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Summary of Facts and Submissions

1327.D

Eur opean patent No. 0 052 510 was granted to the
Respondent on 27 August 1986 with 23 clains for ten
Contracting States and 22 clainms for Austria, in
response to the European patent application

No. 81 305 426.9, filed on 17 Novenber 1981, claimng
the priority of the earlier application US 207 864 of
18 Novenber 1980. Clainms 1 and 23 for the Contracting
States other than Austria were worded as fol |l ows:

"1. A pharnmaceutical conposition designed for
sustai ned rel ease of an effective amount of drug over
an extended period of tinme prepared in mcrocapsule
form wherein the conposition conprises:

at | east one polypeptide which is a naturally
occurring |uteinizing hornone-rel easi ng hornone
(LHRH), a synthetically prepared material of the same
type or synthetically prepared anal ogues of naturally
occurring LH RH which act in some manner on the
anterior pituitary gland to affect the rel ease of
| uteinizing hornmone (LH) and follicular stinmulating
hor none (FSH)

optionally, at |east one polymer hydrolysis
nodi fyi ng agent selected from organic acids, acid
salts, neutral salts and basic salts; and

a bi oconpati bl e, bi odegradabl e encapsul ati ng
pol ymer which is a polylactide polyner, polyacetal
pol yner, pol yorthoester polyner or polyorthocarbonate
pol yner .

23. A process for preparing a conposition of any
one of the preceding clains conprising:
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di spersi ng an aqueous sol ution containing the

pol ypepti de, and optionally a polynmer hydrolysis

nodi fyi ng agent, in a hal ogenated organi c sol vent

contai ning said encapsul ati ng pol yner;
adding to the dispersion a coacervation agent; and
collecting the mcrocapsules fromthis solution.”

Noti ces of opposition were filed agai nst the European
patent by ten parties. Revocation of the patent was
requested on the grounds of Articles 100(a), (b) and
(c) EPC.

During the procedure before the Qpposition Division the
foll owi ng docunents, inter alia, were cited:

(9) Us-A-3 773 919

(19) US-A-4 010 125

(32) EP-A-0 021 234 of the Respondent itself published
07.01.81, filed 10.06.80 and claimng priority
from inter alia

(32A) US Application Serial Nunmber 47661 of 11.06.79

(51) Encycl opedia of Chem cal Technol ogy, Vol. 13/2
(1967), pages 436 to 456

(53) US-A-4 010 196

The Respondent filed on 3 January 1991 a nain request
wi th anended i ndependent cl ainms, and also five
auxiliary requests. This main request is the same as
the main request before the Board. The anended Claim1
of this main request for the Contracting States other
t han Austria was:

"A pharmaceuti cal conposition designed for
sustai ned rel ease of an effective amount of drug over
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an extended period of tinme prepared in mcrocapsule
form wherein the conposition conprises:

at | east one water sol uble polypeptide which is a
natural |y occurring |uteinizing hornone-rel easing
hormone (LH-RH), a synthetically prepared material of
the sane type or synthetically prepared anal ogues of
naturally occurring LH RH which act in some manner on
the anterior pituitary gland to affect the rel ease of
| uteinizing hornmone (LH) and follicular stinmulating
hor none (FSH)

optionally, at |east one polynmer hydrolysis
nodi fyi ng agent selected from organic acids, acid
salts, neutral salts and basic salts; and

a bi ocompati bl e, bi odegradabl e encapsul ati ng
pol ymer which is a poly(lactide-co-glycolide)
copol yner;

the lactide/glycolide nolar ratio of the
copolynmer, its nolecul ar weight, the capsul e dianeter,
and the polynmer hydrolysis nodifying agent (if
present), being such that the conposition exhibits
sustai ned rel ease of an effective amount of the
pol ypepti de over a period of at |east one nonth."

The patent included an appropriately amended process
claimfor Austria.

(What is referred to in the patent in suit as a
pol y(l acti de-co-gl ycolide) copolyner is synonynmous wth
what in other docunents is called PLGA )

By a decision delivered orally on 23 January 1991, with
witten reasons posted on 28 March 1991, the Qpposition
Di vision mai ntained the patent in anended form as
requested in the main request, holding that it was
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entitled to the priority of (32A) as clainmed, that it
was novel, that it was inventive over docunment (19)
considered to be the closest prior art and that it
fulfilled all the other requirenents of the EPC

