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PARENERAL FLUI D DELI VERY BAG  WTH | NTEGRAL LI NE
SET FI ELD OF THE | NVENTI ON 5 The

I nstant invention relates to drug delivery bags and, nore

specifically, tWORV483fags. BACKGROUNICTRS9 794854

| NVENTI ON *The general 1.V. bag is well known in the art. Such a
bag has an 10 envelope which contains a flpyjd. This fluid either contains
a medi cament or the bag is arranged to allow a nedi canent to be added

PARENTERAL FLUID DELIVERY BAG
WITH INTEGRAL LINE SET

FIELD OF THE INVENTION
5  The instant invention relates to drug delivery bags and, more
specifically, to LV. bags.

BACKGROUND OF THE INVENTION
The general L.V. bag is well known in the art. Such a bag has an

10  envelope which contains a fluid. This fluid either contains a
medicament or the bag is arranged to allow a medicament to be added
to the fluid contained within the bag. These bags come equipped
either with septa or some other docking means so as to allow a line set
to be attached. To prevent air infiltration of the patient, the line set

15 must then be purged or primed. Furthermore, after the medicament
has been delivered to the patient, the line set must be flushed or
purged before an additional or different medicament can be added.
This is a time consuming procedure and, in this time of rising costs,
any gain in efficiency of the staff is welcome.

20 U.S. Patent 3, 307, 549 to Zackheim discloses an enema bag
which has an extended fluid chamber serving as an enema tube. This
device does not contemplate either a fluid reservoir and extensible line

- set formed from two webs or a peelably releasable set as disclosed in
the instant invention.

25 U.S. Patent 5, 466, 322 to Munsch describes an elongate plastic

"~ member, or tube, which is fused o an adjacent member andis "~
. subsequently peelable from an adjoining member. The invention does



to the fluid contained within the bag. These bags cone equi pped ei t her
W th septa or sonme other docking neans so as to allow a |ineg t-o-he.

attached. To prevent air infiltration of the patient, the Ii H‘”§e$HH§ HAS BEEN
must then be purged or prinmed. Furthernore, after the medic REPLACED:
been delivered to the patient, the Iine set nust be flushed '

bef ore an addwoiswwadsé or di fferent nedi cament can be added. PCT/USBIVMIGSS4S a

tiime consumi ng procedure and, in this time of rising costs, any gain
in efficiency of the staff is welcone. 20 U S. Patent 3,307,549 to
Zackhei m di scl oses an enena bag MhIC% has an extended fluid chanber
serving as an enema tube. This devi ce does not contenplate either a
fluid reservoir and extensible |ine set formed fromtwo webs or a
peel ably rel easabl e set as disclosed in the instant invention. 25

U S. Patent 5, 466, 322 to Miunsch descri bes an el ongate plastic
menber, or tube, mlluwewr,fdlsd@qmbagnmmattfommﬂmaamﬂ\e

subsequent |y peel%&&w&&&n adj oi ni ng nenber. The invention does

SUMMARY OF THE INVENTION
5 The instant invention contemplates a fluid delivery bag having
a prefilled line set formed integral with the bag in use, in the first
embodiment thereof, the invention would be arranged for delivery of
the fluid contained therein and the integral line set would be peelably
released from the associated web. A suitable fluid communication
10 - device would be attached to the fitment resident at the distal end
thereof so as to place the bag in fluid communication with the patient.
In the second embodiment of the instant invention a plurality of
co-formed bags are used wherein a first bag contains a fluid and a
second bag is initially empty. The bags are connected by an integrally
15 formed y-shaped line set thereby placing both bags in alternate fluid
communication with a single delivery tube wherein the delivery tube
has associated therewith a fitment. The most common use of a dual
bag or multi-bag arrangement being continuous ambulatory peritoneal
dialysis wherein the first bag would contain a dialyzing fluid and the
20 second bag would be used to hold used dialyzing fluid.
Therefore, it is a primary object of the invention to provide for a
fluid delivery bag with an integral line set.
Itis a further object of the invention to provide for a fluid
‘delivery bag and line set combination which is pre-filled with fluid.
o B It is another object of the invention to provide for a bag.and line . - -
set which is co-disposable.
"Itis a further object of the invention to provide for the

elimination of the necessity of purging the line set of medicament.
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2 ' ) not ,
t he 1 nst ant

however, disclose a bag and line set forned integral as in
I nventi on. According to one_aspect of

the invention there is provided a bag for comuni cat if |6 ISHEET HNSt BEEN
a patient conprising a fluid chanber, a line set 5 formeq i nt egemlAQy

said fluid chanber and, wherein said line set is - ext

| i pe set bei ng WOAT48364; r el easable so as to effect said PCTAISSBOBESON

of said |line set.

