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Summary of Facts and Subm ssi ons

1543.D

Eur opean Patent No. 0 335 560 with the title
"Control |l ed rel ease pharnmaceutical preparation and

met hod for producing the sane” was granted on the basis
of 10 clains contained in European patent application
No. 89 302 767. 2.

Two oppositions were filed against the granted patent,
one by the Respondent (Opponent 01) and one by

Opponent 02 who wi t hdrew the opposition on 10 July
1997. The patent was opposed by both Opponents for | ack
of novelty and |l ack of inventive step under

Article 100(a) EPC as well as for insufficiency of

di scl osure of the invention under Article 100(b) EPC

During the opposition proceedings the foll ow ng
docunents were inter alia cited:

(2) "BASF FINE CHEM CALS Typi cal fornul ations KollidonR
VA 64 Fil mcoating", product brochure published by
BASF July 1986

(8) International Journal of Pharmaceutics, 104
(1994), 95-106

By a decision delivered orally on 30 April 1996 with
the witten reasons posted on 31 May 1996, the

Qpposi tion Division revoked the patent under

Article 102(1) EPC. The decision was based on a set of
18 clains conprising in conparison with the set of 10
clains as granted an anended i ndependent product
claim1 and anmended i ndependent nethod clai m 14,
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anmended dependent product and nethod clains, and in
addi ti on new dependent clains 4, 6, 7, 10 and 15 to 18
not formng part of the set of clains as granted.

| ndependent clainms 1 and 14 read as foll ows:

"1l. A controlled rel ease pharnmaceutical preparation
conprising a core containing a pharmaceutically active
i ngredient and coated with a porous film characterised
in that the porous film

(i) has a porosity as represented by the fornul a: -

(total weight of film/(total volunme of film

(true specific gravity of film
of 0.4 to 0.9 and

(ii) is formed either froma hydrophobic pol yneric
substance which has filmformng ability and is

i nsoluble in water but soluble in a water-m scible
organi ¢ solvent or froma conbination of said

hydr ophobi ¢ pol yneri c substance and a hydrophilic
pol ynmeri c substance."

"14. A nmethod for producing a controlled rel ease
phar maceuti cal preparation, which conprises the steps
of :

(i) dissolving a hydrophobic polyneric substance which
has filmformng ability and is insoluble in water but
soluble in a water-m sci bl e organi c solvent or said
hydr ophobi ¢ pol yneri c substance and a hydrophilic

pol yneric substance in a water-organic solvent m xture
consisting of 9 to 0.5 volunes of the organic sol vent
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per one volune of water, and

(ii) spray coating a core containing a pharmaceutically
active ingredient wwth the coating solution obtained in
(i) to forma porous filmconprising said polyneric
substance or substances on the surface of the core,
said porous filmhaving a porosity as represented by
the formul a: -

(total weight of film/(total volune of film

(true specific gravity of film
of 0.4 to 0.9."

The Opposition Division took the view that the anended
set of clains including the newy filed dependent
clainms could be regarded as "a reaction on a ground for
opposition" and therefore did not contravene Rule 57a
EPC

Since the invention concerned a new and very conpl ex
techni que of controlling the filmporosity of a
control |l ed rel ease pharmaceutical preparation, the
Qpposition Division objected that the patent in suit
nei t her included a detail ed worki ng exanpl e nor
cont ai ned specific information as to which of the many
wor ki ng paraneters had an inportant influence on the
filmporosity. Since furthernore docunent (8), a
scientific article by the inventors of the patent in
suit concerning the sanme products as clained in the
patent in suit, but published after the priority date
of the patent in suit, clearly showed that, beside the
relative humdity during the spray coating process, the
spraying tenperature was by far the nost inportant
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factor of all of the process paraneters, the Opposition
Di vision took the view that the person skilled in the
art did not know which of the many ot her paraneters

i nfl uencing the spray coating process were to be
adjusted and in particular did not know how to adj ust
the tenperature as appropriate to each of the other
paraneters. Since it was necessary to performa vast
amount of trials in order to obtain the desired result,
the Opposition Division concluded that the patent in
suit did not fulfil the requirenents of Article 83 EPC

The Appel | ant | odged an appeal against the said
decision, filed an auxiliary request for ora
proceedi ngs and filed grounds of appeal including

addi tional technical information in the formof eleven
appendi ces, inter alia an expert opinion (Appendix 1)
and an experinmental report (Appendix 6). The Respondent
filed counter argunents.

