portion 20 of indwelling catheter 10 prior to and 
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during use. For example, before use, sheath 40 completely 
encloses insertable portion 20 of catheter 10. In addition, 
during use, sheath 40 is partially removed and pulled back by 
the nurse as insertable portion 20 is advanced into the patient, 
without the need for the nurse to directly contact insertable 5 

portion 20. By deterring contamination, sheath 40 may 
reduce the occurrences of urinary tract infections in patients. 
Further, by using sheath 40 to maintain a sterile catheter, the 
need for separate antiseptic solutions, cotton balls, forceps 
and other items conventionally used to sterilize an indwelling 10 

catheter may be eliminated. By eliminating these additional 
items required to maintain sterility of an indwelling catheter, 
embodiments of the sheathed indwelling catheter assembly 
described herein are intended to reduce the cost for indwell-
ing catheter kits, reduce the time required to perform an 15 

indwelling catheterization, and reduce urinary tract infec-
tions. 

14 
may be fixed to catheter 10 at attachment point 43, while 
sheath port terminus 47 may slidingly engage takeoff port 17. 
Further, in other embodiments ( e.g., FIG. 4F), second sheath 
terminus 42 may be fixed to catheter 10 at attachment point 43 
and sheath port terminus 47 may be fixed to takeoff port 17. 
Still further, in select embodiments, second sheath terminus 
42 may slidingly engage catheter 10 at attachment point 43 
while sheath port terminus 47 may be fixed to takeoff port 17. 

Still referring to FIG. 4B, attachment point 43, and second 
sheath terminus 42, are distal to takeoff port 17 ( e.g., second 
sheath terminus 42 is between takeoff port 17 and distal end 
12). In this configuration, even though second sheath termi­
nus 42 and port sheath terminus 47 slidingly engage catheter 
10, by coupling both takeoff port 17 and catheter 10 at attach-
ment point 43, sheath 40 may not be easily slid off and 
removed from catheter 10 without tearing sheath 40. 

Referring to FIG. 4C, second sheath terminus 42 is coupled 
to catheter 10 at attachment point 43. In this embodiment, 
second sheath terminus 42 is fixed to catheter 10 about attach-

If pressure build-up within lumen 41 is a concern, vents in 
fluid communication with lumen 41 and the environment 
outside sheath 40 may be provided. 

Referring now to FIGS. 4A-G, partial views of alternative 
embodiments of a sheathed indwelling catheter assembly are 
shown. In general, the sheathed indwelling catheter assembly 
(e.g., assembly 100d, l00e, 100/, 100g, 100h, lOOi, 100}) 
comprises a flexible indwelling catheter 10 and a protective 
sheath 40. Further, indwelling catheter 10 includes a takeoff 
port 17, a distal end 12, an insertable portion 20, and a non­
insertable portion 30. In some embodiments, takeoff port 17 

20 ment point 43 by a second collar 46 such that second sheath 
terminus 42 and second collar 46 do not move rotationally or 
translationally relative to catheter 10. In addition, attachment 
point 43, second sheath terminus 42, and second collar 46 are 
proximal takeoff port 17 of catheter 10 ( e.g., second sheath 

25 terminus 42 is between the proximal end of catheter 10 and 
takeoff port 17). In different embodiments ( e.g., FIGS. 4D 
and 4F), second sheath terminus 42, attachment point 43, and 
collar 46 may be coupled to catheter 10 at other locations 

is positioned adjacent distal end 32. Further, takeoff port 17 
includes a port bore 19 that provides fluid communication to 30 

an expander (not shown in FIGS. 4A-G) at the proximal end 
of catheter 10. 

( e.g., distal takeoff port 17). 
In addition, second collar 46 illustrated in FIG. 4C includes 

at least one vent 51 that is in fluid communication with lumen 
41 and the environment outside lumen 41. The at least one 
vent 51 is, in this embodiment, a passageway or duct extend­
ing through collar 46 so as to provide relief for potential 

Sheath 40 comprises a first sheath terminus (not shown in 
FIGS. 4A-G) and a second sheath terminus 42 that is coupled 
to catheter 10 at attachment point 43. Sheath 40 encloses all, 
or at least part of, the insertable portion 20 within a lumen 41. 
Sheath 40 may comprise any suitable material including 
without limitation flexible plastic or the like. 

