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Summary of Facts and Submissions
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The mention of the grant of European patent

No. 0 090 600 in respect of European patent application
No. 83 301 643.9, filed on 24 March 1983 and claimng a
US priority of 26 March 1982 (Application

No. 0 362 430) was announced on 22 July 1987 (cf.

Bull etin 87/30).

Notice of Qpposition was filed on 19 April 1988 on the
grounds of Article 100(a) and (b) EPC. The Opposition
was supported inter alia by the docunents:

D5: US-A-4 076 846
D6: US-A-3 411 972,

and the later filed, but admtted docunents:

D8: JP-B-53-19645, (in the formof a translation of
its description into English), and

D9: US-A-4 216 240, which had already been cited in
the description of the patent in suit.

By the tine the case was up for decision by the
Qpposition Division, Caiml according to the then main
request read as follows:

"A nmet hod for nolding pharmaceutical capsule parts
using an apparatus fitted with a screw pl asti ci sing
unit conprising the steps of:

a) maintaining a nolding conposition conprising gelatin
having a controlled water content of from5 to 25% and
whi ch is acceptable as a capsule material by virtue of
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its properties under controlled conditions of
t enperature and pressure;

b) nelting and dissolving in the water predeterm ned
quantities of said gelatin and plasticizing the
conposition into a plasticized nelt under controlled
pressure conditions;

c) injecting a sufficient anount of the plasticized
melt into a pharnmaceutical capsule part nold; and

d) ejecting the capsule part fromthe capsul e part
nmol d. "

There were al so i ndependent Cains 13 and 15 rel ating,
respectively, to a noul ded capsul e and a noul di ng
conposi tion.

Furthernore there were two auxiliary requests
containing disclainers in the respective Caiml.

By a decision which was given at the end of oral
proceedi ngs held on 19 February 1990 and issued in
witing on 20 March 1990 the QOpposition Division
revoked the patent because the subject matter inter
alia of the independent Clainms 1 and 15 did not involve
an inventive step.

According to the decision, D5 disclosed a nmoul di ng
conposition of a starch material and a protein materi al
together with water, plasticiser and |ubricants, for

t he production anongst other things of pharnaceuti cal
capsul e parts. Since gelatin - and not just a gelatin
salt - was disclosed as a protein ingredient, D5
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di scl osed a "noul di ng conposition conprising gelatin".
Predeterm ned quantities of this "gelatin” having a

wat er content of 17% were di ssolved in water

(Exanmpl e 5) and the conposition plasticised into a

pl asticised nelt under controlled conditions of
tenperature and pressure. The conposition could then be
nmoul ded i nto pharmaceutical capsule parts.

Since the neans by which plasticisation was achieved in
t he context of the injection noulding application were
not described, the only feature which could not be

i medi at el y deduced fromthe docunent was the use of a
screw plasticiser in conbination with an injection
nmoul di ng machine. It was, however, well known in the
field that the nore nodern type of injection noul ding
machi ne having a di spl aceabl e screw pl asticiser was
supersedi ng the ol der ram operated type. Mreover, the
Proprietor had failed to prove by published docunents
that there existed a general prejudice against using a
screw pl asticiser when injection noul di ng

wat er - contai ni ng thernopl astic materials. On the
contrary, D9 disclosed the use of such a machi ne when
i njection nmoul ding water-containing protein materi al s.

Consequently, the use of the nore nodern type of
machi ne was evident, and this difference failed to

i nvol ve an inventive step. Since the process of Claiml
did not involve an inventive step, the internediate
product of such a process (Claim1l5) also failed to

i nvol ve an inventive step.

On 12 May 1990 a Notice of Appeal against the above
decision was filed, the appeal fee having been paid
separately on 3 May 1990.
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In the grounds of appeal filed on 25 July 1990 and in a
subsequent subm ssion filed on 14 Septenber 1992, the

Appel | ant (Patentee) argued essentially as foll ows:

(i)

(i)

(iii)

D5 shoul d not have been interpreted as

di scl osi ng a noul di ng conposi tion conpri sing
"gelatin" in the sense of the patent in suit.
Gel atin was anphoteric, and in its comercially
supplied "normal™ form(pH 5.2 to 6.0) had very
di fferent physical and chem cal properties from
inits fully neutralised form (pH 11.0); D5

di sclosed only the latter form even in
Exanpl es 30 and 33 where "normal" gelatin was
conpletely neutralised in situ (see grounds of
appeal , paragraphs 6.1.3 to 6.1.23 and

Decl aration of Cadé filed therewith; Affidavit
of Kagi filed on 14 Septenber 1992).

D5 did not disclose the injection noul ding of
gelatin, since the only noulding material was a
conposition containing the reaction product of a
gelatin salt with starch; noreover, although it
mentioned a screw extruder, it did not refer to
a screw injection noul ding machi ne (cf.

subm ssion of 14 Septenber 1992, page 13,

par agraph 5.7).