After summons to oral proceedings, in a letter dated
24 March 1999, the Respondent informed the parties that
no Representative would attend the oral proceedings
schedul ed for the 29 April 1999. Oral proceedi ngs took
pl ace as schedul ed.

The Appellant took the view that the skilled person in
the present case had particular know edge in the fields
of pharnmaceutical technol ogy, process engineering and
pol ymer chem stry and that neither the Opposition

Di vi si on nor the Respondent had taken proper account of
t he rel evant conmon general know edge of the skilled
person thus defined and that they had m stakenly given
I nappropriate consideration to docunents (2) and (8).
Havi ng regard to Appendix 1 to the grounds of appeal,
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it was particularly pointed out that it was generally
understood in the field of filmcoating technique when
a hydr ophobi ¢ pol yner such as ethyl cellul ose and a

vol atil e organic solvent such as ethanol was used that
the product tenperature was set relatively |ow,
preferably at around 30°C and that the skilled worker
woul d adjust the air inlet tenperature of the coating
apparatus accordingly. Since according to the invention
spray coating was carried out in a conventional manner
and since beside the tenperature paraneter there was no
need for a particular adjustnment of any of the other
paraneters, the reference to "warmair" and "room
tenperature" according to the exanples of the patent in
suit gave the skilled person sufficient technica
information to repeat the nethod of the invention with
i mredi ate success and thus allowed himto reproduce the
control |l ed rel ease pharnmaceutical preparation of the

I nvention. Mreover, the appendices filed with the
grounds of appeal, particularly "Appendi x 6", contained
background i nformation regarding the porosity of the
filmof the invention and provided further evidence
that the experinental work underlying the determ nation
of the total weight of the film the total vol une of
the film the true specific gravity of the film- the
paraneters necessary to cal culate the porosity as
defined in claim1 - belonged to the commbn genera
knowl edge before the priority date of the patent in
suit.

The Respondent submitted inter alia in witing that

nei ther the description nor the worked exanples of the
patent in suit allowed correlations to be deduced on

t he one hand between porosity and drug rel ease rate and
on the other between manufacturing paraneters and
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porosity. The Respondent maintai ned the argunentation

t hat docunent (8) clearly showed the criticality of the
coating tenperature within a small tenperature range
and the conplex relationship between this paraneter and
the other process paraneters as well as the conposition
of the coating solution. As regards the Appellant's
reference to Appendix 1, it was noted that neither
coacervation nor phase separation was nentioned in the
patent in suit and thus the expert's analysis based on
t he phenonenon of coacervation as the core of the

i nvention could not help set aside insufficiency of

di scl osure of the invention. The Respondent furthernore
contested the rel evance of the worked exanpl es
according to the so-called Yoshi no Declaration
(Appendi x 6 to the grounds of appeal) since according
to said worked exanpl es experinents were conducted at
vari ous tenperatures but the other process paraneters
were not kept constant as it would be necessary to

I nvestigate whether or not there was an effect of

t enper at ure changenent on the porosity. Accordingly,
the patent in suit did not teach how to achieve a given
porosity and therefore did not fulfil the requirenents
of Article 83 EPC

On 27 April 1999, the Appellant filed by fax as main
request the set of clains annexed to the decision of

the Qpposition Division and seven auxiliary requests.

The Appel |l ant requested at the oral proceedings that

t he deci sion under appeal be set aside and the case be
remtted to the Opposition Division with the clains
annexed (nmeant is here "annexed to the appeal ed

deci sion").
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The Respondent requested in witing that the appeal be
di sm ssed.