35 pressure build-ups within lumen 41. 
Referring to FIG. 4D, second sheath terminus 42 is coupled 

to catheter 10 at attachment point 43 and sheath port terminus 
47 is coupled to takeoff port 17. In this embodiment, second 
sheath terminus 42 is fixed to catheter 10 at attachment point As discussed above, the length ofinsertable portion 20 may 

vary depending on a variety of factors including without 
limitation, the application of catheter 10 ( e.g., child, adult), 
any space required to accommodate an introducer, if pro­
vided, that is slid toward second sheath terminus 42, any 
space required to accommodate sheath 40 if sheath 40 is 
gathered to continue advancing catheter 10, or combinations 
thereof. 

40 43 by second collar 46. However, sheath port terminus 47 
slidingly engages takeoff port 17. In different embodiments 
(e.g., FIG. 4B), second sheath terminus 42 may slidingly 
engage catheter 10 at attachment point 43. Further, in other 
embodiments ( e.g., FIG. 4F), sheath port terminus 47 may be 

45 fixed to takeoff port 17. 

Referring to FIG. 4A, second sheath terminus 42 is coupled 
Still referring to FIG. 4D, second collar 46, attachment 

point 43, and second sheath terminus 42 are distal takeoff port 
17 ( e.g., second sheath terminus 42 is between takeoff port 17 
and distal end 12). By coupling to both takeoff port 17 and 

50 catheter 10 at attachment point 43, sheath 40 may not be 
easily removed from catheter 10 without tearing sheath 40. 

to catheter 10 at attachment point 43. In this embodiment, 
second sheath terminus 42 slidingly engages catheter 10 
about attachment point 43. In different embodiments, second 
sheath terminus 42 may be fixed to catheter 10 at attachment 
point 43 such that second sheath terminus 42 does not move 
rotationally or translationally relative to catheter 10. In addi­
tion, in the embodiment illustrated in FIG. 4A, attachment 
point 43 and second sheath terminus 42, are proximal takeoff 55 

port 17 ( e.g., second sheath terminus 42 is between the proxi­
mal end of catheter 10 and takeoff port 17). In different 
embodiments, second sheath terminus 42, and attachment 
point 43, may be coupled to catheter 10 at other locations. 

Referring to FIG. 4B, sheath 40 comprises second sheath 60 

terminus 42 and a sheath port terminus 47. Second sheath 
terminus 42 is coupled to catheter 10 at attachment point 43, 
and sheath port terminus 47 is coupled to takeoff port 17. In 
this embodiment, second sheath terminus 42 slidingly 
engages catheter 10 about attachment point 43, and sheath 65 

port terminus 47 slidingly engages takeoff port 17. In differ-
ent embodiments (e.g., FIG. 4D), second sheath terminus 42 

Referring to FIG. 4E, second sheath terminus 42 is coupled 
to catheter 10 at attachment point 43. In this embodiment, 
second sheath terminus 42 is fixed to catheter 10 about attach­
ment point 43 by heat pressing second sheath terminus 42 to 
catheter 10. In addition, attachment point 43 and second 
sheath terminus 42 are proximal takeoff port 17 of catheter 10 
( e.g., second sheath terminus 42 is between the proximal end 
of catheter 10 and takeoff port 17). In different embodiments, 
second sheath terminus 42 may be heat pressed to catheter 10 
at other locations ( e.g., distal takeoff port 17). 

Referring to FIG. 4F, second sheath terminus 42 is coupled 
to catheter 10 at attachment point 43 and sheath port terminus 
47 is coupled to takeoff port 17. In this embodiment, second 
sheath terminus 42 is fixed to catheter 10 at attachment point 
43 by second collar 46. Further, sheath port terminus 47 is 
fixed to takeoff port 17 by port collar 48. By coupling to both 
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takeoff port 17 and catheter 10 at attachment point 43, sheath 
40 may not be easily removed from catheter 10 without tear­
ing sheath 40. 

Referring to FIG. 4G, second sheath terminus 42 is coupled 
to catheter 10 at attachment point 43. In this embodiment, 5 

second sheath terminus 42 is fixed to catheter 10 about attach-
ment point 43 by a second collar 46. In addition, second collar 
46 straddles takeoff port 17, such that second sheath terminus 

16 
vents may place lumen 41 of sheath 40 in fluid communica­
tion with the lumen of a urine collection receptacle. 