Preferably, the line set has an initial

conpactly coil ed aspect and is depl€%abl e into an el ongate

position. 10
i ncl udes a tear

I n one enbodi nent of e invention, the bag further
seal along said line set and said tear seal is

~operative to maintain said |line

10

15

20

o e e invVention. .

Itis a further object of the instant invention to allow for a bag
and line set to be co-formed in a single operation.

_ In an embodiment, it is a further object of the invention to
provide a mixing chamber for adding a medicament to a diluent fluid
wherein the mixing chamber is integral with the delivery line.

In an embodiment it is a primary object of the instant invention
to provide for a co-formed bag set operative to alternately deliver and
receive fluid from a patient.

These, and other objects of the instant invention, will become
obvious in the detailed description of the preferred embodiments and
claims appended hereto.

BRIEF DESCRIPTION OF THE DRAWINGS

Figure 1 is a plan view of the novel bag.

Figure 2 is a perspective view of the novel bag with the integral
inset deployed and the bag hanging in the preferred orientation for
delivery of a fluid.

Figure 3 is a perspective view of the drug introducer.

Figure 4 is a perspective view of the introducer with a
medicament bottle affixed.

Figure 5 is a plan view of the novel bag in the pre-filled
embodiment thereof.

Figure 6 is a cross-sectional view of the line set.

Figure 7 is a plan view of the dual bag embodiment of the
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set in said conpact aspect. Preferably the tear seal is

rel easable so as to effect said depl oynent ' of said line set. 15
The bag including the fluid chanber and the |line set may be forned

froma plurality of sheet webs. I n one enbodi ment of the
invention, the line set includes a fluid seal which is

substanti al | y vi@omisse®gnsi ve with the tear seal. Preferably, t peTfussiudsss
seal and the webs define a lumen interior to the line set. 20

The bag may include neans for introducing g_ medi cament into the .
fluid chanber such as a spike connector antd a frangible plug associated
with the spi ke connector. According to anot her aspect of
the invention there is provided a met hod for delivering a fluid
to a patient conprising the steps of:-
DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENTS
As shown in Figure 1, an assembly 1 is disclosed which is
formed of a plurality of polymeric sheets 10 and 12 wherein the sheets
can be of a polyvinylchloride, polyolefin or other flexible, liquid-tight,
s  and biocompatible material.

The sheets are formed into a reservoir 20 capable of containing a
medicament or a suitable diluent or other fluid. Reservoir 20 is
defined by a plurality of welded seals 22, 24, 26, and 28 wherein the
seals are operative to separate the reservoir 20 from the rest of the bag

10 assembly 1.

Seals 22, 24, 26, and 28 are preferentially made by radio-
frequency welding, but may be made by any other suitable process for
making parenteral fluid delivery bags. The reservoir is further defined
by a peripheral seal 30 which is formed about the outer edge of the bag

15  assembly 1 and is operative to enclose the outer edges of reservoir 20
in cooperation with seals 22, 24, 26 and 28.

The perimeter seal 30 also defines, in cooperation with the first
upper reservoir seal 24 and the second upper reservoir seal 28, a first
hanging aperture 32 and a second hanging aperture 34 which are

20  operative to engage a bag hanger 200, as shown in Figure 2, thereby
orienting the bag assembly 1 correctly for administration of the fluid or
medicament contained in, or introduced to, reservoir 20.

Line set 40 is formed integral with reservoir 20 and bag

assembly 1, and is in fluid communication with reservoir 20 via port

.25 .. 41.. The integral line set 40 is.co-formed with bag 1 and is releasably .- . . - - - _

attached thereto by a tearable seal 50. To deploy the line set 40, an
opeérator, such ‘as a nurse, wolild grasp the distal eénd 78 of the line set
40 and draw the distal end 78 away from the bag assembly 1, thereby



25 (i) providing a bag containing the fluid to be adm ni stered,
sai d" bag having a deployable line set integral with the first
bag, said line set having a distal end,

. (ii) deploying said Iine set towards the patient and

pl aci ng the distal end of the line set into parenteral
fluid WO 97/48366 conmmuni cation with the patient, andCI/US37/06654
(itTi) delivering the fluid fromthe first bag to the patient.