Reasons for the Deci sion

1

3.1

1543.D

The appeal is adm ssible.

The present decision is based on the set of clains
annexed to the decision of the Qpposition Division (see
points Il1l. and VIII. above). As regards the
allowability of the anmendnents which the said set of
clainms conprised in conparison with the set of clains
as granted, the Board notes that the Respondent nmade no
obj ections under Article 123 EPC. The Board consi ders

i n accordance with the decision of the Qpposition
Division that the requirenents of Article 123(2) and
(3) EPC are satisfied.

Havi ng regard to the Qpposition Division' s decision,
the point at issue is whether (or not) the patent in
suit discloses the invention as it is nowclained in a
manner sufficiently clear and conplete for it to be
carried out by a person skilled in the art.

In the present case the invention relates to a
controll ed rel ease pharmaceutical preparation
conprising a core containing a pharmaceutically active
i ngredi ent and coated with a porous filmand a nethod
for producing the sanme under process conditions such
that the desired dissolution rate is obtai ned by
controlling the porosity of the film Accordingly, the
person skilled in the art is a process engi neer having



1543.D

- 8 - T 0674/ 96

know edge of pharmacy and hence is famliar with the
whol e palette of filmcoating nethods in 1988 j ust
before the priority date of the patent in suit. In this
respect the Board can agree with the expert opinion
according to Appendix 1 in so far as that coacervation
Is the essential phenonenon underlying the invention
and that the gist of the coating process of the present
i nvention essentially consists in inducing a certain
phase separation of the solution of the filmformer in
the course of the process for preparating the product
of the invention. Furthernore, the Board is convinced
that the common general know edge of the said skilled
person includes the phenonenon of coacervation and
subsequent gel ati on which had been used in practice
before the priority date of the patent in suit inter
alia in the field of pharnmacology for the preparation
of m crocapsules. The |atter use of coacervation and
gel ati on has not been contested by the Respondent.

The Board notes that the Respondent objected that the
description of the patent in suit did not contain a
reference to the phenonenon of coacervation in relation
to the clained invention but did not contest that
coacervation as a special type of phase separation

bel onged to the conmmon general know edge just before
the priority date of the patent in suit. Furthernore,
the Respondent did not submt that the skilled person
woul d have difficulties in choosing suitable polyneric
film formng material (s) and/or water- mscible
solvents fromthe groups of such conponents referred to
in the clains and further specified in the patent in
suit. Mreover, it is to be noted that the experinental
part of the description of the patent in suit contains
detail ed information about the anobunt of each of the
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conmponents form ng the controlled rel ease

phar maceuti cal preparation of the invention. The Board
is therefore convinced that the skilled person after
readi ng the description and the experinental exanples
of the patent in suit and when starting experinental
work on the basis of the exanples of the patent in suit
by using the defined anbunts of conponents woul d
recogni ze that the nethod of producing the product of
the invention involves a phase separation of the
specific type of coacervation.

The patent in suit indeed only indicates that the said
phase separation takes place during spray coating
practi sed according to conventional coating nethods
while blowng warmair. It remains therefore to be
consi dered whether the skilled person in repeating the
experimental work as described in the patent in suit is
confronted with difficulties not allowng himto put
the present invention conpletely into practice. The
Board agrees with the Respondent's subm ssion that

nei ther the description nor the working exanples of the
patent in suit contain a reference to a specific
product or air tenperature, degree of noisture or

hum dity, or contain a reference to apparatus
paraneters for controlling the coating process. Having
regard to the evidence on file, discussed in nore
detail below, particularly that in the formof an
expert wtness of docunent (8), paragraph 3.2,
publ i shed after the priority date of the patent in suit
and anal ysing various factors affecting the film
porosity, inter alia tenperature and humdity (see
page 101, Figure 4 and Table 3), the Board is, however,
convinced that there is no | ack of technica

i nformati on when taking account of the content of the
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patent in suit as a whole and the commobn genera

know edge of the skilled person referred to above under
poi nt 3. 1.