Vents 50 illustrated in FIGS. lA-lC are slits in sheath 40 
located adjacent second sheath terminus 42. The at least one 
vent 51 illustrated in FIG. 4C is a passageway provided 
through and across second collar 46. However, in general, one 
or more vents to relieve pressure within lumen 41 may be of 
any suitable geometry including without limitation, slits, 
holes, perforations, or combinations thereof. Further, vents to 42 is not free to move relative to catheter 10. By straddling 

takeoff port 17, sheath 40 may not be easily removed from 
catheter 10 without tearing sheath 40. 

In each embodiment disclosed herein, a sheath 40 is pro­
vided to partially or completely enclose and protect insertable 
portion 20 of catheter 10. In particular, sheath 40 is provided 
to deter contamination of insertable portion 20 by preventing 
non-sterile surfaces from coming into contact with insertable 
portion 20. 

10 relieve pressure within lumen 41 may be located in any suit­
able location including without limitation, along the entire 
sheath 40, at the distal end of sheath 40, at the proximal end of 
sheath 40, in second collar 46, in an introducer ( e.g., intro­
ducer 75a in FIGS. lA-lC), or combinations thereof. To 

In some embodiments (not illustrated), the sheathed ind­
welling catheter assembly (e.g., assembly l00a-j), may fur­
ther comprise a urine collection bag or receptacle. The urine 
collection receptacle may be removably attached, perma­
nently attached (non-removable), or integral with the 
sheathed indwelling catheter assembly. Such a collection 
receptacle may be constructed of any suitable material. Col­
lection receptacle is preferably made of a flexible, water­
proof material (e.g., plastic) and is sized to hold a sufficient 
volume of urine between periodic emptying of the receptacle. 

15 minimize potential contamination of insertable portion 20, 
any vents are preferably located adjacent second sheath ter­
minus 42 in the region of non-insertable portion 30. Still 
further, the vents may be of any suitable size that allows 
adequate pressure relief to lumen 41. However, preferably the 

20 vents are small enough to minimize the possibility of insert­
able portion 20 from contacting a non-sterile surface. U.S. 
Provisional Application EV 303424660 US (House IV) dis­
closes some embodiments of a vented sheath that may be 
modified and adapted for use on indwelling catheter 10 of the 

25 present disclosure. 

For example, the urine collection receptacle may have a vol­
ume in the range of700-2000 mL. 

As previously discussed, in certain embodiments, the 30 

sheathed indwelling catheter assembly ( e.g., assembly l00a-
j) may include a lubricant to lubricate tip 14 and insertable 
portion 20 prior to entry into the patient's urethra. Such 
lubricant may be provided within the sheath lumen 41, in an 
introducer (if provided), in a tip cover, or may be manually 35 

applied. Further in some embodiments, the indwelling cath­
eter may be a hydrophilic indwelling catheter that is lubri­
cated by a wetting agent. Such a wetting agent may be pro­
vided in the sheath lumen, in an introducer (if provided), in a 
tip cover, or manually applied. Preferably, at least tip 14 and 40 

a proximal 1/2rd portion of insertable portion 20 are lubricated 
prior to advancement into the patient's urethra. In some 
embodiments, catheter 10 may be pre-lubricated by a sterile 
gel. House I and House II disclose some embodiments of 
sheathed catheter assemblies including lubricants and/or wet- 45 

ting agents. In addition to a lubricating agent, in some 
embodiments, the indwelling catheter used in the sheathed 
indwelling catheter assembly may be coated with an bacte­
riostatic and/or bactericidal agent. Without being limited by 
theory, by providing a bacteriostatic or bactericidal agent on 50 

the indwelling catheter, urinary tract infections may be 
reduced. 

In the embodiment illustrated in FIGS. lA-lC, a plurality 
of vents 50 are provided in sheath 40 to aid in relieving a 
possible pressure build-up within lumen 41. As previously 55 

discussed, in some indwelling catheter assemblies, the pro­
cess of gathering sheath 40 to advance insertable portion 20 
may result in an increase in pressure (e.g., a pressure build-
up) in sheath lumen 41. This may particularly be a problem 
with indwelling catheter assemblies in which there is limited 60 

or no means to relieve pressure build-up within lumen 41 
(e.g., no fluid communication between lumen 41 and the 
environment outside sheath 40). Thus, by including one or 
more vents (e.g., vents 50 in FIGS. lA-lC, vent 51 in FIG. 
4C) in fluid communication with lumen 41 of sheath 40 and 65 

an environment outside sheath 40, some pressure build-up 
within lumen 41 may be relieved. In certain embodiments, the 