D6 taught no nore than that it m ght be possible
to use gelatin having a water content of 25%to
35%in a ram injection noul ding process under
mld conditions to produce |low quality
structural bodies such as containers for
conponents and supplies used in space; there was
no suggestion of suitability for the precision
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noul di ng of capsul es, nor of the use of screw

i njection nmoul ding, which was known to produce
hi gh tenperature, pressure and shear processing
condi ti ons whi ch woul d have denatured the
gelatin; its teaching was therefore not

conbi nable with that of D5, and even if it had
been, would not have led to the clained subject
matter (cf. subm ssion of 14 Septenber 1992,

par agraphs 2 and 5.13 to 5.15).

D9 did not nention gelatin or allude to the
production of capsules. Its purpose was to
produce fibrous, neat-like materials. The use of
a screw plasticiser, although described for

i njection nmoul ding of protein materials, was for
t he purpose of conferring fibrous character on
them Its aimwas thus inconpatible, and its

di scl osure therefore al so not conbinable, with
that of D5 (grounds of appeal, paragraph 6.2).

D8 pointed away fromthe patent in suit because
the capsules it produced were nade from a
material which had to be other than gelatin and
was in particular starch. Mreover, it was
doubt ful whether the process described was

i njection moul ding (grounds of appeal,

par agr aph 6. 3).

The exi stence of a prejudice against the use of
an injection noul ding technique for making

gelatin capsules did not need to be established
by reference to published docunents. It was the
generally held viewin the art. The evidence of
two Experts had been adduced to show this. The
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position was not affected by D9 since this
docunent denonstrated an unconventional use of
an injection noul ding machi ne (grounds of
appeal, paragraph 7.9, 7.10; subm ssion of

14 Septenber 1992, paragraph 5.16). Further
evi dence was provided in the second Affidavit of
W ppenbeck indicating the di sadvant ageous
consequences of even small quantities of water
in conventional conpositions for injection
moul di ng (cf. subm ssion of 14 Septenber 1992,
par agraphs 5.17 to 5.22).

(vii) The Respondent evidently had no confidence in
his own argunments that the subject-matter of the
patent in suit |acked an inventive step, since
he had hinsel f prosecuted and obtained a Gernman
Patent, DE-Cl1-3 843 844 (D20), which effectively
asserted, even as late as the end of 1988, that
it was novel and inventive to subject a gelatin/
water m xture to conditions of tenperature,
pressure and shear to produce a plastic material
(see subm ssion filed on 5 July 1991).

The Respondent (OQpponent) on the other hand argued, in
a subm ssion filed on 29 March 1991, essentially as
fol | ows:

(1) According to the patent in suit, gelatin was
al ways subjected, as part of its preparation, in
particular for adjustnment of the pH to a
treatment with alkali, normally sodi um
hydr oxi de. This caused a proportion of the
carboxyl group protons to be replaced by sodi um
Thus "normal ™ or "comercially avail abl e"
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gelatin was always a gelatin salt, the terns
bei ng synonynous with one another, and also with
"gel atin-sodiunt in D5. The neutralisation
according to D5 of the gelatin was in any case
only a preferable feature (cf. paragraph 3.1 to
3.4; 5.2.4)

The Appellant's cal cul ati ons of the degree of
neutralisation of "normal" gelatin (cf.

Decl arati on of Cadé) were flawed. In particular
t he cal cul ati on based on Exanple 30 of D5

negl ected both the sparing solubility of cal cium
hydr oxi de and the presence of additi onal
neutralisable groups in casein. Mreover, a

cal cul ati on based on Exanple 33 of D5, where
gelatin was the only protein present, showed
only partial (62.5% neutralisation had taken
pl ace (paragraph 5.2.4).

Claiml1l of the patent in suit was in any case
not limted to gelatin but referred to a
"conposition conprising gelatin” and thus
covered conpositions containing, for instance,
up to 95% of nodified starch. D5 al so concerned
a conposition containing, in addition to gelatin
(or gelatin salt), a nodified starch (cf.

par agraph 5.1, 5.2).

Al t hough D5 did not expressly disclose the
speci al conbi nati on of a screw prepl asticiser
unit with an injection noulding machine, e.g. in
Exanple 1, it was clear that there were only two
possibilities as to what sort of plasticising
unit was to be used in the production of
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capsul es, nanely a ramor a screw pl asticising
unit, and a choice out of two possibilities
could not involve the exercise of inventive
ingenuity (cf. paragraph 5.4).

Even if one assuned that D5 did not teach the
use of "normal" or "commercially avail abl e”
gelatin, this was clearly shown in D6 (colum 3,
line 6 to colum 4, |line 10), which, apart from
i ndi cating that any conventional nethod of

i njection moul ding could be applied, also stated
that "containers” could be forned; the capsul es
of D5 were containers, however, and thus the
conbined features of Caiml1l were derivable from
the two docunents together (cf. paragraph 5.5).

