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Summary of Facts and Subm ssi ons

1900.D

By interlocutory decision dated 3 Novenber 2000 the
OQpposition Division decided to nmaintain the patent in a
form anended during oral proceedi ngs on the grounds
that the skilled person would not be able to deduce
fromthe prior art that an anmount of |ubricant on fresh
capsul es of |ess than 600 m crograns/gram woul d result
in finished capsul es which did not require a sol vent
wash step

Both parties | odged an appeal against this deci sion.

Appel lant 1 (opponent) filed a statenment of grounds on
1 March 2001 along with a new docunent (D5b) for

suppl ementing docunents D5 to D9 already on file and
cited in support of an alleged prior use. It contested
t he di sclosure of the invention (Articles 83 EPC), the
support for the amendments (Article 123(2) EPC) and the
patentability of the invention (Articles 54 and 56 EPC)
vis-a-vis the state of the art represented, in
particul ar, by docunents D4, D3 and the prior use.
Further, objection arose against the decision of the
Opposition Division refusing to hear wi tnesses offered
for supporting the prior use.

Appel lant 2 (patentee) filed a statenment of grounds on
12 March 2001 along with new requests, of which re-
est abli shnment of the patent as granted (nmain request).
New documents D9a, D9b were also filed in response to
t he opponent's argunents, in connection with the

al | eged prior use.
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In a comuni cation dated 24 January 2003 sent follow ng
a sumons to attend oral proceedi ngs, the Board

obj ect ed agai nst the various versions of the clains
according to the different requests both on formal and
substantive aspects and gave its provisional view as to
an essential feature of the invention which was not
represented in the main clains.

Oral proceedings were held on 11 June 2003, at the end
of which the requests of the parties were as foll ows:

Appel l ant 1 (opponent) requested that the decision
under appeal be set aside and that the European patent
be revoked or, as an auxiliary request that the case be
remtted to the first instance to investigate the

all eged prior use and to hear the w tnesses offered.

Wthdrawi ng all former requests, appellant 2 (patentee)
requested that the decision under appeal be set aside
and that the patent be maintained in anended formwth
claims 1 to 23 and description pages 1 to 7 as
submtted at the oral proceedings, figures as granted.

The independent clains 1, 9 and 23 read as foll ows:

1. A gel atin encapsul ati on process conpri sing
t he steps of:

a. casting a continuous first gelatin ribbon
(15) and a continuous second gelatin ribbon (15);

b. app! yi ng food-approved lubricant to a first
side (11) of the first gelatin ribbon and to a first
side (11) of the second gelatin ribbon;
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C. appl yi ng food-approved lubricant to a second
side (12) of the first gelatin ribbon and to a second
side (12) of the second gelatin ribbon to give a
| ubricated first gelatin ribbon and a | ubricated second
gelatin ribbon;

d. uniting the lubricated first gelatin ribbon
and the lubricated second gelatin ribbon to form gel
pockets and injecting fill material into the gel
pockets to give freshly forned gelatin capsules, the
out si des of the capsul es being forned by the second
sides of the first and second gelatin ribbons;

e. finishing the freshly formed gelatin
capsules to give finished gelatin capsul es; and

f. recovering the finished gelatin capsul es;
characterised in that the anobunt of food-approved
| ubricant applied to the second sides of the first and
second gelatin ribbons is controlled to give freshly
formed gelatin capsules coated with | ess than
600 m crograns/ gram of said food-approved | ubricant, so
that the freshly fornmed gel atin capsul es and the
finished gelatin capsules do not require a solvent wash
step to renove |ubricant, whereby the gelatin
encapsul ati on process is a solvent-free process."”