-5.

releasing the tear seal 50 of the line set 40 and drawing the line set 40
out of the line set aperture 42 defined by the bag web 60 to which the
line set 40 is attached via tear seal 50.
In the pictured embodiment, line set 40 is spiral wound within
s  web 60, and displays a continuous spiral tear seal 50. The instant
invention contemplates a variety of line set layouts within web 60,
including, but not limited to, sinusoidal or folded s-shaped
arrangements when the line set 40 is undeployed.
Line set 40 is composed of a first envelope section 40A and a
10 = second envelope section 40B. In this embodiment the envelope
‘sections are formed from sheets 10 and 12, out of which the rest of the
bag assembly 1 is also formed.
In an embodiment, line set 40, consisting of envelopes 40A and
40B, is formed by sealing the first envelope 40A to the second envelope
15 40B forming fluid seal 52. Exterior to the fluid seal 52 is tear seal 50 as
aforedescribed, thereby allowing deployment of line set 40 whilst
maintaining integrity of the line set 40.
The distal end or terminus 79 of the line set 40 is fused or
otherwise connected to an appropriate connector or fitment 80 which
20  may be a septum, or luer fitting, or frangible connector, or some other
connector or combination thereof suitable for intravenous delivery of
fluids. . Additionally, line set 40 is filled with fluid also resident in
chamber 20, thereby eliminating the necessity of purging the line set of

air as aforementioned.

-Associabed .With the chamber .20,. and in ﬂﬁid ;omﬁunicaﬁon

.- therewith, is a fill port 85 through which fluid is introduced into the - =

chamber 20. Fill port 85 is subsequently sealed by plug 88, thereby



5 In order that the invention nmay be nore readily understood and

put - into practical effect, reference will now be nade to the
acconpanyi ng drawi ngs i n which: - Fig. 1 is a plan
view of a bag according to one enbodi nent of the i nvention, 10

Fig. 2 is a perspective view of the novel bag with the integral inset
depl oyed and wi»7kgsgs hanging in the preferred orientation fopcrsyroesss

delivery of a fluid, Fig. 3 is a perspective view of the
drug introducer, Fig. 41 S 62 per spective view of the
introducer with a nedicanent 1 5 bottl e affixed,

Fig. 5is a plan view of the novel bag in the pre-filled enbodi nent
t her eof

closing off port 85 and fill tube 87. Alternatively, and preferred, the
line set 40 may be used as a fill port prior to connecting the
appropriate connector 80 to the line set 40. In an embodiment herein
preferred, also associated with chamber 10, is a medicament

5 introduction port 110 which is attached to bag 1 at support ring 100.
Support ring 100 is formed with the rest of bag 1 and is operative to
support introduction port 110 in a suitable position for administering a
medicament from another container into chamber 20. In the preferred
embodiment, introduction port 110 is a spike connector, wherein the

10 spike connector 110 has a connector cup:112 in contact with support

‘ring 100 -and a cup bottom 114, the exterior side of which is in contact

" with the interior of chamber 20. Also associated with connector 110 is
an interior spike 130, said spike 130 being in fluid communication with
chamber 20 subsequent to opening frangible plug 132.

15 In operation, protective film 120 is removed exposing spike
connector 130. A suitable medicament containing vial 136 is impaled
on spike connector 130. Then frangible 132 is broken, allowing fluid
communication between chamber 10 and the medicament containing
vial 136, allowing the medicament in vial 136 to be introduced to a

20  patient via line set 40.

In the alternate embodiment of the invention a first fluid
containing bag 200 has wrapped therearound a substantially helically
wound line set 210 which is in fluid communication with the bag 200
by means of a fluid orifice 212. The line set 210 joins a second

et g o2 ATAINAGE line set 214 at a wye-junction 216 wherein the second leg of ... cimi s

the wye 218 is integral with a drainage line 220 which is helically
~ wound about drainage bag 222 and is forined integral therewith.
Drainage line 220 is in fluid communication with drainage bag 222 by



Fig. 6 is a cross-sectional view of the Iine set, and
Is a plan view of a dual bag enbodi nent. : WO 97/ 48366
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DETAI LED DESCRI PTI ON OF THE PREFERRED EMBODI MENTS
Figure 1, an assenbly 1 is disclosed which is

pol ynmeri c sheetWODY486& 12 wherein the sheets
pol'yvi nyl chl ori de, polyolefin or other flexible,

-4-

Fig. 7

As shown in
formed of a plurality of
can be of d&CT/USI7/06654

liquid-tight, 5 and

bi oconpati bl e materi al ' The shegys are formed into a reservoir

20 capable of containing a
20 is

fluid. Reservoir

10

15

means of a drain orifice 224 at the proximal end 226 of the drain line
220.