It was not sufficient for the Patentee sinply to
assert the existence of a prejudice, e.g by an
expert opinion. No general prejudice in the
sense of German jurisprudence (cf. Schulte,
"Patent gesetz", 4. Auflage, 8 4, page 107) or
Eur opean jurisprudence (cf. Singer,

" Eur opéi sches Pat ent Giber ei nkonmren™,

pages 161/ 162) had been shown to exist in the
art against use of a screw preplasticiser unit
for the injection nmoulding of gelatin containing
conpositions. On the contrary, D5 spoke agai nst
such a prejudice, since it disclosed the use of
a screw plasticiser for a hydrophilic polyner-
cont ai ni ng conposition, as did D8 and D9 (cf.

par agr aph 5. 6).
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(vii) Formal objections furthernore arose concerni ng
clarity and two part form of claim(paragraph 9).

Wth the subm ssion of 14 Septenber 1992 the Appel |l ant
filed new sets of clainms form ng a main request and
five auxiliary requests.

Wth a letter filed on 17 Septenber 1992 the Respondent
wi t hdrew the Opposition for all designated States.

A comuni cation was issued on 28 July 1993, informng
t he Appellant that the exam nation of the appeal was
bei ng continued under Article 114(1) EPC, and
expressing certain reservations inter alia as to the
formal acceptability of the anended cl ai ns.

Oral proceedings were held on 3 Novenber 1993. At the
oral proceedings the Appellant filed two further sets
of clains replacing all previous requests and formng a
main and an auxiliary request respectively. The main
request consisted of a set of twelve clains, the

i ndependent Clains 1 and 10 of which are reproduced

bel ow. The auxiliary request consisted of Clains 1 to 9
only of the main request.

Claim 1

"A nethod for injection noul ding capsule parts using a
reci procating screw injection noul ding device
conprising the steps of:

(a) mintaining gelatin, optionally containing up to
40% of pharmacol ogi cal |y acceptabl e pl asti ci sers,
up to 10% of pharmacol ogi cal |y accept abl e
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| ubricants and up to 10% of pharmacol ogically
accept abl e col ouring agents, the gelatin having a
water content of 5 to 25% by wei ght, under
controlled conditions of tenperature and pressure;

(b) nelting and dissolving the gelatin in the water
and plasticising the conposition into a
pl asticised nmelt under controlled pressure
conditions in the screw injection noul ding device;

(c) injecting a sufficient anount of the plasticised
nmelt into a capsul e part noul d;

(d) cooling the injected, plasticised nelt; and

(e) ejecting the capsule part fromthe capsul e part
moul d. "

Claim 10

"A plasticised nmoul ding conposition characterised in
that it is obtainable using a reciprocating screw
i njection nmoul di ng devi ce by:

(a) mintaining gelatin, optionally containing up to
40% of pharmacol ogi cal |y acceptabl e pl asti ci sers,
up to 10% of pharnmacol ogi cal |y accept abl e
| ubricants and up to 10% of pharmacol ogically
accept abl e col ouring agents, the gelatin having a
water content of 5 to 25% by wei ght, under
controlled conditions of tenperature and pressure;
and
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(b) nelting and dissolving the gelatin in the water
and plasticising the conposition into a
pl asticised nmelt under controlled pressure
conditions in the screw injection noulding
devi ce. "

The Appel |l ant requests that the decision under appeal
be set aside and that the patent be maintained on the
basis of the main request or the auxiliary request both
submitted during the oral proceedings.

On 10 Novenber 1993 the Appellant filed a revised
description corresponding to the clainms of the main
request .

Reasons for the Decision

1

The appeal is adm ssible.

Main Request

0519.D

Formal admissibility of the amendments

Claim1 is supported by Caim17 of the application as

originally filed, which set out in general terns steps

(a) to (e). Regarding the reciprocating screw injection
nmoul di ng device, the termnology is to be found in the

description of the application (see page 7, lines 6 and
7; references in this section to "the description” are

references to the description as filed).

As regards step (a), the water content is supported by
original Caim20. The optional additives to the
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gelatin are supported by the description on page 29,
line 21 to page 30, line 6.

Step (b) is based on the description on page 8,
lines 17 to 20 and 25 to 29.

Claim2 is based on original Claim18 in conjunction
with the description on page 10, lines 9 to 13.

Claim3 is based on original Caim25, the units having
been anended for conformity with those given in Table 1
on page 12.

Clainms 4 and 5 are based on the |ast sentence of the
description on page 18. Clainms 6 and 7 are based on the
description at page 29, lines 26 to 33 and lines 34 to
38 respectively, and Caim8 on the description on

page 30, lines 1 to 6. Caim9 is supported by the
description on page 2, lines 8 to 11.

Consequently, and since Claim1l is also narrower in
scope than Claim1 as granted, no objections to
Clains 1 to 9 arise under Article 123(2) or (3) EPC

Claim 10 is supported, as regards the feature of the
"plasticised noulding material™, by original Caim17,
step (b), read in conjunction with the repeated
references in the description to "plasticized gelatin",
which is disclosed as the material which is produced in
the screw injection unit and which is injected into the
moul d (cf. the description on page 8, line 20, etc.).

As regards features (a) and (b) of Caim 10, these find
t he sane support as do the corresponding features of
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Caiml. In a simlar manner, the features of Cains 11
and 12 find the sane support as do the correspondi ng
features of Clainms 2 and 3 respectively (cf.

sections 2.1, 2.2 and 2.3 above).

