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Summary of Facts and Subm ssi ons
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The appel | ant (patentee) appeal ed agai nst the decision
of the QOpposition division posted 27 Decenber 2001 to
revoke the European patent No. 0 541 715.

The reason given for the revocation was that the
functional features contained in the independent
product claim 1l as granted were not suitable to be
di stingui shed fromthe prior art, nanely docunent

D3: US-A-4 496 046

so that the subject-matter of claim1l | acked an

i nventive step.

The Opposition Division further stated that the
subj ect-matter of claim 1 arose from an obvi ous
conbi nati on of docunent

D2: US-A-4 629 080

wi th docunent D3.

In addition to D2 and D3, the follow ng docunents were
di scussed during the appeal proceedings:

Di: EP-A-0 345774 (cited with the grounds of
opposition), and

D5: US-A-4 465488,

D6: DE-A-3 238 649,
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D7: EP-A-0 295 204 (all cited with the grounds of
appeal ).

Fol l owi ng requests fromboth parties, oral proceedings
were held on 26 Septenber 2003.

At the end of the oral proceedings the appellant
(patentee) requested that the decision under appeal be
set aside and that the patent be naintained in anmended
formon the basis of clains 1 to 16 filed during the
oral proceedings.

The respondent (opponent) requested that the appeal be
di sm ssed.

The i ndependent clains 1 and 13 of this request read as
foll ows:

"1l. A flexible container (10) for conbi ned storage and
adm ni stration of nedi canent and diluent for solutions,
t he contai ner (10) conpri sing:

a transparent flexible front sheet (12);

a flexible rear sheet (14) sealed to the front sheet
(12) at a common peripheral edge (16);

a first peelable seal (24) extendi ng between two sides
of the edge (16) and separably joining the front and
rear sheet (12, 14) by a partial nelting together of
pol ynmer present in the rear sheet and front sheet to
forma diluent conpartnment (18) containing a diluent;

a second peel abl e seal (26) extending between the two
sides and separably joining the front and rear sheet
(12, 14) by a partial nelting together of polyner
present in the rear sheet and front sheet to forman
outl et compartnent (22) and a nedi canent conpart nment
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(20) containing a powder nedicanment internediate the
outl et compartnent (22) and the diluent conpartnent
(18), the outlet conpartment (22) being enpty when the
di luent and nedi canent are in their separate
conpartnments (18, 20), a nvoisture inperneable cover
sheet being sealed to the front sheet, said cover sheet
bei ng sized to extend over the nmedi canent conpartnent
(20) and being renovabl e therefrom

wherein the first peelable seal (24) is rupturable by
hydraul i ¢ pressure generated by mani pul ati on of the

di l uent conpartnent (18), the diluent and nedi cament
are m xed by further mani pul ati on of the container (10)
after rupture of the first peelable seal (24) and the
second peel abl e seal (26) is rupturable by hydraulic
pressure generated by further manipul ati on of the now
joined diluent and nedi canment conpartnents, so that the
di | uent/ medi cament solution can flow into the outl et
conpartnment (22); and

an outlet port (30) in conmmunication with the outl et
conpartment (22), the outlet port (30) being adapted
for connection to an IV adm ni stration device, whereby
t he dil uent/ medi canment solution is admnistered to a
patient."

"13. A nmethod for formng a flexible container (10) for
conbi ned storage and adm ni stration of nedi canent and
di luent for solutions, the nethod conprising the steps
of :

providing a flexible, transparent, front sheet (12);
providing a flexible, vapor inperneable, rear sheet
(14);

sealing the front and rear sheets (12, 14) together at
a common peripheral edge (16), wherein the surface of
the front sheet (12) adjoining the rear sheet (14)
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conprises a blend of thernoplastic elastoner and

pol ynmer and the surface of the rear sheet (14)
adjoining the front sheet (12) conprises a pol yner
selected fromthe group consisting of polypropyl ene,
pol yet hyl ene and a pol ypropyl ene- pol yet hyl ene
copolymer; heating the front and rear sheets (12, 14)
inafirst localized area to fuse together the heated
portions of the adjoining surfaces, thereby formng a
first peel able seal (24) extending between two sides of
t he common peripheral edge (16), said first peel able
seal separably joining the front and rear sheets to
thereby forma first conpartnent (18) for containing a
di | uent;

heating the front and rear sheets in a second |ocalized
area to fuse together the heated portions of the
adj oi ning surfaces, thereby form ng a second peel abl e
seal (26) extending between the two sides of the conmon
peri pheral edge (16), said second peel able seal (26)
separably joining the front and rear sheets to thereby
forman outlet conpartnent (22) and a conpartnent (20)
for contai ning a nedi canment, the nedi canment conpart ment
(20) being between the outlet conpartnment (22) and the
di l uent conpartnent (18);