The base of wye-junction 216 defines a common delivery and
drain line 228, the distal end of which comprises an appropriate
fitment 230. Inserted within the delivery line 220 and the drain line
228 are frangible plugs 232, 234 which are operative to provide a uni-
directional flow of fluid from the delivery bag 200 to the patient and
subsequently from the patient into drain bag 222.

In operation in this embodiment of the invention an operator
would deploy both the delivery line 220 and the drain line 228. The
operator would then break thé delivery line frangible plug after
connecting the fitment to the patient thereby allowing fluid to flow
from the delivery bag 200 to the patient. When the delivery therapy is
complete, the operator would then break frangible plug 234 which is
associated with drain line 228 thereby allowing fluid to drain from the
patient into the receiving or drain bag 222,

The aforewritten detailed description is illustrative of the
preferred embodiment of the instant invention and is not meant to
present limitations on the instant invention aside from those in the
claims appended hereto.

nedi canent or a suitable diluent or other



defined by a plurality of welded seals 22, 24, 26, and 28 -
seals are operative to separate the reservoir 20 fromthe r §'HIS)SHEE1TeHASgBEEN
10 assenbly 1. Seal s 22, 24, 26, and 28 are pr ¢f er erREPLACED

made by radi o- frequency wel di ng, but nay be nade by afy=otriTeT

sui tabl e process for maki ng parenteral fluid delivery bags. The
reservoir is tworsrissse def i ned by a peripheral seal 30 wirGRiUS$93/0665¢ ned
about the outer edge of the bag 15 assenbly 1 and is operative to encl ose
the outer edges of reservoir 20 in_gooperation_with seals 22 24 26
and 28. The perineter seal 30 also defines, in cooperatlon W th
the first upper reservoir seal 24 and the secon seal
28, a first hangi ng aperture 32 and a second haﬂglllﬂg M}!lmmllﬂw
which are 20 operative to engage a bag hanger 200, as’ sfiowh it Figdre 2,
t her eby orienting the bag assenbly 1 correctly for adm nistration of
the fluid or me dn seordance avith,purinventionwe glaiByuced to, reservoir 20.
Line set 40 is forned integral with reservoir 20 and bag assenbly 1,
and is in fluid conmunication vvith reserv0|r 20 via port 25 41, The
integral line set 40 (B coAftmgfercombturiicating fhuids weith @patientb| y

attached thereto by a_tear 50 To the Lin

operator, such a€® Rﬂﬂ%‘aﬁfﬁ 5P l‘f‘ﬁ@"&s&‘ﬁ# hi ﬁ} ﬁgﬁgl ne set

40 and draw tfe dhaindber RR, WhRerelitehid Lindsétis eRREisiblS 64l lihelset béingeby
peelably releasable so as to effect said extension of said line set.

(2) Theinvention according to Claim 1 and said line set
having an initial compactly coiled aspect.
10
(3) Theinvention according to Claim 2 and said line set
further being deployable into an elongate position.

(4)  Theinvention according to Claim 2 and said bag further
15  comprising a tear seal along said line set, said tear seal further
operative to maintain said line set in said compact aspect.

(5) The invention according to Claim 3 and said tear seal
further being releasable so as to effect said deployment of said line set.
20 (6) The invention according to Claim 5 and said line set
further comprising a plurality of sheet webs wherein said bag,

reservoir and line set are comprised of said webs.

(7)  The invention according to Claim 4 and said line set
.25____further comprising a fluid seal,_said fluid seal being substantially co-... ... . .. - .-

extensive with said tear seal.