The Board had certain reservations as to whether the
"plasticised noul ding conposition”, to which Caim10
was directed per se, had been originally disclosed as
part of the invention and could therefore be all owed
under Article 123(2) EPC. These reservations were
expressed in the comruni cation dated 28 July 1993 (see
par agraph 3.1).

At the oral proceedings, the Appellant on the one hand
defended the allowability of the anendnent on the basis
that it would have been clear to the skilled person
that the plasticised state through which the gelatin
necessarily passed in the screw injection unit was an
essential feature of the invention, and on the other
referred to the decision of the Enlarged Board of
Appeal G 010/91 (QJ EPO 1993, 420). In the latter
connection, although the claimin question had itself
admttedly been filed during the appeal proceedings,
neverthel ess the essence of the amendnent had al ready
been present in the patent as granted. Furthernore, no
obj ection under the opposition ground of Article 100(c)
had been raised by the Respondent. Consequently, it was
argued, the Board was not at |iberty to raise the
matter under Article 114(1) EPC

In the absence of any refutation of this position, the
Board chose not to pursue the matter further.
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Al t hough the term "obtai nable" was used in d aim 10,

i nstead of "obtained" as in the broadly correspondi ng
Claim 17 of the patent as granted, the interpretation
of product-by-process clainms according to the
jurisprudence of the EPO attaches the sane scope to
such a claimregardl ess of whether the product is said
to be "obtained" or "obtainable" by the process.
Consequently this change cannot result in a difference
in scope. Caim10 is otherw se narrower in scope than
Claim17 of the patent as granted. Clains 11 and 12 are
dependent on C ai m 10.

Thus, no objection arose under Article 123(3) EPC and
none was established under Article 123(2) EPC agai nst
Claim 10. The sane considerations apply to Cains 11

and 12.

The method of Claims 1 to 9; closest state of the art

The patent in suit relates to a nmethod for noul di ng
capsul e parts. Such a nmethod is known fromthe state of
the art as represented, for instance, by D5, on which

t he deci sion under appeal was essentially based (see
Reasons for the Decision, paragraph 10.3). The Board is
al so of the opinion that this docunent is the closest
state of the art for the nethod clains. It is in any
case a closer state of the art than that presented as a
starting point in the patent in suit, which utilised

di p-moul di ng technol ogy (cf. patent in suit, page 2,
lines 31 to 40).

According to D5 there is provided a water-sol ubl e,
edi bl e, thernoplastic noul ding conposition conprising a
starch material, an alkali netal or alkaline earth
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netal salt of a protein material, water, an organic

| ow nol ecul ar-wei ght plasticizer, and a | ubricant, al

of these conponents being edible (colum 1, lines 15 to
21). Shaped articles can be fornmed fromthe
conposition, e.g. by extrusion, conpression, or
injection (colum 1, lines 7 to 15). They can be used
as capsul e shells for pharmaceutical preparations
(colum 11, lines 65 to 68; Exanple 1).

The starch contains a high anmount of anyl ose; the
wei ght ratio starch/protein salt is from30/70 to
70/ 30; the water content is 10 to 40 wt % based on the
conposition, and that of the plasticiser and | ubricant
20 to 60 pbw and 1 to 11 pbw respectively per 100 pbw,
in total, of the starch and protein salt (see Claiml)

The protein salt is the salt of protein material, e.g.
casein, albumn, gelatin, glue, gluten, etc., with an
al kali metal or alkaline earth netal. It is prepared by
neutralising in agueous nmediumthe protein materi al

wi th an inorganic al kali ne substance such as sodi um
hydroxide. It may be formed in situ by reacting the
protein wth a sufficient ampunt of an aqueous

di spersion of at |east one inorganic alkal
substantially to neutralise the protein. In this case,
t he amount of alkali is preferably equivalent to the
anount of free carboxyl groups so that free al kali may
not be present in the conposition (see colum 4,

lines 14 to 65).

It is not recoomended to use a protein material itself
in place of its alkali netal salt, because the
conposition yields a noulded article inferior in
flexibility, water retentivity and nechani cal strength.
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I nstead of the protein salt, a mxture of protein
material and its salt nmay be used, or the protein
materials may be partly replaced by a protein rich
grain powder, such as defatted soybean powder or by
dri ed powders of an edi ble m croorgani sm (colum 4,
line 66 to colum 5, |ine 11).

Sonme degree of union has apparently been established
between the starch and protein salt materials by

chem cal reaction. Such reaction is said to be
desirable for the inprovenent of the noul ded articles
i n appearance and in nechanical strength (colum 6,
lines 34 to 59).

In Exanple 5, a m xture of: high-amyl ose cornstarch

(40 pbw); sodium caseinate (40 pbw); glycerol (60 pbw;
gel atin-sodium (20 pbw) and lecithin (5 pbw) was
adjusted to 20 mt % water content in a Henschel m xer to
obtain a water-soluble and edi bl e thernopl astic
nmoul di ng conposition in the formof fine granule. A
transl ucent container, 0.5 mmin wall thickness, could
be i njection-bl ow noul ded.