"9. A soft gelatin encapsul ati on appar at us
conpri si ng:

two opposing gelatin ribbon casting apparatuses
for casting a first and second continuous ribbon (15)
of gel atin;

a first pair of applicator neans (20) respectively
for applying a food-approved lubricant to a first side
(11) of the first gelatin ribbon and a first side (11)
of the second gelatin ribbon;

a second pair of applicator neans (40)
respectively for applying a food-approved |ubricant to
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a second side (12)of the first gelatin ribbon and a
second side (12) of the second gelatin ribbon, the
second sides of the first and second gel atin ribbons
form ng the outsides of the capsul es; and

a die assenbly (50);

characterised by nmeans for controlling the anmount
of food-approved |ubricant applied to the first and
second gelatin ribbons so that freshly formed gel atin
capsul es and finished gelatin capsules do not require a
sol vent wash step to renove |ubricant, and wherein the
anount of food-approved lubricant applied to the second
sides of the first and second gelatin ribbons (15) is
controlled to give freshly fornmed gel atin capsul es
coated with |l ess than 600 m crograns/gram of said food-
approved | ubricant."”

"23. Lubricant applying apparatus for use with
soft gelatin encapsul ati on apparatus, conprising first
applicator nmeans (20) for applying a food-approved
| ubricant to a first side (11) of a gelatin ribbon, and
second applicator neans (40) for applying a food-
approved lubricant to a second side (12) of the gelatin
ri bbon, characterised by neans for controlling the
anount of food-approved lubricant applied to the first
and second sides of the gelatin ribbon so that freshly
formed gelatin capsules and finished gelatin capsul es
do not require a solvent wash step to renove | ubricant,
t he outsides of the capsules being fornmed by the second
side of the gelatin ribbon, and wherein the anount of
f ood- approved | ubricant applied to the second side of
the gelatin ribbon is controlled to give freshly forned
gelatin capsules coated with | ess than
600 m crograns/ gram of said food-approved | ubricant."”
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VI . Docunent s di scussed during appeal proceedi ngs and
considered for the present decision:

D3:

D5b:

D7:

D9b:

1900.D

WO A- 92/ 15828

US-A-2 663 129

Conpany publicati on KAMATA Co, Ltd., Tokyo (JP)
"Machi nery for soft capsul e maki ng"

7 phot ographs of the lubrication device nounted on
KAMATA encapsul ati on machi nes

2 phot ographs of the di aphragm punp type M 15 PRO
PON used in the KAMATA machi nes according to Dba

Letter dated 29 Novenber 1989 from SWSS CAPS to
Euphar ma GrbH

Letter dated 25 Cctober 1989 from SWSS CAPS to
FI'S (Food I ngredients Spec. SA

Affidavit by Dieter W Engle, 15 July 1998

Extracts (English translation) of a brochure about
the characteristics of PRO PON di aphragm punps

Inquiry fromRP Scherer Corporation to Kyoritsu
Kiko Co. Ltd. and response, both dated 11 June
2001, concerning PRO PON M 15 perfornmance and
specification data sheet for the same (English
transl ation).
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VI, Argunents presented by the parties.

(i) Appellant 1 (opponent)

- The size of the capsule and hence its outer
surface may change substantially according to the
medi canent it is intended to contain.
Consequently, the sole specification of a coating
in mcrograns of lubricant per gramof capsule is
indefinite and not representative for the anount
of lubricant to be applied and for thereby
defining the level for elimnating a solvent wash
step. Therefore, the invention as disclosed cannot
be carried out by a person skilled in the art
(Article 83 - 100(b) EPC).

- The amendnents applied to the clains are not
supported by the application as filed and lead to
extension of its subject-matter (Article 123(2) -
100(a) EPC). In particular the original disclosure
does not specify, contrary to what is now cl ai ned,
to exclusively control the anount of |ubricant
applied to the outer surface of the capsule
(second side of the ribbons) but to both the
internal and external sides of the ribbons.

- The subject-matter of claim1 is obvious with
respect to the conbination of docunents D4 and DS.
D4 di scl oses control valves to control the anmount
of lubricant applied, separately, on each side of
the ribbons. The skilled person is thus incited to
adjust the flowrate of lubricant to a m nimum
val ue on the outside of the capsule to neet the

1900.D Y A
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| egal requirenents of avoiding the use of toxic
sol vents and the performance of a subsequent
washi ng step, as suggested by D3.

