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Summary of Facts and Subm ssi ons

On 3 Novenber 1995, the appellant | odged an appea

agai nst the decision of the Qpposition Division of

5 Septenber 1995 on the rejection of the opposition
agai nst the European patent No. 0 298 585 and paid the
appeal fee on the sane day.

Opposition was filed against the patent as a whol e and
based on Article 100(a) EPC (Il ack of novelty and

i nventive step) and on Article 100(b) EPC (insufficient
di scl osure).

The Qpposition Division held that the subject-nmatter of
the patent as granted was novel and involved an
i nventive step with respect to the docunents

(A10) "Primar Packmttel", Al gner, Helbig & Spingler,
W ssenschaftliche Verl agsgesel | schaft nbH
(1984), pages 62 to 82, and

(A l) Pharm Ind. 35 (1973) pages 824 to 829

(A13) DIN 58 366 (Parts 1, April 1979 and Part 5,
February 1981)

and that the patent as granted disclosed the invention
in a manner sufficiently clear and conplete for it to

be carried out by a person skilled in the art.

1. In its grounds of appeal, the appellant cited two new

docunment s

(Al4) DE-A-1 910 695 and
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(Al15) DE-C-0 882 600

in addition to the docunents cited during opposition
proceedi ngs and maintained its previous objections on
the basis of Articles 100(a) and |100(b) EPC.

The respondent submitted with letter of 25 May 1999 a
copy of an advertisenent originating fromthe opponent

(A16) advertisenent "Just like a vial" by SCHOTT
Parenta Systens, in "Pharmaceutical Technol ogy”
Sept enber 1995.

In a comruni cation issued together with the sumons for
oral proceedings, the Board drew the attention of the
Parties to its intention to discuss docunents Al4 and
Al5 at the oral proceedings.

At the oral proceedings, the appellant no | onger
mai ntai ned its novelty objection.

L1l Oral proceedings were held on 23 June 1999. At the end
of the oral proceedings the requests of the parties
were the foll ow ng:

The appel | ant (opponent) requested that the decision
under appeal be set aside and that the European patent
be revoked.

The respondent (patentee) requested that the appeal be
di sm ssed, subsidiarily that the case be remtted to

the first instance.

| V. The wording of the Caiml as granted is as foll ows:

2342.D Y A
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"A nmet hod of producing a prefilled syringe for

adm ni stering a pharmaceutical preparation, said
syringe conprising a generally cylindrical syringe body
(6) having a neck at a neck end, and a side wal
termnating inarim(7) at a rinmed end, at |east a
conponent (A) of the preparation filled into the body
(6) via the neck end and sealed in the body (6) wth an
el astoneric closure (5) closing the body at the neck
end and secured by a cap (4), and an el astoneric piston
(8) at the rimed end formng a hernetic seal with an

i nside surface of said side wall, needl e neans (22) for
novenent relative to the cap (4) to penetrate the

el astoneric closure (5), and plunger neans (10) for
connection to an outer side (16) of the piston,
characterized in that the syringe is produced by

associ ating conponents including said plunger neans
(10) and said needle neans (22) with a prefilled via
(6) produced by formng said body with a height to

di aneter ratio such that the body is stable, and so
that any outward extent of the rim(7) is insufficient
to result in interference such as would cause tipping,
when the body is conveyed standing on said rim(7)

t hrough equi pment for filling and capping

phar maceutical vials; inserting said elastoneric piston
(8) wholly within said rimmed end of the body to forma
vial (6) open at the neck; and filling said via

t hrough said neck with said pharnmaceutical preparation
(A), and then applying said elastoneric closure (5) and
said cap (4), whilst conveying the vial (6) standing on
said rim(7) through equipnent for filling and capping
phar maceutical vials."

The appel | ant argued as foll ows:
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- Regarding Article 100(b) EPC

The feature:

"formng said body with a height to dianmeter ratio
such that the body is stable, and so that any
outward extent of the rim(7) is insufficient to
result in interference such as woul d cause

ti ppi ng, when the body is conveyed standi ng on
said rim (7) through equipnent for filling and
cappi ng pharnmaceutical vials"

is nerely a purposive statenent and does not give
any clear teaching in order to performthe
invention as clainmed. A purposive statenent is not
the sanme as disclosing the neans to attain that
pur pose. The patent specification does not contain
any piece of information in order to attain
through a limted nunber of routine tests the
stated purpose. There is in fact an indefinite
nunber of height to dianmeter ratios, of rim

di nensi ons and types of filling equipnent, so that
the person skilled in the art would have to
performan indefinite nunber of tests unti
possibly finding a suitable formfor the filling
equi pnent .

The description does not disclose in detai

anyt hi ng specific about the filling equipnent, but
only that it should be "conventional" or
"avail abl e".

Al so the definition of the term"vial" in the
description, colum 2, lines 26 to 31, as: "rather

2342.D Y A
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squat cylindrical body" in contrast to:
"cartridge", does not give any clear technical
t eachi ng.