According to Exanple 30, a thernoplastic noul di ng
conposition (water content 17% having conparabl e
properties to that of Exanple 5 was obtained in the
sanme manner, except that 40 parts of casein, 20 parts
of gelatin, 10 parts of a 20-% aqueous sol uti on of
sodi um hydroxi de, and 5 parts of a 20-% aqueous

di spersion of cal cium hydroxi de were used in place of
40 parts of casein-sodium and 20 parts of

gel ati n-sodi um
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According to Exanple 33, in a conposition containing a
potato starch (see Exanple 24), 80 parts of gelatin and
10 parts of a 20-% aqueous sol ution of sodi um hydroxi de
were used in place of 80 parts of gelatin-sodi um

Interpretation of D5

One of the main issues in the appeal was whether D5
di scl osed "normal " or "conmercially available" gelatin
at all.

The docunent has to be interpreted, in the Board' s
opinion, in the light of the relevant subm ssions as to
what the skilled person woul d have under st ood
concerning gelatin, in particular the Declaration of
Cadé, filed with the grounds of appeal, and the
Affidavit of Kagi, filed on 14 Septenber 1992. These
both argue that the "gelatin-sodium referred to in D5
is not gelatin itself, but a fully neutralised salt

t hereof, which has quite different properties,
especially a different viscosity, and a capability, not
present in "normal" gelatin, of reacting with starch
materials in the manner descri bed.

As regards the Declaration of Cadé, although the

cal cul ation of the degree of neutralisation of gelatin
in Exanple 30 (paragraph 16) seens to contain an

i naccuracy (calciumhydroxide is calculated as 5 parts
and not 5 parts of a 20% di spersion), and the situation
is conplicated by the presence of casein, there
nevert hel ess appears to be a sufficient anmount of
hydroxi de ion present to neutralise all the gelatin to
the salt form
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The Respondent's argunents that the sparing solubility
of cal ci um hydroxi de and additional phosphoric acid
groups in the casein had not been taken into account
are not convincing (see subm ssion of 29 March 1991,

par agraph 6.3). The undi ssol ved cal ci um hydr oxi de woul d
obviously pass into solution as this was consuned, and
no evi dence was submtted showi ng that the presence of
phosphat e woul d have been prejudicial to the conplete
neutralisation.

On the contrary, Exanple 30 nust be read as it is
presented in D5, nanely as a re-run of Exanple 5, in
which the gelatin and a neutralising anount of

hydr oxi de were added in situ instead of the ready
formed salt as in Exanple 5.

The position of Cadé is supported by the Kagi Affidavit
filed on 14 Septenber 1992. This Affidavit explains the
di stinction between "internal” and "external" salt
formation in gelatin, the term"gelatin salt” referring
to the latter kind of neutralisation, and contains a
rigorous recal cul ation of the degree of neutralisation
of the gelatin in Exanple 33, which is nore critica

t han Exanple 30 since gelatin is the only protein
present. This shows that the anpunt of hydroxi de added
is precisely enough to ensure that all the gelatin
present is fully neutralised to the "external", i.e.
sodiumsalt at pH 11 (cf. paragraph 8 of the
Affidavit).

The only hint in D5 to the possibility of noulding a
conposition conprising gelatin would then be the
general statenent that "a mxture of the protein
material and its salt nmay be used" (colum 5, lines 3
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to 4). It is not stated, however, that this would apply
to the materials finally present in the resulting
capsul es (see subm ssion of Appellant dated 14 February
1990, page 4, paragraph 16). In any case it does not
mention gelatin specifically.

Consequently, D5 is held not to disclose the noul ding
of any conposition conprising gelatin, |let alone of
gelatin itself.

The technical problem and its solution

Conmpared with the state of the art represented by D5

t he technical problemcould be seen in the desire to
provi de an alternative process for produci ng capsul es
hygi enically at high speed and with m nimal di nensi onal
devi ati ons.

The sol ution proposed according to Caim1l of the
patent in suit is to replace the noul ding conposition
by gelatin having a water content of 5 to 25% by wei ght
under controlled conditions of tenperature and pressure
and optionally containing a proportion of

phar macol ogi cal |y acceptabl e additives such as

pl asticisers, lubricants and col ouring agents; nelting
and dissolving the gelatin in the water to forma

pl asticised nelt under controlled pressure conditions
using a reciprocating screw injection noul ding machi ne;
and then injecting a sufficient anmount of the
plasticised nelt into a capsule part noul d.

Al though daim1l covers the possibility of |ess than
50% gel atin being present in the material noul ded, by
virtue of the optional features it specifies,
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neverthel ess the optional additives are not thensel ves
nmoul dabl e (see subm ssion of 14 Septenber 1992,
par agr aph 5. 26).

Consequently, the claimis entitled, in the Board's
view, to the interpretation that the material noul ded
nmust consi st essentially of gelatin in the sense of
havi ng the noul di ng properties associated with gelatin
itself.