filling the diluent conpartnment (18) with a diluent
solution and filling the nedi canment conpartnent (20)

wi th a nmedi canent, while | eaving the outlet conpartnent
(22) enpty;

installing a noisture and |ight inperneable foil (54)
covering the nedi canent conpartnent (20), wherein at

| east a portion of the foil (54) is renovable for

vi sual inspection of the medi cament conpartnment (20);
wherein the first peelable seal (24) is rupturable by
hydraul i ¢ pressure generated by mani pul ati on of the

di l uent conpartnent (18), and wherein after rupture of
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the first peelable seal (24), the diluent and

medi canent are m xed together by further manipul ation
of the container to forma diluent/medi canent sol ution
and thereafter the second peel able seal (26) is
rupturabl e by hydraulic pressure generated by further
mani pul ati on of the now joined diluent and nedi canent
conpartnments so that the diluent/nmedi canment sol ution
can flowinto the outlet conpartnent (22); and formng
an outlet port (30) in conmunication with the outl et
conpartment (22), the outlet port (30) being adapted

for connection to an IV adm ni strati on device."

The appel | ant (patentee) argued essentially as foll ows:

The newly filed docunents D5, D6 and D7 shoul d not be
i ntroduced into the procedure because they were |late
filed and not rel evant.

The amendnents applied to the clains invalidated the
argunents of the Opposition Division with respect to
the mere function, and therefore not distinguishing,
nature of certain features. The fact that now in
claim1l1 the contents of each conmpartnent were specified
did not represent any significant departure fromthe
granted subject-matter, being such feature already
contained in the granted nethod clai m 14.

Regardi ng the inventive step, docunment D3 did not

di scl ose a contai ner having peel able seals, delimting
t he conpartnents. Whenever the containers disclosed in
docunent D3 were intended to contain a powdered drug
and a diluent in respective adjacent conpartnments for

i ntravenous adm nistration additional barriers formng

a buffer chanber between the conmpartnents had be to
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provided to avoid any transfer between the conpartnents
(see Figures 20 to 24). The different conpartnents were
put in conmunication by tearing the separation walls
and not by peeling the seals. There was no reason to
believe that the person skilled in the field would
necessarily replace these doubl e separation walls of
docunent D3 by a single peel able sealing as disclosed
by docunent Dl1. Docunent D3 did not disclose the
spatial disposition of the conmpartnents clainmed by the
invention either. Such relationship had the advantage
that only correctly m xed nedi canents coul d be
delivered through the outlet. The third (outlet)
conpartment of the invention was necessary in order to
assure conplete m xing of nmedi canent and dil uent prior
to delivery to the patient.

In its letter of appeal the appellant rigorously
contested that a person skilled in the art would even
have considered a nursing container with an unsafe
singl e breakabl e seal between the powder and dil uent
conpartments as di sclosed in docunent D2, Figure 18,
and conbine its teaching with the one of D3 or any

ot her docunent to arrive at a drug container intended

for intravenous use according to the patent in suit.

The respondent argued as foll ows:

Anmong the newly filed docunents at | east docunent D7
shoul d be introduced into the procedure because it

di scl osed an easy to peel seal. Docunents D5 and D6
represented the general state of the art.
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The new version of the clains submtted during the oral
proceedi ngs represented a shift in the clainmed subject
matt er whi ch was not acceptable at such a | ate stage.

Novel ty was acknow edged. Regarding inventive step, the
third conpartnment of the container according to the

i nventi on was not necessary in order to guarantee that
only conpletely m xed medi canments could be delivered to
t he patient, because the barrier provided by closing
the outlet valve was already sufficient for this
purpose. It followed that the clainmed invention was
made obvi ous by the enbodi ment with two conpartnents of
Figure 23 of document D3 in conmbination with the
teachi ng of document D1. This known enbodi nment
conprised a conpartnment (278) for the powder nedi canent
and a conpartnent (280) for the diluent. Alternatively
to the enbodi mrent of Figure 23, also the one of

Figures 11 to 14, in conbination with the teaching of
docunent D1, rendered the clained invention obvious.

The contai ner disclosed in Figure 20 of docunent D3
conprised three conpartnents |ike the clained
container, and it was at the discretion of the user to
fill the conmpartments according to the clained
specification. Mreover, docunent D1 explicitly cited
at page 3, line 19, that the known contai ner was

di vided into conpartnents to hold plural contents and
that the conmpartnments were isolated fromeach other by
a seal having easy-to-peel openability. The opening
nmet hod di scl osed by docunent D1 was tw sting and
squeezing the container with the hands (page 7,

l[ine 3); pulling tabs could be provided to facilitate
peeling (page 5, last line). It was obvious for a
skilled person who wanted to increase the cleanliness
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of the container to replace a breakable junction as
di sclosed in Figure 3, reference nunber 58, of docunent
D3 by a peel able seal according to docunment D1.