FIGS. lA-lC show the urethra-contacting end of indwell­
ing catheter assembly 1 OOa (proximal end of assembly 1 00a) 
as including an introducer 75a. In particular, introducer 75a 
illustrated in FIGS. lA-lC is an introducer similar to that 
disclosed in House II. Further, FIGS. 2A-2C show the ure­
thra-contacting end of indwelling catheter assembly 100b 
(proximal end of assembly 100b) as including an introducer 
75b. In particular, introducer 75b is an O'Neil® type intro­
ducer with a "cross-cut" proximal end. However, in general, 
the proximal end of the sheathed indwelling catheter assem­
bly (e.g., assemblies l00a-j) may comprise any suitable con-
figuration. For example, in some embodiments, the intro­
ducer ( e.g., 75a in FIG. lA, 75b in FIG. 2A) may be replaced 
with another type of protective tip cover adapted keep at least 
tip 14 the catheter sterile prior to and during use. The intro­
ducer or tip cover may be similar to those that are known in the 
art. Additional suitable configurations for the proximal end of 
catheter 10 are disclosed in House I, House II, and House III. 

Further, in some embodiments (e.g., FIGS. 3A-3C), no 
introducer or tip cover is provided. In such embodiments, 
sheath 40 may completely or partially enclose tip 14 and 
insertable portion 20 of catheter 10 to deter contamination of 
insertable portion 20. 

Still further, in some embodiments, the introducer (e.g., 
introducer 75a in FIG. lA, introducer 75b in FIG. 2A) or 
other tip cover may be completely removable from catheter 
10. For example, in some embodiments, the introducer or tip 
cover may be designed to be broken away from catheter 10 by 
a user. 

In the embodiments of the sheathed indwelling catheter 
assembly illustrated in FIGS. lA-lC, 2A-2C, and 3A-3C 
(assemblies 100a, 100b, and 100c, respectively), a fixation 
tab 60 is provided. Generally, fixation tab 60 may be used to 
couple catheter 10 to the patient ( e.g., to patient's inner thigh, 
to patient's lower abdomen, to patient's outer thigh, etc.) once 
tip 14 of catheter 10 is properly positioned in the patient's 
urinary bladder. Fixation tab 60 may be coupled to the patient 
by any suitable means including without limitation, adhesive 
pad, hook and loop material, an elastic band around the 
patient's leg that holds the catheter down, or combinations 
thereof. For example, in some embodiments, fixation tab 60 
may include a male or female connector that removably 
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attaches with a mating female or male connector provided on 
the adhesive pad that is adhered to the patient. 

In addition, in other embodiments, catheter 10 may be 
coupled to the patient via an adhesive pad similar to a Stat­
lock® type pad that includes a removable, releasable, and 
replaceable clamping mechanism to clamp around a portion 
of catheter 10. 

In embodiments in which an adhesive pad is used (e.g., 
Statlock® type device) to couple catheter 10 to the patient, 
preferably catheter 10 is removably coupled to the patient 
such that the adhesive pad may be changed if it becomes wet 
or soiled. 

In FIGS. lA-lC, fixation tab 60 is positioned on introducer 
75a; in FIGS. 2A-2C, fixation tab 60 is provided on intro­
ducer 75b; in FIGS. 3A-3C, fixation tab 60 is provided on 
distal end 12. However, in general, fixation tab 60 may be 
provided at any suitable location on the sheathed indwelling 
catheter assembly (e.g., assembly 100a), such that the ind­
welling catheter ( e.g., indwelling catheter 10) may be coupled 
to the patient during extended catheterizations. For instance, 
fixation tab 60 may be provided on distal end 32, on catheter 
10 distal to takeoff port 17, on catheter 10 proximal to takeoff 
port 17, on takeoff port 17, on an introducer ( e.g., introducer 
75a or 75b ), on a collar coupling sheath 40 to the indwelling 
catheter or combinations thereof. Further, in some embodi­
ments, ~o fixation tab 60 is provided. Still further, in other 
embodiments (e.g., FIG. 2A), more than one fixation tab 60 
may be provided. 

During extended use of the indwelling catheter 10, both 
expander 15 and fixation tab 60 may cooperate to deter with­
draw of indwelling catheter 10 from the patient and to prevent 
excessive movement of indwelling catheter 10 relative to the 
patient. 

