WO 03/ 079942 PCT/1B03/01084 1 5 BODY FLU D SAMPLI NG ASSEMBLY 10 FI ELD OF
THE I NVENTION This invention relates to a bag assenbly used for sanpling
fluid, uswelBp7amine, froma patient and nore parti cul ar IP¢THBOY (e84
connection between the body drainage 15 outlet and the sanple connection.
BACKGROUND TO THE | NVENTI ON Dr ai nage b?gs connected to a patient via a
catheter and flexible tube for 20 collFection of urine discharged fromthe
body are well known. It is frequently necessary when a patient is being
preateg to take sanples of freshly discharged urine for exam nation. This
is preSently usually achieved by having the catheter attached through a
speci al connector to the drainage tube. 25 The connector includes a plug
whi ch may be pierced by a syringe needle and which will seal automatically
once the needle is wthdrawm. The connector is.a rigid tube with a central
body portion having a transverse aperture into the bore through the body.
This aperture is plugged with resilient material through which a syringe
needl e can be inserted tqg i e ?ough t he 30 connector.
Thi s enabl es a sanpl e of ; E ot d—t o be obtained. Being
| ocatgg, as it is in use, near the catheter the manipul ati on of the syringe
requires care_and dexteriti to satisfactorily obtain a required sanple.
Also to Nis full the dr ai nage tube needs to be fol ded
to provide a

This invention relates to a bag assembly used for sampling fluid, usually urine,
from-a patient and more particularly to the connection between the body drainage

15  outlet and the sample connection.

BACKGROUND TO THE INVENTION

Drainage bags connected to a patient via a catheter and flexible tube for

20 collection of urine discharged from the body are well known.

It is frequently necessary when a patient is being treated to take samples of
freshly discharged urine for examination. This is presently usually achieved by
having the catheter attached through a special connector to the drainage tube.
25  The connector includes a plug which may be pierced by a syringe needle and
which will seal automatically once the needle is withdrawn. The connector is a
rigid tube with a central body portion having a transverse aperture into the bore
through the body. This aperture is plugged with resilient material through which a
syringe needle can be inserted to communicate with a flow through the

30 connector. This enables a sample of freshly excreted body fluid to be obtained.
Being located, as it is in use, near the catheter the manipulation of the syringe

requires care and dexterity to satisfactorily obtain a required sample. Also to

ensure the connector is full the drainage tube needs to be folded to provide a
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CONFI R(VATI ON COPY WO 03/079942 PCT/1B03/01084 2 5 tenporary reservoir in
the tube and into which the syringe needle may be introduced through the
pl ug and wormm/onf94t he fluid withdrawn as a test sanple. THRETIB@EA M e i S
thus one of potential danger because of the serious and often fatal
infections which can be transmtted through m shandling of hypodermc 10
syringes and in practice frequently Ieéds to the drai nage tube being
tenporarily renoved fromthe drainage bag to allow a sanple to be taken

therefromthat is not fresh. . ' i :
proced%rg}qrgp%a%lr?s%g(ﬁ lﬁhg’c?ugt;oo%%hpﬁ@té r1@“%9 éc%?mgeiln%é@%tenty: g? art
known to t{iedapsd tthaaghitise pugRaidesumd oDibe, fEd® withdiagmeals aidest|sangl@at i onal

Patent Conpany. This docunment discloses a three-way valve as part of a
conpl i cated combi ned nmeasuring and col |l ecti on bag assenbly. The 20 valve is

secured t ?hbgﬁoé&g@rgﬁé){h@é‘gnéﬁ!ﬂ)ﬁerﬁgl M hedauba \of thé Sefoss hhaoftenhanged.
Wiile it is stated its purpose is to enable collected urine to be sanpl ed

it is not fatels gifectiorisowhiohe san seampragsmitiedy ghrpggle imisbandling ofnyPodemaic pe

x - o . ; e vot
"1 t ndd goctidhe S58 Mol UERERR lordeiP e Bfe08 Moo Bt eiforfig! ot e
i nvent i on réropsd rode tiee deximegd bag Whiatibw enatinpke abplitalren therefremdhéteist ed i n

a sinpler nore efficient nmanner. 30 SUMVARY OF THE | NVENTION I n accordance
with thisnPhifesf-i on there is provided a connector for sanpling