As regards the extent to which in the present case the
common general know edge has to be taken into account
for the disclosure of the tenperature of the spraying
process necessary to achieve the filmporosity
according to the invention, as an essential fact, it is
to be noted that according to nost of the worked
exanpl es of the patent in suit, nanely 1 to 4 and 7 to
13, the water-organic solvent system of the coating
solution consists of a water/ethanol mxture in a
defined ratio.

Havi ng regard to the said use of ethanol as the sol vent
for the polyneric filmformng substance of the

i nvention, the Board cannot follow the Qpposition
Division's and the Respondent's assunption made on the
basis of inter alia inlet and outlet tenperatures in
docunent (2) that the reference to "warmair" in the
exanpl es of the patent in suit would direct the skilled
person to the use of nore el evated spraying
tenperatures up to 60°C. The Board is convinced that on
account of the solvent volatility of ethanol and the
know edge of the need to induce a certain phase
separation of the solution of the filmfornmer in the
course of the process for preparing the product of the
i nvention, the skilled person in a first attenpt woul d
set the product tenperature during coating relatively

| ow, eg. below 40°C or even |lower. Having regard to
Figure 4 of docunent (8), showi ng, as undisputed by the
Respondent, bel ow 40°C a porosity above 0.4, it is then
evident that the skilled person, w thout know ng the
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t enper ature dependence of the porosity, is even in a
first attenpt able to produce a product within the
porosity range claimed for the product of the present

i nvention. Accordingly, there is no reason why the
skill ed person shoul d envi sage a broad tenperature
range for the preparation of the product of the

i nvention, and thus the functional tenperature
dependency of the porosity over the broad tenperature
range as shown in Figure 4 of docunent (8) can be |left
aside. In the light of these facts there is no reason
for supposing that said Figure 4 provides evidence that
the disclosure of the invention of the patent in suit

| acks technical information as to the coating
tenperature; but on the contrary said Figure 4 can be
regarded as proof that in the present case the porosity
represented a true paraneter characterising the product
of the invention.

Al t hough froma theoretical point of view the gas inlet
tenperature, product tenperature and gas outl et
tenperature in a coating apparatus may exhibit or
follow a conpl ex thernodynam c rel ationship, the Board
is convinced that the skilled person in practice would
have no difficulties in finding out a suitable test
arrangenent in the coating apparatus for neasuring the
gas inlet and outlet tenperature as well as the product
tenperature and thus would find out on an experi nent al
basis an enpirical relationship for controlling the
coating tenperature. The Respondent did not file
evidence that this would invol ve undue burden for a
skill ed person neasuring the tenperature in a coating
appar at us.
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Since Table 3 of docunent (8) shows that the skilled
person, even by doubling the value of relative humdity
from45% up to 80% has no difficulties in preparing a
product according to the invention having a porosity
within the clained range, the Board al so cannot see any
techni cal reason why the lack of information about a
certain humdity to be used in the coating process for
preparing the product of the invention could establish
i nsufficiency of disclosure of the invention.

As regards the alleged | ack of information of process
paraneters other than tenperature and humdity
necessary to produce the product of the invention
according to a conventional coating nethod, it nust be
presupposed that in the absence of such information the
porous filmis spontaneously fornmed during the spraying
process on the basis of the phase separation principle
nment i oned above; otherw se, the patent in suit would

i ndeed | ack sufficiency of disclosure. Docunent (8),
however, provides confirmation of such spontaneous
formati on of the porous film (see "Abstract", first and
second sentence as well as page 96, left colum, second
par agr aph).