Regardi ng the inventive step

The subject-matter of Claim1l does not involve an
i nventive step having regard to docunents (A10)
and (All).

Docunent (A10) shows bodi es having a height-
dianeter ratio and a rimsuch that they can be
filled in conventional filling stations for

"I njektionsflaschen", see in particul ar page 66.
Fromthis docunent it is also known to connect a
pi ston rod and needle to the injection container,
see page 69, Figure 3.

The filling device of docunent (A10) is a
comercially avail able, conventional filling
station like that cited by the invention, see
colum 2, line 16 of the patent application.

According to the DIN norm 58366 (Al13) the term

"I njektionsflasche"” refers to a rather squat gl ass
container wwth a bottom designed to be filled
fromthe neck. Docunent (Al13) gives the norna

di mensi ons for them

Docunment (All) describes the evolution fromthe
usual "Rekordspritze" to a ready-to-use

"Spritzanpulle".

Oiginally - see Figure 1, page 826 - two
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di fferent containers were necessary in order to
make an injection, one, provided with a piston and
a needle for the injection of the substance: the
"Rekordspritze", and one for the storing of the
substance: the "d as-Ampul | e" (upper left of
Figure 1) or the "Rollrandfl &schen" (upper right
of Figure 1). The "Rollrandfl aschen” was obviously
filled while standing on its basis. The evol ution
led to the so-called "Spritzanpulle” consisting on
a cylindrical glass provided on one basis with an
rubber piston and on the opposite basis with a
rubber cap and a needle. On page 827, | ast
paragraph it is said that the "Spritzanpullen" can
be processed in filling and cappi ng nmachi nes
according to the sanme principles as the

"Rol | randf| &schen". The process of course
conprises both the filling and the transportation.

Regarding the newy subm tted docunents

Docunents (Al14) and (Al5) are rel evant because
they show that the problemof the invention has
al ready been solved no later than in the year
1969.

espondent argued as fol |l ows:

Regarding Article 100(b)

The choice of the height to dianeter ratio and the
rimshape is a nmere routine choice. Colum 5,

line 15 of the description of the patent in suit
cites a specific nunerical value of the height-
width ratio.
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Furthernore the termvial is not undefined. The
appel l ant hinsel f shows know edge of what it neans
when he in docunent (Al16) advertises his product
as being "just like a vial". The body of the
syringe according to the invention differs froma
conventional vial only by the fact that it is

wi thout the bottomand it is provided by a piston,
see colum 3, line 5 of the description.

- Regardi ng the inventive step

Docunment (Al10), page 66, Figure 1, refers
exclusively to long, thin barrel-shaped anpoul es
or cartridges designed to be placed into the
primary syringe structure (see Figure 1) and
having a flange rimat the top so that they can be
processed whil e being suspended from such flanged
rimand without standing on its base. Capping is
not nentioned at all.

On the contrary, the vial utilized by the
invention is a conventional bottle shaped
pharmaceutical vial the bottomof which is
renmoved. It fornms the body of the syringe and it
is not just a container placed inside a syringe
body. Page 66 is silent on the height-dianeter
rati o and the degree of rimprotection and as to
whet her the barrel anpoules are transported free
standi ng through filling and cappi ng machinery.

The problemto be solved starting froma device
according to docunent (A10) consists in inproving
t he existing processing techniques for |ong
cartridges. The solution according to the patent

2342.D Y A
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in suit was to redesign the body so that it can
stand stably on its base. Docunent (All) does not
give any hints in this direction. The | ast
sentence of page 827 does not disclose that the
body can be conveyed in a conventional filling
machi ne for vials standing on their bases.

- Regardi ng the newy submtted docunents

Docunents (Al4) and (Al5) are late filed and not
rel evant and therefore they should not be admtted
in the procedure. If the Board intends to

i ntroduce such late filed docunents into the
proceedi ngs, the case should be remtted to the
first instance for further prosecution in order to
guarantee a judicial reviewif the patent m ght be
revoked on the basis of the new filed docunents.

Reasons for the Deci sion

1. The appeal is adm ssible.

2. Suf ficient disclosure
The purposive statenent contained in the claim
i ndicates to the person skilled in the field to chose a
hei ght to dianeter ratio of the body and a di nension of

the rimso that:

1. the body can be filled by conventional filling
equi pnent for vials when standing on said rim and

2342.D Y A
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2. it is not tipped during operation.

The person skilled in the art, therefore, has
sufficiently detailed instructions to choose a
conventional machi ne and to adapt the chosen di nensions
of the body, so that the filling is successfully

conpl eted. There is no necessity to perform an

I ndefinite nunber of tests, because a successful
approach is indicated. On the contrary the direction of
the nodifications in order to achieve it are
predictable. In particular it is clear that in the case
of tipping an increase of the dianmeter wll inprove the
stability, and a reduction of the rimwdth wl|
decrease the risk of nutual interference between

adj acent containers. A favourable result can be

achi eved by neans of a limted nunber of routine tests.