Noti ces of appeal were filed by six Opponents, nanely
Opponents 01 to 03, 05, 08 and 09, referred to

herei nafter as Appellants 01 to 03, 05, 08 and 09. The
argunents relating to the main request put forward by
the Appellants in witing and at the oral proceedi ngs
before the Board on 3 Novenber 1993 were substantially
as foll ows:

(a) Article 123 EPC

According to Appellant 02, the amended Claim1 of
mai n request did not satisfy Article 123(2) EPC
because the restrictions introduced had been
exenplified in the original description only for
m crocapsul es containing Nafarelin, but not ones
contai ni ng any ot her conpound out of the huge
nunber of pol ypeptides covered by the claim
Extrapol ati on fromonly one conpound (Nafarelin)
to the entirety of the water-sol uble pol ypeptides
now defined in paragraph 2 of Caim1 involved
addi ng subject-matter not originally disclosed.

Appel l ant 09 argued that there was no basis in the
content of the application as filed for the tine
[imt of "at | east one nmonth" introduced into
Claim 1, because this had only been discl osed
together with an upper time limt which had not
been introduced into Caiml.
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Further the passage at page 6, lines 37 to 41 of
the patent in suit was to be read as neani ng that
t he presence of the hydrolysis nodifying agent was
essential if the release was to be over a m ni num
period of a nonth. Claim1l by |eaving the

hydrol ysis nodi fying agent as a nerely optional
feature added subject-matter not originally

di scl osed and extended the scope of the patent as
granted thus contraveni ng the provisions of
Article 123(2) and 123(3) EPC.

(b) Article 84 EPC

Appel lant 09 was the only one to object that there was
no cl ear teaching how the different paraneters, nanely
the lactide/glycolide nolar ratio of the copolyner, its
nol ecul ar wei ght, the capsul e diameter, and the pol ymer
hydrol ysis nodifying agent (if present) nust be varied
to obtain a sustained rel ease over a period of at |east
one nonth. The features had not been defined as

preci sely as was possible, and so did not satisfy the
requirenents stated in T 68/85 (QJ EPO 1987, 228).

(c) Article 83 EPC

Several Appellants objected on the basis that the

wat er - sol ubl e pol ypepti des according to the clai ned

i nvention conprised thousands of conpounds, each of

whi ch coul d be expected to behave differently. For each
such pol ypeptide the person skilled in the art had, at
t he cost of several hundred thousand dollars (as shown
by docunents subm tted by Appellant 09), to carry out a
| arge nunber of experinments which took a long tine, at

| east one, sonetinmes several years, and to make a "new



1327.D

- 6 - T 0456/ 91

i nvention"” hinself before obtaining a pharnaceuti cal
conposition with the desired sustained rel ease
properties. Followng T 14/83 (EPO QJ 1984, 105) one
shoul d be able reliably and quickly to obtain sonething
t hat works. This was not the case here.

(d) Article 54 EPC

Al'l the Appellants argued that Caim1 | acked novelty
over (32), which on page 41 in Exanple 8.B.2 discl osed
a pharmaceutical conposition conprising a LH RH

anal ogue i n bi odegradabl e m crocapsul es nade of a 25/75
gl ycolide/l actide copolynmer. Further as (32)
specifically referred to (9) stating on page 12 lines
16-21 that "Another type of slow rel ease depot
formulation for injection would contain the conpound or
salt dispersed or encapsulated in a sl ow degrading,
non-toxi c, non-antigenic polyner such as a polylactic
aci d/ pol yglycolic acid polyner for exanple as described
in US. 3,773,919", all Appellants argued that (32) and
(9) should be considered as one docunent for the

pur pose of assessing novelty.

Appel l ant 01 provided experinental results, which, it
was submitted, nerely carried out the teaching of (32),
and which resulted in sonething falling within aiml
of the main request. It was deni ed that unacceptably

hi gh doses of pol ypeptide were used.

It was submtted that the OCpposition Division had
adopted the wong approach by |ooking only at the exact
wordi ng used in (32), rather than considering what the
skilled person in the art would understand from (32)
and (9) considered together as a whole. Not only the
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speci fic exanpl es shoul d be consi dered but the general
teaching that could be derived from(9), colum 2,
lines 11 to 17. Exanple 8.B.2 of (32) had to be
considered nerely as a "recipe", and account had to be
taken of the fact that the unprejudiced skilled person
woul d i ncrease the percentage of LH RH anal ogue if he
ainmed at a rel ease period of at |east one nonth when
appl yi ng such m crocapsul es.