According to point 3.1 above the present invention
requires not only that the core of the preparation
contai ning the pharmaceutically active agent is coated
wWith a porous filmbut that the desired dissolution
rate of the controlled rel ease pharnaceutica
preparation is obtained by controlling the porosity of
the film In this respect the patent in suit clearly

i ndicates on page 5, lines 42 to 44, that "the porosity
of the porous film as a general rule, becones greater
as the ratio of water in the water-organic sol vent
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m xture is increased and smaller when the ratio of the

organi c solvent is increased". On page 5, lines 1 to 7,
the patent in suit furthernore contains information on

how t he thi ckness of the porous filmmy then influence
the desired dissolution rate.

Such a nore general description of the invention does
not affect sufficiency of disclosure if the skilled
person is provided with instructions which together

wi th common general know edge would all ow the invention
to be put into practice w thout undue burden, if
necessary with reasonabl e experinents. There is no
requi renent under Article 100(b) EPC or Article 83 EPC
that any person reading the patent in suit or the
appl i cation docunents nust imedi ately and wi thout the
| east skill be in a position identically to carry out
the invention on a large industrial scale.

Al t hough docunent (8) published after the priority date
of the patent in suit gives proof that a porous film
according to the invention is spontaneously forned
during the spraying process of the invention on the
basis of a well-known phase separation principle and
there are in general no difficulties in producing a
control |l ed rel ease pharmaceutical preparation within
the cl ai ned paraneter ranges, sufficiency of disclosure
of the invention requires that at |least at the priority
date of the patent in suit the skilled personis in a
position to verify that a certain porosity of the
coating filmaccording to the invention has been

achi eved. In other words, sufficiency of disclosure of
the invention also requires that taking into account
the skilled person's common general know edge, once
experinmental work has been done in order to find the
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specific process paraneters, the invention nust be
repeatable for a predeterm ned porosity value. In this
respect both the description of the patent in suit and
t he anended i ndependent clains contain a reference to a
formula (see page 3, lines 3 to 14 and again point I1]
above) allowing the porosity to be cal cul ated by
measuring the total weight of the film the total
volunme of the filmand the true specific gravity of the
film The Appellant has filed experinental data
(Appendi x 6) denpbnstrating that porosity values within
the clained range can be achieved at different

t enperatures and has shown how, by applying practica
nmet hods of determ nation of the physical paraneters
contained in the said fornula, the porosity of the
coated fil mcan be evaluated in a reproduci bl e nmanner.
The Board notes that the Respondent has neither
contested the validity of the fornmula for cal cul ating
the porosity nor has argued that the skilled person
woul d have difficulties in carrying out in practice the
nmeasur enent of the weight, total volune and specific
gravity of the filmin accordance with the nethods as
described in said Appendix 6. In the absence of
counter-evidence the Board sees no reason to doubt that
t he val ues according to Appendix 6 are representative
of a neasurenent of the porosity of the filmin situ on

a core.

The Board is al so convinced that the skilled person as
defi ned under point 3.1 above is provided with all the
preparation, neasuring and eval uation nethods referred
to in Appendi x 6 but provisionally observes that the

skilled person to the sane extent will also apply this

knowl edge in relation to any prior art disclosure.
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The Board agrees with the Respondent's subm ssion that
the experinmental work according to said Appendi x 6
cannot be regarded as an exact repetition of the worked
exanples of the patent in suit and that Appendi x 6
relates to test series with different tenperatures
under conditions such that the process paraneters were
not kept constant. However, under Article 100(b) EPC
and Article 83 EPC there is no necessity for such exact
repetition of experinents of the patent in suit as |ong
as the experinental work can be regarded as being
within the scope of the invention under discussion.

Mor eover, for the purpose of the present decision
Appendi x 6 is taken into account only to the extent
that it shows that it is possible to carry out the

i nvention at technically neaningful tenperatures under
conditions within the ranges of the cl ai ned product
paraneters. The Board notes that the Respondent did not
contest the nunerical values shown in Appendix 6 and in
t he absence of contrary experinental data can only
concl ude that the ground of opposition under

Article 100(b) EPC cannot be nai ntai ned.