Accordingly claiml1 conplies with Article 100(b) EPC
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I nventive step

Docunent (Al10) discloses a nethod of producing a
prefilled syringe (page 66, chapter 2, title) for

adm ni stering a pharmaceutical preparation, said
syringe conprising a generally cylindrical syringe body
havi ng a neck at a neck end, and a side wal

termnating in arimat a rimed end (page 66,
Spritzanpullen), at |east a conponent of the
preparation filled into the body and sealed in the body
with an el astomeric closure (rubber, page 66, |ine 18;
see also colum 5 of the description of the patent in
suit, lines 26 and 44) closing the body at the neck end
and secured by a cap (page 68, fourth line fromthe
bottom), and an el astoneric piston (page 66, |ine 18,
page 68, third line fromthe botton) form ng a hernetic
seal wth an inside surface of said side wall, needle
nmeans ( paragraph bridgi ng pages 69, 70) for novenent
relative to the cap to penetrate the elastoneric

cl osure, and plunger neans (page 70, lines 3 to 8) for
connection to an outer side of the piston, whereby the
syringe is produced by associ ating conponents i ncl udi ng
said plunger neans and said needle neans with a
prefilled container produced by inserting said

el astoneric piston wholly within said end of the body
to forma container open at the neck and filling said
contai ner through said neck with said pharnmaceutica
preparation, and then applying said elastoneric closure
and said cap, whilst conveying the container through
conventional equi pnent for filling and cappi ng
pharmaceuti cal containers (page 66, lines 19, 20). The
contai ner of docunent (A10) nmay formthe syringe body
(see page 69, Figure 3, right enbodinent) and "cappi ng"
is nmentioned (see page 68, fourth line fromthe
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bot t on) .

The fact that the bodies disclosed in docunent (A10)
are filled like "Injektionsflaschen" (see page 66,
line 19) inplies that they are filled fromthe top

The subject-matter of claiml differs therefrom
essentially by the fact that the body of the container
has a height to dianeter ratio such that the body is
stabl e when the body is conveyed when standing on said
rimthrough equi prent for filling and cappi ng.

The di stinguishing feature that the vial is conveyed
through the filling nmachi ne standing on said rimhas
the effect of increasing the flexibility of the
production |line since successive stations can work at
t heir own pace.

Thi s di stinguishing feature cannot be derived in an
obvi ous manner fromthe cited prior art.

Docunent (Al0) (page 66, para. "Spritzanpullen") states
that "Spritzanpullen" are characterised by a
"Zylinderanpulle mt Bordel rand" as container for the
drug. There was conmon agreenent at the ora

proceedings that, in the normal technical use of the
German | anguage, a "Zylinderanpulle"” is characterised
by a rather slimaxially extended cylindrical body as
di splayed in Figure 3 on page 69. Because of this shape
it is not apt to stand stably when resting on its
plunger end. It is, therefore, conveyed through the
filling and cappi ng stations suspended by the flange
("Bordel rand") surrounding the filling opening. This
results in the drawback that these successive stations
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have to work at the sane pace.

In contrast thereto, an "Injektionsflasche" has a shape
and di nensions corresponding to a "vial" within the
meani ng of the patent in suit (see docunent Al13) and is
suited to stand stably on its base. That neans, that it
may be either conveyed through the filling and capping
stations standing on its base or suspended on the top
flange in the sanme equi pnent which processes the

"Zyl i nderanpul l en". Having this in mnd, the said
statenment on page 66 of docunent (A10) and the simlar
statenent on page 827, | ast paragraph, of

docunment (All) only nmakes sense when interpreted as
referring to the fact that both containers may be
conveyed in equi pment while suspended fromthe top

fl ange.

The fact that in the period between the publication of
t he docunent (Al11l) (1973) and that of docunent (Al0)
(1984) there have been no tangi bl e devel opnents towards
the i nprovenent suggested by the invention is a further
circunstantial indication for the presence of an

i nventive step

Consequent |y, docunents (A10) and (All) either al one or
i n conbination do not refute the fact that the subject-
matter of claim1l involves an inventive step.

Adm ssibility of the late filed docunents and rem ttal

to the first instance

Docunents (Al4) and (Al5) are prima facie relevant in
the sense that they are likely to influence the outcone
of the case (see: Case Law of the Boards of Appeal of
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the EPO, 1998, page 301, point 2.1 and page 302, first
par agraph). Furthernore they have been filed in order
to reinforce the |line of attack already nade before the
first instance. They are therefore admtted into the
procedure.

Under these circunstances, and al so taking in account
the request of the respondent, the Board finds it
appropriate to remt the case to the first instance for
further prosecution in order to guarantee the
possibility of a judicial review follow ng the decision

of the first instance on the basis of the newy filed
docunents.

O der

For these reasons it is decided that:

1. t he deci sion under appeal is set aside

2. the case is remtted to the Opposition Division for

further prosecution

The Regi strar: The Chai r man

M Maslin W D. Wi ld
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