Concerning the objections of the Respondent referred to
in the submssion filed on 29 March 1991 (see

paragraph 9), originally raised before the Opposition
Division in the subm ssion dated 6 February 1990,
paragraphs 11.1, 11.2 and 11.3, the follow ng may be
sai d:

(1) the objection to the two part form (cf.
par agraph 11.1) does not arise, since the
present clains are in the one-part form

(i) The objection concerning the clarity of the
feature "under controlled conditions of
tenperature and pressure” in Claim1l (cf.
paragraph 11.2) is not sustainable, because the
critical feature is the water content of the
gelatin. The tenperature and pressure conditions
are those necessary to maintain the required
wat er content in the injection noul ding device
and woul d be within the normal conpetence of the
skilled person to determ ne, nore particularly
in view of the many exanples given in the patent
in suit.
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(tii) The statenment that dissolution of the gelatin
does not take place on plasticisation (cf.
paragraph 11.3) is an assertion not supported by
any evi dence. Moreover, it does not correspond
to the normal thernodynam c under st andi ng of
pl asticisation and in any case appears to have
no practical significance for the solution of
t he technical problem

The measures clained in Caim1l provide a credible
solution to the technical problem as can be seen from
the results of the exanples in the patent in suit,
according to which acceptabl e capsul es were produced,
and al so fromthe sanpl es produced in the Conparative
Experiments provided during the Qpposition Proceedings
(cf. subm ssion of the Appellant filed on 11 January
1989, page 6, and "Conparative Test Results" also filed
with this subm ssion).

Novelty

Novel ty has not been contested in the present appeal.

D5 does not disclose the noul ding of any conposition
conprising gelatin, or of gelatin itself (cf. section
3.3.5 above, last sentence). Claim1l is therefore novel
over Db.

According to D6 on the other hand, solid materials of
construction conprising gelatin are obtai nabl e by

enpl oying discrete, solid, finely conm nuted gelatin
containing 12%to 40% by wei ght of water. This is

nmoul ded at a tenperature of about 100°C to about 160°C
at from50 to 3000 psi to obtain strong shaped solid
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obj ects, those of the products which have been noul ded
at above 125°C being | ess susceptible to water than

t hose obtained at bel ow 125°C (see colum 1, lines 26
to 28; colum 2, lines 18 to 26; colum 9, lines 60 to
66) .

The maxi mum content of noisture which may be present in
the gelatinis limted only by the fact that the
gelatin to be nmoul ded nust be in the solid state to
permt noul ding under heat and pressure (colum 2,
lines 61 to 62).

As the noisture content of gelatin in solid formis
increased, the gelatin has an increasingly greater flow
when subjected to heat and pressure. Injection noulding
requires higher flow than does conpression nmoul ding. A
solid gelatin which is nost suitable for injection
noul di ng may contain from 25%to 35% by wei ght of

wat er. For conpression noulding 13%to 16% w Il be nore
useful (colum 3, lines 9 to 22).

The use of substances which are known to plasticise
gelatin filnms or capsules, such as glycerine, may give
products which are soft and rubbery rather than hard
and tough. Polyneric conpounds may be added, but may
inmpair the properties of the gelatin (columm 8,

lines 28 to 42).

In Exanple 8, gelatin in the formof flakes was
conditioned to a noisture content of 29 wt% The
cylinder of an injection noulding machi ne was | oaded
and tanped down with the conditioned gelatin, wthout
further commnuting it, and the gelatin was noul ded
into test bars. Ram pressure used was 900 psi; the
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cylinder tenperature was 130°C and the tine of
injection moulding cycle was 1 to 1.5 mnutes. C ear,
solid, smooth and gl ossy test bars were obtai ned.

According to Exanple 11, when the water content of the
gel atin dropped bel ow 12% there was no gelatin flow
and no lamnation (cf. colum 13, lines 43 to 47).

As with D5, the interpretation of D6 was the subject of
controversy, in particular as to whether Example 8

t hereof (the only exanple disclosing injection
nmoul di ng) used a screw preplasticiser unit.

It is in any case clear that, although there is a

di scl osure of a "ram’ (cf. reference to "Ram pressure”,
above) in D6, there is no explicit disclosure of a
screw preplasticiser unit, nor indeed any reference to
t he use of shear. Furthernore, the reference to
"tanping" the gelatin in the injection noul ding machi ne
(cf. Exanple 8) can in the Board' s view only have any
nmeaning in relation to the arrangenent shown in

Figure 1 on page 16 of the "Gutachten" of

Prof. Webcken, filed by the Respondent on 4 August
1989 - a "rani type injection unit; the need to tanp

t he charge down in the cavity in front of the piston is
quite clear, but it is not understandabl e why one
shoul d "tanp down" a charge on to a continuous screw.
The remark in the sane "CGutachten", that the | ow
pressures used point to the use of an injection
nmoul di ng machine with a screw preplasticiser unit as
shown in Figure 2 (see page 6, second paragraph of the
"Qutachten") on the other hand is not convincing on its
own, because ot her causes mght equally well affect the
nmoul di ng pressure.
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Thus it cannot be said that there is any direct and
unanbi guous di sclosure in Exanple 8 of D5, whether
explicit or inplicit, of the use of a screw

prepl astici ser.

Consequently Claim1 has novelty al so over the
di scl osure of D6.

The di scl osure of D8 specifically excludes gelatin from
its teaching, and that of D9 is neither concerned with
gelatin, nor with capsules. Consequently, Caim1lis
novel over these disclosures al so.