(e) Article 56 EPC

(32) was not nerely part of the state of the art under
the provisions of Article 54(3) EPC, but also under the
provi sions of Article 54(1), and so (32) could be
relied on to deprive Claim1l of inventive step. Not

US application 207,864 of 18 Novenber 1980 (the
priority claimed) but US 47,661 (32A) of 11 June 1979,
from whi ch the Respondent clained priority in (32) and
whose text was substantially the same as that of (32),
was the first application for the invention of Caim1l
for the purposes of Article 87(1) EPC. Accordingly
everyt hing, including (32), published before the

17 Novenber 1981, the filing date of the patent in
suit, was part of the state of the art in relation to
Claim1.

On this argunent (32) was the closest state of the art,
and Claim1l of the main request clearly |acked
inventive step over the conbination of (32) and (9).

If, on the other hand, (32) could not be used for
arguing lack of inventive step, it was submtted on
behal f of all Appellants that docunent (19) should then
be considered as the closest state of the art. This
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concerned LH RH anal ogues and specifically referred to
sust ai ned rel ease. G ven the obvious desideratum of
achieving a one nonth sustained rel ease fornulation for
the LH RH anal ogue of (19), the skilled person was in
the position to conbine the teachings of docunents (19)
and (9), particularly as (9) nmentioned fertility drugs
or hornones as possible applications, and woul d then
inevitably come up with something falling within
Claim1.

(9) related to PLGA and contained a statenent that
depot injections with prol onged rel ease val ues of drugs
coul d be designed, by controlling nol ecular weight and
conposition, to undergo hydrolysis and to rel ease drug
fromthe depot at a desired rate (colum 2, lines 6 to
17). There also appeared in it the statenent "In
general the higher the degree of polynerisation, that
is the higher the nol ecul ar weight of the polylactide,
the slower is its rate of absorption, etc. in the body
and the slower will be the rate of release of its
associ ated drug” (colum 8, lines 43 to 47).

According to Appellant 03, no prejudice or other
deterrent prevented the skilled person fromfinding out
whet her or not the technical problemunderlying the
patent in suit could be solved by conbining the
teachings from(9) and (19). Further the inherent
viscosity data given in Table Il of the patent in suit
(i n hexaf | uoroi sopropanol) showed that viscosities
suggested in the patent in suit fell within the
viscosity range disclosed in (9) (in benzene).

Even if (32) could not be relied on as state of the art
when considering inventive step, (32) could be relied
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on by treating it as an expert opinion (CGerman
"gutachtlich") to show that the skilled person at its
application date would have had (9) in mnd as a
solution to any sustained rel ease problem

Appel I ant 05 gave evidence in person at the oral
proceedings to the effect that his conpany was the

Eur opean | i censee under the equivalent patents to (19)
and that he was personally acquainted with the inventor
of (19), Dr. A V. Schally, who was a Nobel prize

wi nner. Dr. Schally was perfectly aware of (9) but was
prevented from using what it suggested because of the
patent situation. Instead an alternative as disclosed
in (53) was devel oped.

Appel l ant 05 al so stated that when he wote to one of
the inventors of the patent in suit, congratul ating her
on work carried out, he was not referring to the
subject-matter of Claim1 of the nmain request, so that
his letter was not an acknow edgenent that the subject-
matter of Claim1l involved an inventive step.

A witness, Dr. Osolini, gave evidence that the
duration of the sustained release of LH RH anal ogues
could easily be made to exceed one nonth by heavy

| oadi ng of the core of the mcrocapsule with the active
ingredient. This could be done because the LH RH

anal ogues could safely be given in anounts greatly
exceeding the m ninum effective dose. Any invention
made in the patent in suit nust be considered limted
to 1-2 % of core | oading.

Appel l ant 08 submitted that starting from (19) the
skilled man faced with the probl em of obtaining one
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nont h sustained rel ease would refer to an encl opedi a
such as (51), and al so consider what nore recently

di scl osed materials, particularly if they are
essentially non-reactive and bi o-degradabl e, could be
used. This would lead himto (9) which would retain his
i nterest because it referred to a controlled sustained
rel ease of the drug conmpound over a period of eight
hours to two nonths or | onger when adm nistered
parenterally thus providing an incentive to the skilled
person to include docunment (9) in his evaluation of the
conbi ned teachings of (19) and (51). This led to the
techni cal solution underlying the patent in suit. It
was part of the general know edge of the skilled person
that varying the capsule dianeter would nodify the

rel ease time of a drug.

According to Appellant 09, the skilled person only had
to adopt the teachings of Cains 1 and 3 of docunent
(9) to specific parts of docunent (19) to nake the

subj ect-matter of the patent in suit clearly obvious
over the conbi ned teachings of (9) and (19), the nore
so as the patent in suit itself enphasised parallels to
t he basic technique set out in (9).