- The subject-matter of claim1l1 is also disclosed by
the public prior use of a Kamata encapsul ati on
machi ne (evidence D5) equipped with a lubrication
system usi ng proportioning punps PRO PON M 15
(evidence Dba, D5b), the flow characteristics of
which are well within the coating range as
clainmed. This relevant prior use should have been
consi dered nore thoroughly by the first instance,
so that remttal of the case would be justified.

(ii) Appellant 2 (patentee)

- The encapsul ati on apparatus specified in Exanple 1
of the contested patent including indications of
t he machi ne type and of the lubricant flow rate
expressed in mcrograns/mnute is suitable for
produci ng capsul es coated with anmounts of
lubricant in the range as clained. For a given
nmedi cament of known density, the invention is,
therefore, sufficiently disclosed to be carried
out wi thout undue burden by a person skilled in
the art.

- The anmendnents made to the independent clains are
fairly supported by both the patent specification
and the application as filed, in particular the
controll ed anount of |ubricant in the range as
clainmed and applied to the second sides of the
ri bbons (outside of the capsules) by the second
pair of applicator neans. The specification in the

1900.D Y A
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characterising features of the second sides of the
ri bbons, therefore, does not |ead to extension of
t he subject-matter of the application.

- Docunment D4 is silent about the anount of
| ubricant. Mreover, the control valves placed in
the lubricant supplying |lines would not be
suitable to precisely control the delivery of
| ubricant at low flow rates. According to
docunent D3, the capsules are coated with |arge
amounts of |ubricant, because the processing oi
has to be renoved by nechani cal neans after the
encapsul ati on operation. Therefore the subject-
matter of the main clains is not suggested by
t hose docunents, even when considered in
conbi nati on

- The all eged prior use of the Kamata encapsul ation
machine is technically irrelevant since the
characteristics of the proportioning punps (PRO
PON M 15) used for controlling the flow rate of
| ubricant would not allow for accurate control of
lubricant in the low flow rates required by the
pat ent .

Reasons for the Decision

1

1900.D

The appeal is adm ssible.
Di scl osure of the invention (Article 100(b) EPC)
It appears clearly fromthe description in connection

with the figures that the lubricant is applied at a
controlled | ow rate successively on both sides of the
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ri bbons by neans of applicators 20 and 40 and that the
anount of coating to be applied to the outer surface of
the future capsule (the second sides of the ribbon)
nmust be | ower than the respective anount applied to the
i nner surface (cf. patent, page 3, lines 6 to 10). The
application of a controlled m ni mum anount of | ubricant
to the second sides of the ribbons is performed by the
applicator guide bar assenblies 40 just prior to
capsule formation (cf. Figures 7 and 9; page 3,

lines 15 to 18 and lines 29 to 31; page 5, lines 46 to
47). The anount of |ubricant applied to the second
sides of the ribbons is controlled by punp 21A the

out put of which is connected to the applicator guide
bar 40 (Figure 4; page 4, lines 54 to 57 and sentence
bridgi ng pages 4 and 5). Further, the flow rate of

| ubri cant supplied by punp 21A is controlled by the
speed of rotation of the drive shaft or by adjusting
the punp stroke (page 5, lines 22 to 24). Since the
punp is driven by a roller 22 associated with | ubricant
punp assenbly 24, the flow rate of |ubricant changes
automatically as a result of the variation of the

ri bbon speed (page 4, lines 57 to 58 and page 5,

lines 3 to 5). Wth this arrangenent, a coating on the
outer capsule surface of |ess than about 600 m crograns
of lubricant per gramof freshly formed or green
capsule, i.e. a capsul e obtained before cooling and
drying (page 3, lines 42 to 44 and page 6, lines 4 to
7), corresponds to a coating of |ess than about