The Qpposition Division did not take a decision on
novelty and inventive step of the main request. It is
therefore not appropriate to discuss in detail the
auxiliary requests filed on 24 April 1999 with respect
to sufficiency of disclosure. The Board only observes
that the sane reasoning as set out above would apply to
these requests being restricted in conparison with the
mai n request formng the basis of the decision of the
Qpposition Division.

As regards the addition of dependent clains in the
Appel l ant' s request for maintenance of the patent in
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amended formthe Board, in the oral proceedings, has
drawn the Appellant's attention to the foll ow ng:

Amendnents to the text of a granted patent during
opposi tion proceedi ngs should only be considered as
appropriate and necessary within the neaning of

Rul es 57(1) and 58(2) EPC and therefore adm ssible if
they can fairly be said to arise out of the grounds of
opposition laid down in Article 100 EPC. This is the
established jurisprudence of the Boards of Appeal (see
e.g. the decisions T 295/87, QJ EPO 1990, 470, T 317/90
of 23 April 1992 and T 823/93 of 17 March 1994, both
not published in the QJ of the EPO which are of
particul ar rel evance for the present case). In the
cited decisions it was held that the addition of new
dependent clains having no counterpart in the granted
patent is neither appropriate nor necessary to neet a
ground for opposition and is therefore not adm ssible
I n opposition proceedings. The present Board shares
this view

The grounds for opposition defined in Article 100 EPC
all ow for objections against the patentability of the
subject matter of the patent. It is clear that the

Pat ent ee nust have the right to overcone such

obj ections by an anendnent of the subject-matter

cl ai med. The addition of a dependent claim however,

| eaves uni npaired the scope of the independent claimto
whi ch such dependent claimrefers. It neither limts
nor amends the subject-matter clained in the
correspondi ng i ndependent claim The addition of a
dependent claimis therefore no response at all to an
obj ection against the patentability of the subject
matter clainmed (In this respect see also T 829/93, 6.2
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of the reasons). On the contrary it adds to the patent
a claimfor a specific enbodi nent of the invention

whi ch may previously have been enbraced by the scope of
t he correspondi ng i ndependent claimbut which was not
specifically clainmed as such. Opposition proceedi ngs
are undoubtedly not a continuation of the exam ning
proceedi ngs. I n opposition proceedi ngs the Patentee nmay
not continue appropriate drafting of his patent at his
conveni ence. In the view of the Board, it has therefore
rightly been enphasised in the cited decisions that
opposi tion proceedi ngs do not provide an opportunity to
the Patentee to inprove the drafting of his clains by

i ncludi ng new subject-matter, in particular preferred
enbodi nents of the invention, in the clains which may
have adequate support in the original description but
have not been previously clainmed as such (T 295/87, 3.
of the reasons, T 317/90, 3. of the reasons).

Therefore, the fact that dependent clains may
constitute valuable fall-back positions for the case
that the correspondi ng i ndependent clai mwas found
unal | owabl e | ater, does not justify their addition in
opposition proceedings to a renaini ng broader

i ndependent claim (T 829/93, 6.3 of the reasons).

Al'l three decisions cited here concerned anendnments
made before the entry into force of Rule 57a EPC
Therefore, the view expressed by the Opposition

Di vision that the addition of the new dependent clains
was adm ssi bl e because Rul e 57a was not applicable to
the anendnents nmade by the Appellant is not correct.

However, the question of novelty and inventive step of
the subject-matter of the main request renmains to be
decided. It cannot be ruled out that the Appellant may
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have to limt the subject-matter of its main clains
further. It is possible that this may invol ve

i ncorporating the subject-nmatter of these newy

i ntroduced dependant clains into the correspondi hg nmain
clainms. The Board thus does not find it appropriate to
insist on the deletion of said clains before remttal

of the case for further prosecution to the Opposition
Di vi si on.

O der

For these reasons it iIs decided that:

1. The deci si on under appeal is set aside.

2. The case is remtted to the first instance for further

prosecuti on.

The Regi strar: The Chai r man:

P. Martorana P. A M Lancgon

1543.D