Thls Sheet Has Been Reﬂlaced
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rel easing the tear seal 50 of the line set 40 and draw ng "ﬁﬂ‘s’l $~}%€§E€SEEEH

out of ‘the line set aperture 42 defined by the bag web 60

line set 40 is attached via tear seal 50. In the ctured

enbodi nent, | i WOI¥B6610 is spiral wound within 5 web 60, arﬁn s a
continuous spiral tear seal 50. The instant i nvention conterml ates a
variety of line set layouts within web 60,9- i ncluding, but not [imted

to, sinusoidal or folded s-shaped arrangenent s when n u Eﬂ S
undepl oyed. Line set 40 is conposed of a fi rsm m un‘mﬂmﬂa Ilon
40A and a 10 second envel ope section 40B. In this enbodi ngnt “t he ehvel ope
sections are fornmed fromsheets 10 and 12, out of which the rest of the

bag assenbly 1 is also n shgle set 40,
consi sting of envel ope@s 40%\‘&"““"“%3"’“‘ t‘fwg’g sea | ng the first
envel ope 40A to t Qhefdf 84id webArtDsaid Fluid Sil defifie aJuilen) kterér toB&id Ext eri or

to the fluid seal 52 is tear seal 50 as af oredescri bed, thereby
al | owi ng depl oynelinesgt | i ne set 40 whil st

5 (9) A bag for parenteral administration of fluids, said bag
comprising means for retaining a fluid within said bag and, integral
with said fluid retaining means, means for administering said fluid
parenterally.

10 (10)  The im)ention according to Claim 9 and means for

introducing a medicament into said means for retaining a fluid.

(11) The invention according to Claim 9 and said means for
administering a fluid parenterally, further comprising extensible
15  means for delivering said fluid from said means for retaining said
fluid and, wherein said extensible means has a terminus remote from
said means for retaining a fluid and there is a fitment adapted to bein
parenteral fluid communication with a patient, said terminus being
adapted to enter into fluid communication with said fitment.

(12) The invention according to Claim 11 and said terminus
including said fitment.

(13) The invention according to Claim 11 and said terminus
.25 including a frangible plug therewithin.

“ﬁﬁ‘ii“lii‘ilﬁ?i‘li‘l‘in




mai ntaining integrity of the line set 40. The distal end or

termnus 79 of the line set 40 is fused or ot herwi se connected to an
appropriate connector or fitment 80 which 20 may be a septum or | uer
fitting, or frangi ble connector, or sone other connector or

conbi nation thereof suitable for intravenous delivery of fluids.

Addi tional |l y,wbewesiset 40 is filled with fluid al so resi dentPGuIS97/06654
chanber 20, thereby elimnating the necessity of purging the |line set of

air as aforenentioned. 25 '- Assgciated with the chamber—26;—and—
in fluid conmunication therewith, is a fill port 85~ [

fluid is introduced into the chanber 20. Fill port E’gy!m!m"m#mih‘m,y
seal ed by plug 88, thereby WO 97/ 48 L
PCT/ US97/ 06654 - 6-

(14) The invention according to Claim 13 and said extensible
means providing fluid communication between a plurality of said
fluid retaining means to a single terminus.

5 (15) The invention according to Claim 10 and said means for
introducing a medicament further comprising a spike connector and a
frangible plug associated with said spike connector.

(16) A method for delivering a fluid to a patient comprising

10 the following steps:
(a) wherein there is a bag containing the fluid to be
administered and said bag has a preferrea orientation for
delivery of said fluid, orientating said bag into said preferred
position;

15 (b)  wherein said bag has a line set formed integral with said
bag and said line set is deployable, deploying said line set;
(¢)  wherein said line set has a distal end and said distal end
is adaptable to be put into parenteral fluid communication with
said patient, establishing said communication; and

20 (d) ;:lelivering said fluid to said patient.

(17) The method of Claim 16 and wherein there is a second
bag in alternate fluid communication with said patient, placing said

second bag in fluid communication with said patient.

(13) The method according to Claim 17 and wherein said

- - second bag is adapted to receive fluid from said patient, receiving said ™~~~ = ="

fluid in said second bag.