400 m crograns/gramon the finished capsul e (page 6,
lines 24 to 27). These results are obtained (Exanple 1
and Table I, pages 6 to 7) using a R P. Scherer

Model 14 machi ne equi pped with the above-nenti oned
applicators for applying the lubricant at a speed of
100 to 150 ng/mn to the underside of the ribbons.
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Since the Board has no reason to chall enge these dat a,
the invention as shown and reported in details can be
carried out follow ng the description. The Board does
not share the opponent's view (see above point |X(i))
because a coating expressed in terns of mcrograns of

| ubricant by gram of capsule is totally independent of
the size or of the volunme of the capsule as long as the
nmedi canment inside the capsule, i.e. its density, is not
changed. The range as cl ai nred does al ready account for
m nor variations of density. In addition, it nust be
observed that Rule 27(1)(e) EPC only requires

di scl osi ng one way of carrying out the invention, which
is not necessarily the best node. For all these
reasons, the invention is sufficiently disclosed to be
carried out by a person skilled in the art within the
provi sions of Article 100(b) EPC.

Amendnents (Articles 123(2) and 100(c) EPQC)

The precharacterising portion of claim1l was anmended by
introducing in feature (d) the expression "the outsides
of the capsul es being forned by the second sides of the
first and second gelatin ribbons". The application as
filed specifies (page 3, line 36 to page 4, line 1)
that less lubricant is applied to the sides of the

ri bbons which are to formthe outer capsul e surfaces,
i.e. the outsides of the capsule. Know ng further (cf.
page 4, lines 11 to 18; page 12, lines 25 to 28 and
page 16, lines 17 to 19) that only a controlled m nimm
anmount of lubricant is applied by the applicator guide
bar on the second sides of the ribbons, there cannot be
any doubt that said second sides of the ribbons are
actually the outsides of the capsules, which is al so
confirmed by a detail ed exam nation of Figures 3, 7 and
9. The added feature, therefore, is supported by the



1900.D

- 11 - T 1138/00

original application.

The characterising portion of claiml was anended by
sone additional features such that the |ubricant being
applied to the "second sides" of the ribbons, by the
amount of |ubricant being controlled "to give freshly
fornmed gelatin capsules coated with | ess than

600 m crograns/ gram of said food-approved | ubricant”
and by the feature according to which as well the
"freshly formed gel ati ne capsul es” as the finished
capsul es do not require a solvent wash step to renobve
lubricant. Al these amendnents are fairly supported as
set out in point 2 above with respect to the patent
specification and also in particular by the follow ng
passages of the application as filed: page 5, line 34
to page 6, line 1; page 7, lines 11 to 17; page 8,
lines 6 to 10 and page 14, line 28 to page 15, line 3.

Contrary to the opponent's assertion, the wording of
claim1 does not exclude that the first sides of the

ri bbons are also coated with |ubricant, as recited in
feature (b) of the precharacterising portion. The
essential feature of the invention resides in
controlling the amount of |ubricant on the sides of the
ri bbon which are to formthe outer surfaces of the
capsules in order to avoid a subsequent sol vent wash
step (page 3, line 34 to page 4, line 1). This result
applies in the same way to both the "freshly fornmed"
and the "finished" capsules since it refers to capsules
already fornmed and filled with nmedicanent, i.e. after
encapsul ati on. The subject-matter of claiml,

t herefore, has not been extended beyond the original

di scl osure. The same concl usion applies to i ndependent
apparatus clains 9 and 23 which are concerned with
identical or simlar amendnents made to provide



1900.D

S 1o - T 1138/ 00

consi stency with the process claim 1.

The introductory part of the description was adapted to
t he amended cl ai s and docunent D4 was cited as
additional relevant prior art, fromwhich the present

i nvention starts.