As far as the applicant is aware this procedure is widely used throughout the
15 world. |

The closest prior art known to the applicant is US Patent 4,000,649 assigned to
International Patent Company. This document discloses a three-way valve as
part of a complicated combined measuring and collection bag aséembly. The
20 valve is secured to the assembly and cannot be reused or have its position
changed. While it is stated its purpose is to enable collected urine to be sampled
it is not possible for fresh samples to be taken as urine must first be collected in a

measuring container. Fresh urine sampling is not indicated in the document.

25 OBJECT OF THE INVENTION

It is the object of this invention to provide a connector which enables sampling to

be effected in a simpler more efficient manner.

30 SUMMARY OF THE INVENTION

In accordance with this invention there is provided a connector for sampling
drained body fluids comprising a three-way valve fitted to one end of a flexible
tube and adapted for connection to a collection outlet.

35



drai ned body fluids conprising a three-way valve fitted to one end of a
flexible tube and adapted for connection to a collection outlet. 35 WD
03/ 079942WB@3hTBEB/ 01084 3 5 Further features of this i neemtiBanipsdovi de
for the three-way valve to be noulded in plastics material and of a kind
having a body with three openings wth connection spigots, two openings
being directly opposed to each other and the third spaced between them but
having its spigot inclined at an acute angle to one of the other spigots.

10 The_ i nventi | so . ' OV
serratba T Ugeragatyes o P8I PhiokiaS e B ied ey Fah BB RIMBIRCRNTT O, 2
dr ai nage plabiic@matetiab andef eaisd baviay kesodyowitie tree ©penBIgBRYIEFCAESCRIPTI ON OF

THE DRAW NGS A preferred exanpl.e t he inyenti is d ' ith
refer _enceSFP'GOttstho 8866%§%ﬁ";$dﬁ?§()ﬁ 9@?3?3\{W8ﬁ %%esrﬁre@s%re: qﬂﬁgsst&?lé%gswt Le
sanpl i ng BQtRbMZe‘”e%ttﬁénf ma\fiﬁq]ity%sigm indlifed AR @cutst aiglets ofle i dsabiher

col l ection bag; and FIG 2 shows the connector on the kind of bag used for

measur ed spigplse collection; and 25 FIG 3 is an expl oded view of a val ve
for t?g connector. DETAI LED DESCRI PTI ON OF THE | NVENTI ON

The invention also provides for the spigots to be tapered and provide a serrated
surface for frictional engagement with flexible plastics material drainage tubing,

closure caps or other connectors.

15 BRIEF DESCRIPTION OF THE DRAWINGS

A preferred example of the invention is described below with reference to the

accompanying drawings in which

20 FIG.1 illustrates the sampling connector ready for use with a simple

standard disposable collection bag; and

FIG.2 shows the connector on the kind of bag used for measured sample
collection; and
25
FIG. 3 is an exploded view of a valve for the connector.

DETAILED DESCRIPTION OF THE INVENTION

30 As shown the sampling connector (1) is attached to a conventional standard
polyvinyl chloride urine collection bag (2). The attachment is effected through a
flexible tube (3) and an inlet spigot (4) for the bag (2).