Reasons for the Deci sion

0007.D

The appeal is adm ssible.

Late filed docunents

Docunents D5 and D6 represent the background state of
the art. Docunent D7 discloses a container with three
conpartnments separated by a seam whi ch seam conpri ses
t ubul ar passages cl osed by breakabl e seals or by
wel di ngs rupturable by lateral pressure. This docunent
does, however, not disclose a peel able seal extending
fromone side of the container to the other. Al the
t hree docunents do not contain any rel evant feature
beyond t hose al ready known by the docunents D3 and D1.
Accordingly they are di sregarded according to

Article 114(2) EPC.

Arendnent s

The newly filed claim1l neets the requirenents of
Article 123(2) and (3) EPC. The subject-matter added in
claim1 consists essentially of the specification that
the diluent conpartnent contains a diluent, that the
medi cal conpartnment contains a powder nedi canent and

t hat the peel able seals are made by a partial nelting

t oget her of polymer present in the front and rear
sheet. Al the new features of claim1l are originally
contained in the clains 13 and 14 as granted and are -
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undi sputedly - covered by the content of the
application as filed.

Clainms 2 to 12 correspond to the granted clains 2 to
12, clainms 13 to 16 correspond to the granted clains 14
to 17.

Novel ty

Novelty of the newy filed clains has not been
chal | enged and the Board sees no reason to doubt it.

| nventive step

The patent as granted, see EP-B-0 541 715, page 2,
lines 30 to 41, designates docunent D2 as the cl osest
prior art. Although the title of that docunment could
suggest a nore general use not excluding IV

adm nistration, its clainms and the whol e description
exclusively refer to a nursing container, i.e.

adm nistration via the nouth into the digestive tract
of a baby patient. It is clear to any person skilled in
the art that the safety requirenents for storage and
preparation of a substance intended for nutritional use
are |l ess severe than they are for an intended |1V

adm nistration. In fact, there is only one di aphragm
(24) in the container disclosed in docunent D2 to
separate the fluid containing chanber fromthe powder
contai ning one (see Figures 6 to 8, and 18) which
according to docunment D3 is too unsafe a solution which
t heref ore suggests a buffer chanber (214) construction
defined by two breakabl e di aphragns (196A and |196B) to
separate the two chanbers for |V application (see

Fi gures 22 and 23).
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Therefore, it has been common ground that for the
amended cl ainms not D2 but docunment D3 represents the
cl osest state of the art. O the various flexible
contai ners disclosed therein two are of particular
rel evance with respect to the clainmed subject-matter.

5.1.1 The enbodiment of a flexible container illustrated in
Figure 20 and described in colum 15, lines 10 to 61
of document D3 conprises a transparent flexible front
sheet (240), a flexible rear sheet (244) sealed to the
front sheet (24) at a comon peripheral edge; a first
seal (246, 248) extending between two sides of the edge
and separably joining the front (240) and the rear (244)
sheet to forma first conpartnment (228) containing a
first conponent (234); a second seal (256, 258)
ext endi ng between the two sides and separably joining
the front and rear sheet (240, 244) to forma third
conpartment (232), adjacent the outlet, containing a
third conponent (238); and a second conpartnent (230)
contai ning a second conponent (236), intermedi ate the
first conpartnment (228) and the third conpartnent (232);
an outlet port (266C) in conmunication with the third
conpartnment (232), the outlet port being adapted for
connection to an |V adm nistration device, whereby the
nmedi canment solution is admnistered to a patient.

The seals of this known device (see the paragraph
bridgi ng colums 10 and 11, and the paragraph bridging
colums 14 and 15)) are nmade of a third sheet (40, 194,
196) and joined to themalong two |ines of securenent
(34, 222, 224). By grasping the front and the rear
sheets and manual |y separating them pulling themin
opposite directions, the seal will be ruptured al ong

0007.D
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the Iine of securement. Since the container is intended
for IV admnistration it is provided with a double
barrier of two seals form ng between them a buffer
chanmber which prevents, or at |east makes visible, any
| eakage and uni ntended m xing of the contents of two
adj acent conpartnents during storage.

Al'l the three conpartnents of this known enbodi nent are
filled wth conponents, about the consistency and
nature of which (fluid, powdered drug, diluent)
docunment D3 is silent. There is not any noisture

i nper meabl e cover sheet sealed to the front sheet.