It results therefromthat the anmendnents nade are not
such as to extend the subject-matter of the application
as filed, in accordance with the requirenments of
Articles 123(2) and 100(c) EPC.

| nventive step

The cl osest prior art is represented by docunment D4.
Thi s docunent discloses (Figures 1 and 11) a gelatin
encapsul ati on process and apparatus conprising gelatin
films or ribbons 302, 303 formed about casting druns
and treating units 400, 401 consisting of a plurality
of lubricating rolls 402, 403 supplied with m neral or
vegetable oil froma reservoir 421. The lubricant is
transmtted fromthe inner of the rolls to outer
cylindrical felt surfaces 405, 433 surrounding the
rolls (Figure 12). The ribbons are successively coated
with oil on both sides when they pass between the
lubricating rolls as shown on Figure 11. In contrast to
the invention, the side of the ribbon which is to form
the outer surface of the capsule is lubricated first,
by roller 402 (cf. colum 13, lines 19 to 23 and 33 to
44). The flow rate of lubricant applied to either side
of each ribbon can be separately adjusted by neans of
val ves 422, 432 placed in the supply lines (colum 12,
lines 54 to 62 and colum 13, lines 11 to 18).
Therefore according to docunent D4, the anount of

| ubricant applied to the outsides of the gelatin
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ribbons is controlled, in conformty with the clainmed
i nvention.

Al t hough in nost of the known processes a sol vent
washi ng step is deened to be necessary to renove the

[ ubricant in excess, docunent D4 is silent about any
subsequent |ubricant renoval operation with either

chem cal or mechanical nmeans. The technical problem
underlying the present invention of avoiding a solvent
wash step, which necessarily follows a lubricating step
provided to facilitate the fabrication process of the
capsul es, is neglected in docunent D4.

The invention solves this problem by precisely
controlling the amount of lubricant applied to the
sides of the ribbons which are to formthe outer
surface of the capsules at such |low | evels that a
subsequent sol vent washi ng usual ly perforned for
renovi ng |ubricant residues, is no nore needed (cf.
patent, page 4, lines 14 to 18 and 25 to 27). This
result is attained when the freshly formed gel ati ne
capsules, i.e. produced just after nedicanent filing,
are coated with I ess than 600 m crograns/gram

I n document D4 there is no nention of any anount of

| ubricant applied to the ribbons prior to capsule
formation. Mnim zing the coating of lubricant on the
out si des of the capsules is neither sought nor

contenpl ated. The lubricating step there serves the
pur pose of rendering the surface of the ribbon |ess
tacky as it is guided over the following rolls towards
the capsule form ng nmechani sm (colum 13, lines 37 to
44). This does not inply any specific requirenent as to
t he amount of lubricant applied to it. D4, therefore,
does not suggest to reduce the anount of |ubricant and
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even less in the range as clainmed. Mreover, it is
unl i kely that accurate control of very |ow anpbunts of
| ubricant could be achieved by sinply manual |y

adj usting values in the supplying |ines.

Docunent D3, |ike the patent in suit, addresses the
probl em of elimnating the use of toxic solvents and
chem cals for the renoval of oils fromthe surface of
t he capsules (cf. page 6, lines 3 to 7). Although sone
oil may remain on the finished capsules, such | ow
anounts woul d not be regarded as detrinental, at |ess
for certain types of capsules, so that the use of
solvents would still be elimnated (page 23, |ines 20
to 23). According to D3 the lubricant is renoved by
mechani cal nmeans, preferably by placing the capsul es
within rotating baskets (cf. Figures 2 and 5) and
contacting themw th an absorbent material such as
cloth materials, |oose fibers, absorbent cellul ose or
synthetic materials, etc..

However, even if the result is generally conparable
with the one of the present invention, in that a thin
but acceptable coating of lubricant may still remain on
the surface of the capsules, this result is achieved in
a conpletely different manner. Wile according to D3
the lubricant in excess is partially or totally renoved
by nechani cal neans after the encapsul ati on operation,
the solution according to the invention controls the
application of the lubricant such that only a snal
anount of it is applied before the capsule formation
and filling. Docunment D3, therefore, could not suggest
t he basic idea of reducing the anount of | ubricant
applied to the appropriate sides of the ribbons before
encapsul ation since all the previous steps up to and
including the formation of the capsules are not even
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di sclosed in this docunent.