In general, distal end 12 of indwelling catheter 10 may 
comprise any suitable geometry. Examples of suitable geom­
etries include without limitation, flared or increased diameter 
distal end 12 (e.g., FIGS. lA-lC, 4A-4G), uniform diameter 
distal end 12 (e.g., FIGS. 2A-2C, 3A-3C), decreasing diam­
eter distal end 12, etc. 

Further, in each of the Figures disclosed herein, distal end 
12 of catheter 10 extends outside sheath 40. However, in other 
embodiments, part or all of non-insertable portion 30, includ-
ing distal end 12, may be enclosed by sheath 40, similar to 
those shown in House III, which discloses catheter assem­
blies in which non-insertable portion 30 is partially and com­
pletely enclosed by sheath 40. 

Embodiments of the sheathed indwelling catheter assem-

18 
sheathed catheter assembly 72 may include an introducer 75, 
catheter 10, and a sheath 40. Sheath 40 may be coupled to 
introducer 75, if present, and coupled to catheter 10 near the 
distal end 12 of catheter 10. Further, assembly 72 may include 

5 one or more vents (not shown in FIG. 5) in any suitable 
location including without limitation, in sheath 40, in intro­
ducer 75, in a collar (e.g., collar 43) coupling sheath 40 to 
catheter 10, or combinations thereof. 

In addition to the sheathed catheter assembly, the kit pref-
10 erably also contain one or more packaged antiseptic swabs 79 

(e.g., swabs saturated with Betadine, Povidone-Iodine or 
other suitable antiseptic), disposable gloves 80, an adhesive 
pad 81 ( e.g., Statlock® type adhesive pad) small urine speci­
men bottle (with cap) 78, and a tray 71 that holds these 

15 supplies and also serves as a urine collection container and 
has a capacity in the range of700-2000 mL, preferably about 
1000 mL. Preferably a fenestrated drape is also included in 
the kit. A gauze pad may also be included in the kit as a 
convenient wipe at the end of the procedure. The kit compo-

20 nents are protected by a sanitary wrapper or cover 82. All kit 
components are preferably disposable. 

Absent from the present kit, however, are the customary 
liquid antiseptic packet, cotton balls, tray for cotton balls, 
forceps, and packet containing lubricating jelly. In some 

25 embodiments, the fenestrated drape is also omitted from the 
kit without compromising sterile technique. The conven­
tional waterproof absorbent pad is also unnecessary, as it was 
often included in the past primarily to provide a sterile field 
for placement of the sterile jelly. Preferably, the lubricant is 

30 provided within the indwelling catheter assembly. For 
example, a lubricating amount of sterile lubricant may be 
present inside the sheath lumen, or inside introducer 75. Fur­
ther, in some embodiments, indwelling catheter 10 may be a 
lubricated hydrophilic type as is known in the art, in which 

35 case the lumen and/or the introducer 75 ( e.g., an introducer) a 
wetting agent ( e.g., water).A drawback of conventional appa­
ratus and methods is that contact between the indwelling 
catheter and any non-sterile surface (e.g., nurses hands, 
patient's leg, etc.), as when lubricating jelly is applied, for 

40 instance, increases the risk of contamination of the indwelling 
catheter, which may result in a urinary tract infection. In 
contrast, with the present kit, if sheathed indwelling catheter 
assembly 72 touches anything outside the sterile field, the 
insertable portion of the catheter remains sterile. Another 

45 potential problem associated with conventional catheteriza­
tion kits and procedures is that, if a glove touches anything 
outside the sterile field and then touches the catheter, the 
catheter may become contaminated. If a sheathed indwelling 
catheter assembly is employed instead, and if a glove 

50 becomes contaminated, the indwelling catheter nevertheless 
remains sterile inside the protective sheath. Thus, the risk of 
infection and patient morbidity is reduced or eliminated with 
use of the new catheterization kit and catheterization proce-

bly disclosed in FIGS. 2A-2C and 3A-3C (assemblies 100b 
and 100c, respectively), include a removable sheath 40. 
Sheath 40 includes a pre-weakened tear line 48 coupled to a 
pull tab 49 such that sheath 40 is designed to tear along tear 
line 48 when pull tab 49 is pulled. Other embodiments of the 
sheathed indwelling catheter assembly (e.g., 100a, and d-j) 
may include a removable sheath 40 similar to that shown in 
FIGS. lA-lC and 3A-3C. Such a removable sheath may be 55 

configured to be completely removed once tip 14 of indwell-

dure. 