The enbodi nent of a flexible container illustrated in
Figures 23 to 26 and described in colum 16, line 2, to
colum 17, line 34, deals with the problemto store a

powdered and a fluid drug safely side by side in

adj acent conpartnents w thout any noisture transm ssion
occurring. The container (268) for this purpose
consists of only two conpartnents (278 and 280), the
one (280) adjacent the outlet being filled with the

di luent and the one (278) renote fromthe outl et
cont ai ning the powdered drug. The two conpartnents (278
and 280) are again safely separated by a buffer chanber
conprising the two breakabl e seals (312 and 314). The
powder conpartnment (278) conprises a noisture

i nper neabl e cover sheet peel ably seal ed over the front
sheet of the powder conpartnent (278).

Consi dering the fact, that the enbodi ment described in
par agraph 5. 1.2 above envi sages the same purpose as the
cl ai med subject-matter of the patent in suit, this
enbodi ment is given the preference over the enbodi nent
anal ysed in paragraph 5.1.2 to serve as the cl osest
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prior art fromwhich to start inventive step

consi derati ons.

The subject-matter of Caim1l differs fromthis state
of the art by the follow ng features:

(i) There is a second seal extending between the two
sides ... to forman outlet conpartnent, the
outl et conpartnent being enpty when the dil uent
and nedi canent are in their separate conpartnents

(ii) Both, the first and the second, seals are peel able
seal s such that they are rupturable by hydraulic
pressure generated by mani pul ati on of an adj acent
fluid containing conpartnment. A precise definition
of a "peelable seal” in the neaning of the patent
is given on page 5, lines 5 to 14, of EP-B-0 541
715. When opening of a peel able seal in the
meani ng of the patent in suit the two sheets which
have been joint by welding are di sengaged al ong
their wel ded surfaces. In contrast thereto, the
seal disclosed in docunment D3 is opened by
traction which causes breaking across the materi al
of the diaphragm (196) adjacent the welding |ine.

The contai ner according to the closest state of the art
as defined in paragraph 5.1.2 above suffers fromthe
drawback that the rupture of the two di aphragns
defining the buffer chanber may produce particles of

t he di aphragm material which float in the infusion
solution. Mreover, if not particular care is taken by
t he nursing person, who may be a nedical |ay person in
a case of energency, undissolved powder material may

i nadvertently accunulate in the outlet port and cause
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harmto the patient. Since the seal |lines of the known
contai ner are ruptured by pulling apart the external
sheets of the container the grasping position, the
manner of use is not unanbi guous. But even when grasped
at the right position a considerable traction force has
to be applied to rupture the two seals defining the

buf fer chanmber which may result in the unintended

vul neration of nei ghbouring seans.

The probl emunderlying the patent in suit is,
therefore, to find a container for safe conbi ned
storage of a powdered nedi canent and a diluent for
solutions which warrants that a ready-to-use infusion
solution may be safely prepared even by an

i nexperienced person and under energency conditions.

This problemis solved by the features (i) and (ii)
above. The use of the peelable seals, which respond on
the action of hydraulic pressure, in conbination with
the particul ar sequence of the contents of the chanbers
i nvol ves the effect that seals between the chanbers of
the container according to the patent in suit can only
be opened in a predeterm ned sequence starting with the
seal between the diluent containing and the powder
contai ning chanbers. This is the consequence of the
fact that hydraulic pressure only propagates in a
[iquid but not in a powder medi um

Docunent DI discloses plural chanmber containers which
are adapted to m x two or nore substances, The seal

bet ween two adj acent containers is called to have
"easy-to-peel openability" and has been acknow edged by
the appellant to qualify for a "peelable seal” in the
meani ng of the patent in suit.
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In their enpty state the disclosure of docunent D,
therefore, may cover three-chanber containers which are
separated by a first and a second peelable seal. In
their storage condition, which is clainmed by the patent
in suit, docunment DI exclusively discloses containers
all the chanbers of which are filled with |iquids.
Consequently, docunent D fails to deliver any hint to
t he unidirectional operability which is crucial to the

cl ai med i nventi on.

Al t hough the container illustrated in Figure 18 of
docunent D2 conprises a sequence of three chanbers
havi ng the sanme contents as clained, the fact that the
rupturabl e seal disclosed therein is opened by grasping
and pulling apart inplies that the seals can al so be
opened i n sequences other than the intended one.
Therefore, docunent Dl equally fails to deliver a hint
to unidirectional operability.

Since, therefore, neither a conbination of docunents D3
and DI, nor of D3 with D2 as asserted by the Opposition
Division, leads to the container according to claiml

in an obvious manner, claim1l1l is all owabl e.

The net hod according to i ndependent claim 13 inevitably
produces a container as specified in claiml1l. Caim13
is, therefore equally allowable.
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent in amended formon the
basis of the follow ng docunents:

- Claims 1 to 16 as submitted during the oral
pr oceedi ngs;

- description as granted with the proviso that on
page 3, line 10, the expression: "claim 14" is
repl aced by: "claim 13";

- figures as granted.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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