The standard bag (2) usually has the inlet spigot (4) welded into position during
35 manufacture and this may be integral with a length of tube (3). The bag also has



30 As shown the sanpling connector (1) is attached to a conventi onal
standard polyvinyl chloride urine collection bag (2). The attachnent is
ef f ect ed wbrostogde4m fl exi ble tube (3) and an inl et spigot PCA)NBONNI084he bag
(2). The standard bag (2) usually has the inlet spigot (4) welded into
position during 35 manufacture and thig nmay be integral with a Iength of
tube (3). The bag al so has WO 03/079942 PCT/1B03/01084 4 5 an outl et
connection welded into position during manufacture and this outlet is

fitted s tdh duabossrirectivhvgelded intBr gstigtPaNrind tharbfa@uicdindithis ledis! i de
val ve operable across the fl ow passage in well known manner. This al so

adds si nplfittac yith 8 dorsirayswenb). 10 I't shoul d be noted that a three-way
valve (6) is fitted to the inlet to the bag in the length of the flexible
tube (3). This nmakes it possible to |ocate the valve in a convenient

posi ti on fereferably thesaind (5)ikhbeya §lidenvalve apbrebbsr across divd flow pa3sage and

where sanmpl es, can be easily taken at .any.tine. The ease with which 15
campl es. ¢ AHEDKIOUR Srriectts ol SR eREP he ASEeBAY: t ube (3) will be
di sconppected for this purpose. The three-way val ve (6) has three openings
Wi th connection spigots (7) and thus provides a direct through flow for

uni nt er r up eBole ienaeteddhata Byregay yalye (B)ds died de theinleiftodaerpradn Hie where
necessary, t - : repaVval.:f or, di caf t ollecti g (2)
andr opl scciath ofis, gkl Rl ® T Ehis ket HhRGSIE o' REaB oAl g I o,
into the sgonyenint posktionhfor hese inveanopling agay dreem aa cathgésl chmmectidly (3Apposed
to each ot hed' nd the third s%aced. e]évveen hem but Vi ng Its SB\IIthH
and where samples can be easily taken at any time. The edse with C
15 samples can be taken makes it highly unlikely that any tube (3) will be

disconnected for this purpose.

The three-way valve (6) has three openings with connection spigots (7) and thus
provides a direct through flow for uninterrupted drainage or a by-pass for
20  collection of samples or, where necessary, shut-off for the removal for disposal of
the collection bag (2) and replacement with a new bag. To enable this to be done
the openings into the spigots (7) such that two openings are arranged directly
opposed to each other and the third spaced between them but having its spigot
(7A) inclined at an acute angle to one of the other spigots (7).
25
The spigots (7) have tapered and serrated external surfaces to enable them to be
easily connected in sealing engagement with the different fittings used in body
fluid drainage and collection.

30 As shown in Fig 2 the three-way valve (6) is shown in use on a collection and
measuring bag (8) made from polyvinyl chloride. This bag (8) is reusable being
provided at the inlet with a reflux valve (9) and having a tubular outlet (10) fitted
with a manually operated closure valve (11). This reflux valve (9) is usually
provided as an integral part of the bag (8). '
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(7A) inclined at an acute angle to one of the other spigots (7). 25 The
spigots (7) have tapered and serrated external surfaces to enable themto
be easilwowmofrmeted in sealing engagenment with the differemiBéi/tibsangs used
in body fluid drainage and collection. 30 As shown in Fig 2 the three-way
valve (6) is shown in use on a collection and neasuring bag (8) made from
pol yvinyl chloride. This bag (8) is re%sabl e being provided at the inlet
with a reflux valve (9) and having a tubular outlet (10) fitted wth a

or ovi ded SRR RIS IRV (B ang 0 s e O r et 03! 01084
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demarcated on a scale (14 the b |
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born t he Hisaneaacfreiaaioeorfe Fran e bdism®, VRS “ay: Wi th t he
val ve (13) being a valve of the kind illustrated at (6) but inverted,
However the usual system is improved by having a connection according to this
15  invention attached to both the inlet and the outlet of the container (12). In this
way, with the valve (13) being a valve of the kind illustrated at (8) but inverted,
the drainage assembly can provide an automatic overflow (15) from the container
(12) through the three-way valve (13) into the bag (8). The valve (13) can also be
set to allow direct flow through the container (12) into the bag (8) or to prevent
20 flow from the container other than through the overflow. The valve (13) can also
be closed when the bag (8) needs replacement for any reason. It will further be
appreciated that the construction of the valve (6) enables a selected directional

flow to be obtained under gravity.