The remai ni ng docunents are nore renote still

Consequently, the subject-matter of Caim1l is novel

Inventive step.

There is no suggestion in D5 that normal gelatin is a
suitabl e, or even possible replacenent for the starch
containing mxture wth which this docunent is
concerned. Even the presence of unneutralised protein
materi al, although not excluded, is clearly not
regarded as desirable (cf. section 3.2.3 above).

According to D6 on the other hand, solid materials of
construction conprising gelatin are obtai nabl e by
noul di ng gel atin containing a specified content of
water, in particular as taught in Exanple 8 (cf.
section 5.2 above). Thus, the question arises as to
what extent, if any, the skilled person m ght have been
hel ped to find the solution to the technical problem
arising fromD5 by the know edge that gelatin could be
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raminjection noul ded at 29% noi sture content to forma

test bar.

There are in this connection a nunber of facts which

need to be borne in mnd in assessing the rel evance of

D6. These are as foll ows: -

(i)

(i)

(iii)

(iv)

(v)

D6 was published nearly nine years before D5, so
that the inventors of D5 had presunably already
been aware of the teaching of D&6.

Denaturation of the gelatin is stated to take
pl ace at processing tenperatures of 125°C or
above, |l eading to a nuch hi gher water
insolubility in the product; this would be
unsui tabl e for an edi bl e capsul e.

The di sclosure of D6 contains no reference to
shear being necessary to achieve ful
pl asti ci sati on.

The noi sture contents taught as suitable are in
essence quite different fromthose taught in the
patent in suit. Not only is gelatin with a

noi sture content in the range bel ow 12% t aught
to be unnoul dabl e, but the range taught to be
suitable for injection noulding (25%to 35%
overlaps the range clained in the patent in suit
at only one point (25%.

The use of plasticisers is taught to be
di sadvant ageous (cf. columm 8, lines 23 to 37).
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In view of (i) and (ii) above, it is, therefore, not
likely that the skilled person woul d have regarded the
di scl osure of D6 as being of value in his search for an
alternative to D5.

Furthernore, in viewof (iii), (iv) and (v) above, it
is hardly credible that the phenonenon of "flowability"
of gelatin, with which D6 is concerned, should
correspond to the degree or type of plasticisation
required for precision noulding of capsules in the
sense of the patent in suit.

Crucial to the assessnent of the relevance of D6,
however, are the results of the "Conparative Tests",
filed by the Appellant with the subm ssion of

11 January 1989 (see page 6, and "Conparative Test
Resul ts" annexed to the Affidavit of W ppenbeck),
according to which a re-working of Exanple 8 of D6 was
conpl etely unsuccessful when the shaped object was a
capsul e, even though a good test bar coul d be obtai ned.
This was confirnmed by inspection of the sanple provided
by the Appellant from Exanple 1 of "Conparative Tests"
at the end of the "W ppenbeck"” Affidavit, as well as

t he subm ssion of Appellant filed on 15 January 1990,
page 8, third paragraph, and Annex Il of the sane

subm ssion, page 7, first paragraph

These results have not been convincingly refuted by the
Respondent. In this connection, the suggestion of the
Respondent that it could even be possible - accepting a
certain loss of quality - to optim se the conditions of
Exanples 1 to 3 of the Appellant even using only a
"torpedo" (as opposed to a reciprocal screw) for

pl asticising, to avoid the unusabl e capsul es obt ai ned
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by W ppenbeck (cf. "Gutachten"” of Webcken, filed on

4 August 1989, page 13, |last paragraph) is a nere
assertion unsupported by any concrete evidence.
Furthernore, the criticismthat the Appellant had
omtted to carry out an experinent simlar to Exanple 8
of D6, i.e. with the gelatin at 29% noi sture, but using
a screw preplasticiser unit (cf. sanme "CQutachten",

page 11 penultimate paragraph) is irrelevant, since
such an experiment woul d have represented neither the
subj ect-matter clained nor the state of the art.

Thus any attenpt to check the effectiveness, for
preparing capsules, of the nmouldability admttedly
taught by D6, for instance by repeating the only
rel evant Exanple 8, would lead to failure.

Even if the matter were pursued beyond this failure,
however, it is by no neans clear how the disclosure of
D6 could be conbined with that of D5. The latter
requires the presence of starch and that the gelatin be
in salt form Neither document discloses the use of a
screw prepl asticiser unit.

Therefore, not only is D6 on cl oser exam nation of
doubtful relevance to the technical problem but it
evidently does not contain the el enents necessary for a
sol ution thereof.

Consequently, a conbination of its disclosure with that
of D5, if at all possible, would in any case not |ead
to the subject-matter of the patent in suit.

The di sclosures of D8 and D9 are nore renpte, for the
reasons given in section 5.4 above. The skilled person



6.4

0519.D

- 28 - T 0407/ 90

woul d thus be led away fromthe solution of the
techni cal probl em

Thus the subject-matter clainmed in the Caim21 does not
arise in an obvious way fromthe closest state of the
art taken alone or in conmbination with the other
docunents in the proceedi ngs.