closing off port 85 and fill tube 87. Alternatively, and preferred, the

line set 40 may be used as a fill port prior to connecting the
appropriate connector 80 to the line set 40. In an enbodi nent herein
preferred, also associated with chanber 10, is a nedi canent S

i ntroduction port 110 which is attached to bag 1 at support ring 100.
Support ring 19®%748%6r ned with the rest of bag 1 and i s OperMITAIS97H6654
support introduction port 110 in a suitable position for adm nistering a
medi canment from anot her container into gh Sber 20. In the preferred
enbodi nment, introduction port 110 is a p? e connector, wherein the
10 spi ke connector 110 has a connector cup 112 in contact wth support
ring 100 and a cup bottom 114, the exterior side of which is in contact
with the interior of chanber 20. Al so associated with connector 110 is
an interior spike 130, said spike 130 being in fluid comunication with
chanber 20 subsequent to opening frangible plug 132. 15
In operation, protective film 120 is renoved exposi ng spi ke
connector 130. A suitable nedicanent containing vial 136 is inpal ed
on spi ke connector 130. Then frangible 132 is broken, allow ng fluid
communi cati on between chanber 10 and t he nedi canent contai ni ng o
vial 136, allow ng the nmedicanment in vial 136 to be introduced 8
20 patient via |line set 40. g~
enbodi nent of the [ nvention a first fluid
200 has wrapped t h&®around a subst adOQal | g0Ohel i cal ly
wound |ine set 210 ich is in fluid/Zco ni cati on y
by means of a fluigl{orrti 2T 1 Y g5t 2185
|~

28




drai nage line set 214 at a wye-junction 216 wherein the second | eg of
the we 218 is integral with a drainage line 220 which is helically
wound about drai nage bag 222 and is fornmed integral therewth.

Drainage line 220 is in fluid comunication with drai nage bag 222 by
WD 97/ 48366

PCT/ US97/ 06654 WO 97/48366 -7-  PCT/US97/06654NS
of 'a drain orifice 224 at the proximal end 226 of the drain |ine 220.
The base of wye-junction 216 defines a 32 n delivery and drain line
228, the distal end of which conprises propriate 5 fitment 230.
Inserted within the delivery line 220 and the drain |line 228 are
frangi bl e plugs 232, 234 ghLQh are operative to provide a uni-

40A

408

FIG. 6




directional flow of fluid fromthe delivery bag 200 to the patient and

subsequently fromthe patient into drain bag 222. I n operation
in this enbodi nent of the invention an operator 10 would deploy both the
delivery line 220 and the drain |ine 228. The operator would then
break the delivery line frangible plug after connecting the fitnent
to the pati ent W86 allowing fluid to flow - from t he MVISIU6ESdag
200 to the patient. Wien the delivery therapy is conpl ete, the
operat or woul d then break frangi ble pl ug;/2§4 which is 15 associated with
drain line 228 thereby allowing fluid to'drfain fromthe = patient into
the receiving or drain bag 222. The aforewitten detailed
description is illustrative of the preferred enbodi nent of the
instant invention and is not neant to present limtations on the

instant invention aside fromthose in the 20 cl ains appended hereto.
8 THE CLAI M5 DEFI NI NG THE | NVENTI ON ARE AS FOLLOWS: -

FIG. 7




1. A bag for -communicating fluids with a patient conprising a fluid

chanber, a line set formed integral with said-fluid chanmbe

said |fne set

is extensible, said |ine set being peel ably rgEEEAQW 5 - 1

to «ffect said extension of said |line set. 2. A bag adqcqrding to Cla
1 wherein said line set has an initial conpactly coiled aspect25 JUN 1999A
bag according to Caim2 wherein said line set is deployablielinto an

el ongat e position. 4. A bag according to Claim2 whereijn sald bag
further includes a tear seal along said |2ne set and said ltear sealis

operative to maintain said line set in said conpact aspect.

10

15

20

25

not, however, disclose a bag and line set formed integral as in the instant
invention.

According to one aspect of the invention there is provided a bag for
communicating fluids with a patient comprising a fiuid chamber, a fine set
formed integral with said fluid chamber and, wherein said line set is
extensible, said line set being peelably releasable so as to effect said
extension of said line set.

Preferably, the line set has an initial compactly coiled aspect and is
deployable into an elongate position. |

In one embodiment of the invention, the bag further inclu&es a tear
seal along said fine set and said tear seal is operative to maintain said line
set in said compact aspect.

Preferably thé tear seal is releasable so as to effect said deployment
of said line set. . _

The bag including the fluid chamber and the line set may be formed
from a plurality of sheet webs.

In one embodiment of the invention, the line set includes all fluid seal
which is substantially so-extensive with the tear seal. Preferably, the fluid
seal and the webs define a lumen interior to the line set.