25 It will be appreciated that the three-way valve connector can also be used with
any other drainage or sampling bag assembly to obtain accurately measured
samples. The spigot for sampling can easily be kept clean and sterile when not in

use by suitable protective caps and wiping after use with antiseptic material.

30 The invention thus provides body fiuid drainage and sampling connector which
enables the above sampling functions to be achieved in a more convenient
manner than has been possible heretofore. However it is the facilitating of the
sampling of freshly drained body fluids in a simple and safe manner which is

most desirable particularly under circumstances where such sampling must be



t he drai nage assenbly can provide an automatic overflow (15) fromthe
container (12) through the three-way valve (13) into the bag (8). The

val ve (13woman7akso be set to allow direct flow through theiBaiiiesner (12)
into the bag (8) or to prevent 20 rom1fron1the cont ai ner other than

t hrough the overflow. The val ve (13) n al so be closed when the bag (8)
needs repl acenent for any reason. further be appreciated that the
construction of the valve (6) enables a selected directional - flowto be

obt ai ngd under. .ar vity, . st val ve
connect or Y8 W%%ggb%ggﬁssoég ‘é&'tlﬁﬁé i argﬁn}%ﬁﬂfa? rail %ﬂ?’%& ﬂgtgﬁp théﬁeigl‘:ﬁgﬁ
assenbly taded QbénM@tmnedmwmecbonﬂaGWreﬁthls’l’lmee’mrgot for sanpling
can easily be kept clean and sterile when not in use by suitable
protective caps and wiping after use with antiseptic material. 30 The

i nvention thus provides body fluid drai nage and sanpling connector which
enabl es the above sanpling functions to be achieved in a nore conveni ent
manner than has been possible heretofore. However it is the facilitating of
t he iﬁnpllng of freshly drained body fluids in a sinple and safe nanner
whi ch nost desirable particularly under circunstances where such
sanpling nust be WO 03/079942 PCT/1B03/01084 6 5 undertaken by persons of
little if any nmedical training. Gher fittings than tubing and caps can
al so be connected to the connector of this invention. 10 15 20 25
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30 35 WD 03/079942 PCT/1B03/01084 7 5 CLAIMS 1. A connector (1) for
sanpling drained body fluids characterized in that it conprises a

t hr ee- wvaywoaB®®9¢5) fitted to one end of a flexible tubePCIBadosdapt ed
for connection to a collection outlet. 10 2. A connector (1) as clained in
claiml| characterized in that the valv (5A) body has three openings with
connection spigots (7), two openings being directly opposed to each ot her
and the third spaced between them but having its spigot (7A) inclined at
an acuke aRogAmis 15 to one of the spigots (7). 3. A connector as clained in
claim?2 characterized in that the spigots (7) provide tapered and serrated
surface for frictional engagenent wth different fittings. 20 4. A

t I
O &84 21 o fh b3 16F BRAGRS ' ael hdd bl eréAlctéiized in
that |t comprises a three-way valve (6) fitted to one end of a flexible

tube (3) and adapted for connection to a collection outlet.

10
2. A connector (1) as claimed in claim 1 characterized in that the valve
(5A) body has three openings with connection spigots (7), two
openings being directly opposed to each other and the third spaced
between them but having its spigot (7A) inclined at an acute angle
15 to one of the spigots (7).
3. A connector as claimed in claim 2 characterized in that the spigots
(7) provide tapered and serrated surface for frictional engagement
with different fittings.
20
4. A connector as claimed in claim 2 characterized in that the valve (6)
is moulded from synthetic plastics material.
25
30

35