It is consequently not necessary to deci de whet her
there was a general prejudice in the art against
injection nmoulding gelatin with a screw prepl astici ser
unit, nor to consider the contents of the docunents
cited tothis end in the Affidavit filed on

14 Septenber 1992 (W ppenbeck 11).

Thus the subject-matter of Caim1l involves an
inventive step. The subject-matter of Clains 2 to 9,
which are directly or indirectly dependent on Caiml,
is by the sanme token al so novel and involves an

i nventive step.

The moulding composition of Claims 10 to 12

Claim 10 is broader than the corresponding Claiml
since it is directed to a plasticised nmoul di ng
conposition obtainable by a process involving steps (a)
and (b) only of Claiml1. It is thus, according to the
jurisprudence of the Boards of Appeal, to be
interpreted as a claimto a noul ding conposition per
se, characterised only by the features conferred upon
it by the process (cf. the decisions T 0150/82, QJ EPO
1984, 309; T 0248/85, Q1 EPO 1986, 261).
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Cruci al anobng these features is that the gelatin is
"plasticised" through having been subjected to steps
(a) and (b) of the process. According to the subm ssion
of the Appellant at the oral proceedings before the
Board, the term "plasticised" referred to the quality
of the gelatin of being injection nouldable to form
thin-wal |l ed precision objects, such as pharnaceuti cal
capsul es. These require a high level of plasticity in
the material being noul ded.

The closest state of the art

To the extent that Caim10 is directed to a

pl astici sed conposition per se, rather than to a
capsule or a nethod of naking a capsule, the closest
state of the art in respect of this subject-matter is
consi dered on bal ance to be D6, rather than D5.

The technical problem and its solution

Conmpared with this state of the art, the techni cal
probl em coul d be seen as the search for a material of

i nproved noul dability characteristics, to enable direct
i njection nmoul ding of thin-walled precision objects,
such as pharnmaceuti cal capsul es.

The solution was a gelatin corresponding to one which
had been subjected, at a noisture content between 5%
and 25% by wei ght, to high shear under controlled
pressure conditions in a reciprocating screw injection
nmoul di ng device, as defined in steps (a) and (b) above.

That the clainmed features provide a credi ble solution
to the technical problemis evidenced by the capability
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of the claimed process of producing acceptabl e capsul es
(cf. section 4.2 above, |ast sentence).

Novelty

It follows fromthe analysis of D6 given in sections 5
and 6 above, that this docunent not only fails to

di scl ose the neans for carrying out the step (b) above,
but also that the gelatin material it exenplifies does
not have noul ding characteristics enabling it to be
nmoul ded to a thin-walled precision object (see
especially sections 5.3.1; 6.2.2; 6.2.3).

Consequently, there is no ground for concluding that
the gelatin material is inevitably "plasticised" in the
sense of the patent in suit. Novelty is therefore given
over the disclosure of D6.

The remai ni ng docunents being nore renote (cf.
section 5.4 above), hence the subject-matter of
Claim110 is novel.

Inventive step

The question to be addressed is whether the skilled
person starting from Exanple 8 of D6 and wi shing to

i nprove the nouldability of the gelatin for obtaining
preci sion nmoul ded, thin-walled products such as capsul e
parts would, after the initial |ack of success (cf.
conparative experinments) realise that the difficulties
could be overcone if he were (i) to adjust the noisture
content to the bottomend of the range taught (25%, or
belowit, and (ii) substitute for the disclosed ram
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i njection nmoul ding machine a machine with a screw
pl asticising unit.

There is no hint in D6 itself, which would have caused
the skilled person to nodify the procedure descri bed
therein so as to nake steps (a) and (b) of the solution
to the technical problemand thus arrive at the clained
pl asticised conposition (cf. points (iii), (iv) and (v)
in section 6.2.1 above).

Simlar considerations apply to the other cited
docunents D5, D8 and D9 since these are not concerned
with noulding gelatin at all (cf. sections 6.1 and 6.3
above). In particular the teaching of D5 is not
conbinable with that of D6 for the reasons given in
section 6.2.4 above.

Consequently, the subject-matter of C aim 10 does not
arise in an obvious way fromthe state of the art. It
therefore involves an inventive step. Clains 11 and 12,
bei ng dependent on Claim 10, are al so novel and

i nventive.

Claims 1 to 12 of the main request can therefore be
mai nt ai ned.

To the extent that the Appeal has been exam ned under
Article 114(1) EPC, it is not considered necessary to
enquire into any question arising fromthe Respondent's
own patent (D20) (see section V(vii), above).

Auxiliary Request
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In view of the conclusions reached in relation to the
mai n request, it is not necessary to consider the
auxiliary request further.

Revised description

Since the revised description was only filed on

10 Novenber 1993, i.e. after the date of the decision
of the Board, it cannot be taken into consideration in
this appeal .

For these reasons, i1t i1s decided that:

1. The decision of the Opposition Division is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent on the basis of the main
request as presented during the oral proceedings and a
description yet to be adapted.

The Regi strar: The Chai r man:

E. Gorgnmuaier

0519.D

F. Antony