The Respondent submtted substantially the follow ng
argunents:

(a) The features introduced into anended Claim 1
restricted the claimconpared to Claim1 as
granted which contai ned no requirenent at al
concerning a sustained release tinme period. The
lower limt of one nonth introduced was fairly
based on page 6, lines 37 to 41 of the text of the
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granted patent and the equival ent passage in the
original application.

The functional wording used in the anended Claim 1
was not only clear, but also necessary to avoid
undue limtation of the scope of protection.

A skilled person could w thout undue burden,
follow the instructions given to nmake a

phar maceuti cal conposition that exhibited

sustai ned rel ease of an effective amount of the
pol ypepti de over a period of at |east one nonth.

Even taking into account Exanple 8.B.2 of (32A)
and the reference to (9), there was no direct and
unambi guous di sclosure in (32A) of LH RH

anal ogue/ pol yl acti de gl ycolide m crocapsul es
havi ng at | east one nonth's sustained effective
rel ease, so aim1l of the main request was
entitled to the priority of US serial No. 207, 864,
which was the first application for this subject-
matter.

None of the test results by Appellant 01 were

evi dence that (32) showed the one-nonth sustained
rel ease. Further none of these experinents
reproduced Exanple 8.B.2 of (32). The patent in
suit was novel over (32) and no ot her docunents
had been relied on as destroying novelty.

The problemto be solved was to provide at | east
one nonth's sustained effective LH RH anal ogue
rel ease. The patent in suit solved this.
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The closest prior art was (19) in which the only
stat enent concerning | ong-acting, slowrelease
preparations in connection with m croencapsul ation
in a pharnmaceutically acceptable coating materi al
was nmade in the reference to docunent (51). The

| atter, however, covered an extrenmely genera

di scl osure not confined to drugs.

Even if for sonme reason the skilled person had
considered (19) and (9) together, the latter did
not give sufficient information to suggest the

m crocapsul es as being a solution to the problem
for which there is a reasonabl e expectation of
success.

Despite the fact that, prior to the present

i nvention, LH RH conpounds, their action on
prostatic cancer and endonetriosis and docunent's
(9) polylactide/glycolide fornulations had been
known for several years, no prol onged delivery
formul ati on had been devel oped.

It was al so submitted that despite the Respondent
not yet having marketed the product, the
Appel l ants were allegedly nmarketing with great
success a product that allegedly infringed laiml
as now proposed. This was comerci al success
supporting the inventive nerit of Claim1. Further
the inventiveness was al so evidenced by the fact

t hat an opponent, no |longer part of the

proceedi ngs, had taken a licence, and that

Appel lant 05 had witten to the inventor

Dr. Sanders congratul ating her on her work.
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The Appel lants requested that the decision under appeal
be set aside and that the European patent No. 0 052 510
be revoked.

No requests were filed on behal f of Appellant 10.

The Respondent requested as main request that the
appeal be dism ssed, and as auxiliary requests that the
deci si on appeal ed agai nst be set aside and that the

pat ent be mai ntai ned on the basis of one of the
auxiliary requests 1 to 5 submtted by letter of

29 Sept enber 1993.
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Reasons for the Decision

1

2.1.2

2.1.3

1327.D

The appeal s are adm ssi bl e.

Amendments (Articles 123(2) and (3) EPC)

Claiml1l of the main request differs fromthat of the
granted patent in as nmuch as the followng limtations
have been introduced:

Firstly the clainmed "at | east one polypetide" is now
l[imted to being "water-soluble". The anmendnent is
supported by the disclosure on page 1, line 11, of the
originally filed application.

Secondly the bioconpati bl e, biodegradable encapsul ating
polymer is nowrestricted to a "poly(lactide-co-

gl ycolide) copolynmer”, which in the originally filed
application has already been stated to be the nost
preferred pol yner excipient (see page 13, lines 5to 8
and lines 33 to 35; particularly page 14, lines 5 to
10) .

Thirdly Cdaiml1 is nowrestricted to "the

| acti de/glycolide nolar ratio of the copolyner, its

nol ecul ar wei ght, the capsul e dianeter, and the polyner
hydrol ysis nodifying agent (if present), being such

t hat the conposition exhibits sustained rel ease of an
effective amount of the polypeptide over a period of at
| east one nmonth". This |limtation to "at |east one
mont h" finds a basis both in the originally filed
application (see page 16, lines 28/ 29 and 32/33) and
that of the patent as published (see page 6, lines 38
and 40/41), where the release tine is stated to be one
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whi ch may range fromone nonth to three years,
preferably about one nonth to 24 nonths. It is not of
significance for the purposes of Article 123(2) EPC
that the one nonth limt was not stated to be an
essential feature of the invention in the application
as originally filed: it is sufficient that the | ower
[imt was nmentioned sonmewhere in the originally filed
appl i cation.