The bag may include means for introducing a medicament into the
fluid chamber such as a spike connector and a frangible plug associated
with the spike connector. |

According to another aspect of the invention there is provided a

method for delivering a fluid to a patient comprising the steps of:-

(@ providing a bag containing the fluid to be administered,
said bag having a deployable line set integral with the first

bag, said line set having a distal end,

A g NNA|~ F
2516 (A%



5. A bag according to Claim3 wherein said tear seal is releasable so as
to effect said deploynent of said |ine set. 6. A bag ac g"re;GL-aJ..m__q
1 wherein said bag is formed froma plurality of sheet web$: Eﬁ@NTb

according to Caim4 wherein said |ine set further includesfa
said fluid seal being substantially co-extensive with said

Q-

3

(ii) deploying said line set towards the patient and placing
the distal end of the line set into parenteral fluid
communication with the patient, and

{(iii)  delivering the fluid from the first bag to the patient.

5 In order that the invention may be more readily understodd and put
into practical effect, reference will now be made to the accompanying
drawings in which:-

Fig. 1 is a plan view of a bég according to one embodiment of the

invention,

10 Fig. 2 is a perspective view of the novel bag with the integral inset
deployed and the bag hanging in the preferred orientation for
delivery of a fluid,

Fig. 3is a perspective view of the drug introducer,

Fig. 4 is a perspective view of the introducer with a medicament

15 bottle affixed,

Eig. 5 is a plan view of the novel bag in the pre-filled embodiment
thereof,

Fig. 6 is a cross-sectional view of the line set, and

Fig. 7 is a plan view of a dual bag embodiment.



9 8. A bag according to Gaim6 further including a fluid seal and
wher ei n said vvebs and said fluid seal define a lunmen, interi: i

line set. : aim1 and incl udi ng me Fﬂmf .

i nt roduci ng a medi szmmmm ﬂmmm | ui d chanber. 10. A bdgg acw.EuVIE ,S,HEET
Claim9 wherein said rmeafs for®i M rdducing a nedi canent i ncljuge ke :
connector and a frangi ble plug associated 8ith said spike cdnnpe S%%rﬁm 1999
A bag for communicating fluids with a patient substantially

herei nbefore described with reference to Figs. 1 to 6 of thejacconpanying
drawings.  ryg CLAIMS DEFINING THE INVENTION ARE AS FOLLOWS:-

1. A bag for communicating fluids with a patient comprising a fluid
chamber, a line set formed integral with said fluid chamber and, wherein
said line set is extensible, said line set being peelably releasable so as to

effect said extension of said line set.

2. A bag according to Claim 1 wherein said line set has an initial

compactly coiled aspect.

3. A bag according to Claim 2 wherein said line set is deployable into

an elongate position.

4. A bag according to Claim 2 wherein said bag further includes a tear
seal along said line set and said tear seal is operative to maintain said line

set in said compact aspect.

5. A bag according to Claim 3 wherein said tear seal is releasable so as

to effect said deployment of said line set.

6. A bag according to Claim 1 wherein said bag is formed from a

plurality of sheet webs.

7. A bag according to Claim 4 wherein said line set further includes a -
fluid seal, said fluid seal being substantially co-extensive with said tear

seal.,



WO 97/ 48366 ' .
PCT/ US97/ 06654 - 10-
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provi ding fluid c ag\“ nu i en a pI urality of said GREPLAGEMENT SHEET
" .

retai ni ng neans to (15) The
according to Caim 10 a sai d rreans for I ntroduci ng a mg

further conprising a spike connector and a frangi bl e plju ass !38
wi th said spi ke connector. 9

8. A bag according to Claim 6 further including a fluid seal and wherein

said webs and said fluid seal define a lumen, interior to said line set.

9. A bag according to Claim 1 and including means for introducing a

medicament into said fluid chamber.

10. A bag according to Claim 9 wherein said means for introdqcing a
medicament includes a spike connector and a frangible plug associated with

said spike connector.

11. A bag for communicating fluids with a patient substantially as
hereinbefore described with reference to Figs. 1 to 6 of the accompanying

drawings.
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(54) Title: PARENTERAL FLUID DELIVERY BAG WITH INTEGRAL LINE SET
(57) Abstract

A parenteral fluid delivery bag (1) having a line set (40) formed integral with
the bag, the line set being peelably releasable from the remainder of the bag so as to
assume a deployed position adapted to enter into fluid communication with a patient.
In an alternate embodiment, a plurality of bags (200, 222) connected by an integrally
formed wye-junction (216) are adapted for delivery to a patient and retrieval of fluid
from a patient.
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