Liquid antiseptic packet, cotton balls, tray for cotton balls, 
forceps, and packet containing lubricating jelly are not 
needed for carrying out a streamlined catheterization proce­
dure with the above-described sheathed catheter assembly 72 

ing catheter 10 is properly positioned in the patient urinary 
bladder or removed as tip 14 is advanced into the patient's 
urethra. Preferably, any removable sheath is removed in a 
manner to minimize opportunities for insertable portion 20 to 60 

contact a non-sterile surface. 
Catheterization Kit 
Referring to FIG. 5, a representative catheterization kit 

("cathkit") 70 that is particularly useful for long-term patient 
catheterizations includes a sheathed indwelling catheter 65 

assembly 72, representative of those shown and described 
above as sheathed catheter assemblies l00a-j. For example, 

and maintaining sterile technique. 

Catheterization Procedure 

Embodiments of the sheathed indwelling catheter assem­
bly of the present disclosure ( e.g., assemblies lO0a-j) may be 
used alone or as part of catheterization kit 70. In general, the 
sheathed indwelling catheter assembly is employed as 
described above in reference to FIGS. lA-lC, 2A-2C, and 
3A-3C. 
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When the sheathed indwelling catheter assembly ( e.g., 
assembly 1 OOa-j) is included as part of the catheterization kit 
70, catheterization kit 70 is preferably employed as follows: 
After opening the sanitary wrapper 82, the nurse dons the 
gloves 80 and places the fenestrated drape, if provided, 5 

around the patient's genitalia. The packet 79 containing the 
antiseptic swabs is opened and the urethral area around the 
urethral opening is cleansed using the antiseptic swabs. Then 
an embodiment of the sheathed indwelling catheter assembly 
of the present invention (e.g., 100a, 100b, 100c) may be 10 

inserted into the patient's urethra and advanced to the 
patient's urinary bladder in the manner previously described 
in reference to FIGS. lA-lC, 2A-2C, or 3A-3C. 

When the catheter tip enters the patient's bladder a suffi­
cient distance to commence optimal draining of accumulated 15 

urine ( e.g., 1 cm), further insertion ceases. At about the same 
time, the nurse may inject fluid through port bore 19 of takeoff 
port 17 to inflate expander 15, thereby maintaining indwell-
ing catheter 10 in the appropriate position for extended cath­
eterization. Further, catheter 10 may be coupled to the patient 20 

by applying adhesive pad 81 to the patient and coupling 
catheter 10 to the adhesive pad. For example, if adhesive pad 
81 is similar to a Statlock® type adhesive pad, the adhesive 
pad 81 may be adhered to the patient and catheter 10 may be 
coupled to adhesive pad 81 by a removable, releasable, and 25 

replaceable locking device provided in the pad. 
Prior to commencement of urine drainage, the distal end 12 

is coupled to tray 71 so that urine can drain into tray 71 while 
preventing catheter 10 from contacting the collected urine. 
Alternatively, any other suitable urine receptacle may be used 30 

instead of the disposable tray 71 provided as part of the kit. In 
some embodiments, a urine receptacle or bag may already be 
integral with or otherwise attached to distal end 12. 

After commencement of urine flow, outlet 18 of catheter 10 
may be directed briefly into the specimen container 78, to 35 

collect a sterile specimen, if needed. Upon completion of 
urine evacuation, catheter 10 may be maintained in proper 
position within the patient for long-term catheterization. In 
particular, indwelling catheter assembly 72 may be main­
tained in proper position within the patient for an extended 40 

period of time by expander 15 and fixation tab 60. The entire 
catheterization process can usually be accomplished by a 
nurse in a relatively short period of time, maintaining sterile 
technique throughout the procedure. Once the catheterization 
is no longer necessary, expander 15 may be deflated and 45 

catheter 10 may be simply withdrawn from the urethra and 
disposed. If desired, the catheter may be retracted into the 
sheath prior to disposal 

The disclosed catheterization kit 70 and simplified proce­
dure offers a way to simplify and streamline long-term or 50 

extended catheterization procedures without compromising 
sterile technique. Every item that the new kit 70 eliminates 
from the customary indwelling catheterization setup will 
decrease the number of procedural steps, and also reduces the 
amount of nursing time needed. Fewer steps also reduces the 55 

patient's risk for urinary tract infection, and decreases incon­
venience for the patient. Kit 70 is intended to substantially 
reduce nursing time required to carry out an indwelling cath­
eterization procedure. 