It results therefromthat al so by conbining the

t eachi ngs of docunents D4 and D3 the skilled person
woul d not have arrived at the subject-matter of
claim1. Neither docunent suggests to reduce the anount
of lubricant down to a very low but still acceptable

| evel , thereby avoi ding the need of subsequent renoval
of lubricant by any neans, either chem cal or

nmechani cal

Appel lant 1 (opponent) submitted that the invention was
al so suggested by the prior use of a plurality of
encapsul ati on nachi nes manufactured by the Japanese
Conpany Kamata and sold to the firm Swiss Caps (the
opponent) before 1985. The brochure Kamata (D5) does
not refer to any lubricating system but the photographs
(Dba, Db5b) show a | ubricant dosing system using
proportioni ng punps of the type PRO-PON M 15 and said
to be fitting the Kamata machi nes. In addition, two
letters from Swi ss Caps (D6, D7) nmention that the
washi ng of the capsules is conpletely omtted since
1984.

Irrespective of the answer to the question, whether or
not the alleged use had been available to the public,
the first matter at issue was to exam ne whether the
techni cal content of said alleged prior use was such as
to change the above conclusion the Board arrived at on
the basis of the published prior art docunents.

Docunents DOa, D9b provided by appellant 2 (patentee)
inreply to the photographs D5a, D5b filed by

appel lant 1, give sonme information on the operating
conditions and characteristics of the punps PRO PON
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M 15. This piece of information originates fromthe
Japanese manufacturer of the punps, the translation of
whi ch into English was not contested by the parti es.
Exam nati on of these docunents reveals that punp PRO
PON M 15 is a diaphragm punp which | acks accuracy and
reproductibility at |ow dial values. Mre specifically,
the punp's range of use is 5-15 m/mn, i.e. about 500
to 1500 mcrogramimn (considering a density of 1 for
the sake of sinplification) to be conpared with the far
| oner range of 100 to 150 ng/m n given in Exanple 1 of
t he patent.

Mor eover, the PRO-PON M 15 punp is said to have a
stabl e operati ng range of about 30%to 100% which
contributes to further reducing the inparted operating
performance. A dial setting of 1% corresponds to

0,15 mM/mn, i.e. about 150 nmg/mn. It is, therefore,
far fromreality to accurately control flow rates
having the same order of magnitude as the dial setting
of the control punp. As a result the type of punp used
in the machines according to the alleged prior use is
not suitable and would not allow adjusting | ow anmounts
of lubricant in the range as cl ai ned.

Furt hernore, the above evidence is silent as to whether
attenpts had been nade to reduce the anounts of

| ubricant on the outsides of the ribbons. Docunent D7
seens to prove even the contrary since, though a
washi ng procedure was omtted, degreasing of the
capsul e surface using a nmechani cal process was

consi dered to be necessary.

It results therefromthat on a nere technical aspect

the alleged prior use is not nore relevant than the
publ i shed prior art documents previously considered. It

1900.D Y A
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is, therefore, not suitable to challenge the
allowability of the clainmed invention. As a
consequence, the Board deens it inappropriate to remt
t he case back for further investigations on this item
and finds that the first instance's decision of
refusing to hear the w tnesses was justified and
supported by the file as it stood.

4.4 For all these reasons the subject-matter of claim1l as
anmended invol ves an inventive step with respect to the
state of the art within the nmeaning of Article 56 EPC

The sane concl usion applies to other independent
claims 9 and 23 which incorporate the sanme essenti al
features as in claiml. They are, therefore, also

acceptable as well as the remaining clains appended
t hereto.

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 anmended formwth

clainms 1 to 23 and description pages 1 to 7 as filed at
the oral proceedings, figures as granted.

The Regi strar: The Chai r man:

1900.D
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A. Counillon W D. Wia

1900.D