The embodiments described herein are intended to offer 60 

the potential to improve the convenience and sterility desir­
able for catheterization procedures. Some embodiments are 
designed to deter contamination of an indwelling catheter, 
while streamlining the procedures required to employ the 
indwelling catheter. By deterring contamination of the ind- 65 

welling catheter, embodiments of the present invention 
reduce the potential for urinary tract infections. Further, by 

20 
streamlining the indwelling catheterization procedure, the 
embodiments disclosed herein are intended to reduce the time 
required to employ an indwelling catheter while maintaining 
a sterile environment. 

The disclosures of all patents, patent applications, and 
publications cited herein are hereby incorporated herein by 
reference in their entirety, to the extent that they provide 
exemplary, procedural, or other details supplementary to 
those set forth herein. Further, the discussion of a reference in 
this disclosure is not an admission that it is prior art to the 
present invention, especially any reference that may have a 
publication date after the priority date of this application. 

The foregoing disclosure of the exemplary embodiments of 
the present invention has been presented for purposes of 
illustration and description. It is not intended to be exhaustive 
or to limit the invention to the precise forms disclosed. Many 
variations and modifications of the embodiments described 
herein will be apparent to one of ordinary skill in the art in 
light of the above disclosure. The scope of the invention is to 
be defined only by the claims appended hereto, and by their 
equivalents. 

Further, in describing representative embodiments of the 
present invention, the specification may have presented the 
method and/or process of the present invention as a particular 
sequence of steps. However, to the extent that the method or 
process does not rely on the particular order of steps set forth 
herein, the method or process should not be limited to the 
particular sequence of steps described. As one of ordinary 
skill in the art would appreciate, other sequences of steps may 
be possible. Therefore, the particular order of the steps set 
forth in the specification should not be construed as limita­
tions on the claims. In addition, the claims directed to the 
method and/ or process of the present invention should not be 
limited to the performance of their steps in the order written, 
and one skilled in the art can readily appreciate that the 
sequences may be varied and still remain within the spirit and 
scope of the present invention. 

What is claimed is: 
1. An indwelling urinary catheter assembly comprising: 
an indwelling catheter comprising a first end having a urine 

inlet, a second end having a urine outlet, a takeoff port 
having a port bore, an expander, and a urethra insertable 
portion; 

wherein the urine inlet and urine outlet are in fluid com­
munication with one another and wherein the port bore 
and the expander are in fluid communication with one 
another; 

a pliable sheath comprising a lumen, wherein the sheath 
encloses at least a portion of the insertable portion; and 

an introducer attached to the sheath, wherein the introducer 
is dimensioned and configured to enclose and support 
the first end when in an initial position, the introducer 
slidingly receives the insertable portion during insertion 
of the insertable portion into the urethra of a patient, 
wherein the introducer is dimensioned and configured to 
be partially inserted into the urethra of a patient, and the 
introducer together with the sheath encloses all of the 
urethra-insertable portion when in the initial position; 

wherein the sheath further comprises a terminus directly 
coupled to an area of the catheter that includes a portion 
of the takeoff port; and 

wherein the terminus comprises a collar having at least one 
vent in fluid communication with the lumen and an 
environment outside the sheath, the vent being dimen­
sioned and configured to relieve a pressure build-up 
within the sheath. 
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2. The indwelling catheter assembly of claim 1, wherein 
the terminus sealingly engages the catheter at an attachment 
point at the area including the portion of the takeoff port. 

3. The catheter assembly of claim 1, further comprising a 
non-insertable portion, wherein at least part of the non-insert- 5 

able portion comprises an uncovered region of the indwelling 
catheter outside the sheath. 

22 
wherein the sheath further comprises a terminus directly 

coupled to an area of the catheter that includes a portion 
of the takeoff port; and 

wherein the terminus comprises a collar having at least one 
vent in fluid communication with the lumen and an 
environment outside the sheath, the vent being dimen­
sioned and configured to relieve a pressure build-up 
within the sheath. 4. The catheter assembly of claim 3 further comprising a 

urine receptacle coupled to the non-insertable portion of the 
catheter. 

5. The indwelling catheter assembly of claim 1, wherein 
the sheath is removably attached to the indwelling catheter. 

6. An catheterization kit comprising: 

15. The indwelling catheter assembly of claim 14, wherein 
10 the sheath is removably attached to the indwelling catheter. 

16. The indwelling catheter assembly of claim 15, wherein 
the collar is dimensioned and configured to removably attach 
to the introducer. 

the indwelling urinary catheter assembly of claim 1; and 
a sanitary wrapper enclosing the assembly. 

17. The indwelling catheter assembly of claim 14, wherein 
15 the introducer further comprises a fixation tab adapted to 

7. The kit of claim 6 consisting essentially of the following 
items: 

the indwelling urinary catheter assembly; 
at least one antiseptic swab; 
disposable gloves; 
a urine specimen container; and 
a tray capable of holding the catheter assembly, swab( s ), 

gloves, and specimen container, 

20 

wherein the tray is also capable of serving as a urine recep- 25 

tacle; and a 
sanitary wrapper enclosing the items. 
8. The kit of claim 7 excluding one or more drapes. 
9. The kit of claim 8 excluding forceps. 
10. The kit of claim 9 excluding antiseptic liquid. 

30 

11. The indwelling catheter assembly of claim 1, wherein 
the indwelling catheter has a total length from the first end to 
the second end, wherein the indwelling catheter is prelubri­
cated from the first end to a point located at 1/{d the length 35 
from the first end. 

12. The indwelling catheter assembly of claim 1, wherein 
the introducer comprises a lubricant reservoir operable to 
lubricate the insertable portion. 

13. The indwelling catheter assembly of claim 1, further 40 

comprising a fixation tab coupled to the collar. 
14. An indwelling urinary catheter assembly comprising: 
an indwelling catheter comprising a first end having a urine 

inlet, a second end having a urine outlet, a takeoff port 
between the first end and second end, an expander, and a 45 

urethra insertable portion; 
wherein the takeoff port includes a port bore in fluid com­

munication with the expander; 

50 

couple the catheter to a patient. 
18. A catheterization kit comprising: 
the indwelling urinary catheter assembly of claim 14; and 
a sanitary wrapper enclosing the assembly. 
19. An indwelling urinary catheter assembly comprising: 
an indwelling catheter comprising a first end having a urine 

inlet, a second end having a urine outlet, a takeoff port 
between the first end and second end, an expander, and a 
urethra insertable portion; 

wherein the takeoff port includes a port bore in fluid com­
munication with the expander; 

wherein the urine inlet and urine outlet are in fluid com­
munication; 

a pliable sheath comprising a lumen and a terminus, 
wherein the sheath encloses part of the insertable por­
tion, and wherein the terminus is directly coupled to 
each of an area of the catheter that includes a portion of 
the takeoff port, the indwelling catheter between the 
takeoff port and first end, and the indwelling catheter 
between the takeoff port and the second end, wherein the 
terminus further comprises a collar having at least one 
vent in fluid communication with the lumen and an 
environment outside the sheath, the vent being dimen­
sioned and configured to relieve a pressure build-up 
within the sheath; and 

an introducer attached to the sheath opposite the terminus, 
wherein the introducer is dimensioned and configured to 
enclose and support the first end when in an initial posi­
tion, the introducer slidingly receives the insertable por­
tion during insertion of the insertable portion into the 
urethra of a patient, wherein the introducer is dimen-
sioned and configured to be partially inserted into the 
urethra of a patient, and the introducer together with the 
sheath encloses all of the urethra-insertable portion 
when in the initial position. 

wherein the urine inlet and urine outlet are in fluid com­
munication; 

a pliable sheath comprising a lumen, wherein the sheath 
encloses at least a portion of the insertable portion; and 

20. The indwelling catheter assembly of claim 19, wherein 
the sheath is removably attached to the indwelling catheter. 

21. The indwelling catheter assembly of claim 19, wherein 
the collar is dimensioned and configured to attach to the 

55 introducer. 

an introducer attached to the sheath opposite the terminus, 
wherein the introducer is dimensioned and configured to 
enclose and support the first end when in an initial posi­
tion, the introducer slidingly receives the insertable por­
tion during insertion of the insertable portion into the 
urethra of a patient, wherein the introducer is dimen­
sioned and configured to be partially inserted into the 

60 
urethra of a patient, and the introducer together with the 
sheath encloses all of the urethra-insertable portion 
when in the initial position; 

22. The indwelling catheter assembly of claim 19, wherein 
the indwelling catheter is coated with a bacteriostatic or bac­
tericidal agent. 

23. A catheterization kit comprising: 
the indwelling urinary catheter assembly of claim 19; and 
a sanitary wrapper enclosing the assembly. 

* * * * * 
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