The originally filed Caim1 contained neither a | ower
[imt nor an upper limt on the tinme period for
effective release. The introduction of a lower limt on
the tinme period is a restriction of the scope of the
claim No necessary connection between this lower limt
and any of the specifically disclosed upper limts is
nmentioned in the application as originally filed, nor
have the Appell ants shown any reason why any reader

m ght presune this to be the case. Accordingly the
Board sees no objection to introducing the lower limt
into Cdaiml without at the sanme tinme introducing an
upper limt. The reference (see page 6, lines 38 to 41)
in the description to upper limts remai ns unchanged.

There is also a basis in the originally filed
application (see page 16, lines 28 to 32) for the
variables relating to the encapsul ati ng pol ymer being
such as to provide the required rel ease period. The
qualifier "if present” for the polymer hydrolysis
nodi fyi ng agent has a basis in the application as
originally filed which stated that the agent was
optional (see page 10, lines 6 to 10).

Claim 20 specifying a nolar ratio of about 50:50, has a
basis in the originally filed Clains 6 and 7.
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The set of clains for Austria has been nodified in an
equi val ent way.

The main request thus conplies with Article 123(2) and
123(3) EPC.

Clarity and support (Article 84 EPC)

According to the jurisprudence of the Boards of Appeal,
the clarity of a claimis not dimnished by the nere
breadth of a termof art contained init, if the
meani ng of such termis unanbi guous for a person
skilled in the art, either per se or in the light of
the description (see T 238/88, QJ EPO 1992, 209 and

T 688/91 of 21 April 1993 point 3.4 of the Reasons (not
published in Q) EPO). As in the present case it is
clear fromthe clains when read in the light of the
description (see page 2, line 39 to page 4, line 26)
whi ch peptides are suitable for the present invention,
t he present clains cannot be chal |l enged under

Article 84 EPC for the sole reason that an extrenely

| ar ge nunber of conpounds can be used for carrying out
t he invention. Any argunments of the Appellants in
connection with the | arge nunber of peptides covered by
the present Claim1l nust therefore fail.

Sufficiency (Article 83 EPC)

The provision of Article 83 EPC that the disclosure of
a patent must be sufficiently clear and conplete for
the invention to be carried out by a person skilled in
the art, is, as has been stated by the Board of Appeal
in Decision T 292/85, "Polypeptide expressions”, (QJ
EPO 1989, 275), satisfied "if at |east one way is
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clearly indicated enabling the skilled person to carry
out the invention". It is not necessary for the purpose
of Articles 83 and 100(b) EPC that the disclosure of a
pat ent be adequate to enable the skilled person to
carry out all conceivable ways of operating the

i nvention enbraced by the clains. In view of the
exanples still remaining in the description and the
addi tional experinmental data submtted by the
Respondent (see subm ssion of 30 August 1990, in
particul ar page 18, |ast paragraph and page 19,

Tabl e 3) showing that following the instructions of the
patent, conpositions for two other peptides, Leuprolide
and Buserelin, with at | east one nonth's sustained

rel ease were made, the Board is satisfied that a prima
facie case exists that the disclosure is sufficient to
enabl e the skilled person w thout undue burden to carry
out the invention as clained.

The nere argunent of the Appellants that because the
Claim1 covers an extrenely |arge nunber of

pol ypepti des, whereas the exanples of the patent in
suit all relate to a single polypeptide, Nafarelin, is
not adequate to nmake out this ground of invalidity, in
t he absence of any evidence that there exists at |east
one pol ypeptide falling within the definition of C aim
1 for which a one nonth sustained rel ease conposition
cannot be made followi ng the teaching of the patent.
Here the Appellants who are asserting this ground of
invalidity have the burden of proof, and they have
failed to discharge it (see T 219/83, Q) EPO 1986
211).

Appel l ant 09 was the only one to submt evidence on the
time it takes and the cost of arriving at a single
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sust ai ned rel ease fornul ation, and to argue that these
were by thenselves so great as to be evidence that the
patent in suit contained insufficient instructions.
However it is well known that devel oping and testing a
mar ket abl e product in the nmedical field is comonly
very expensive and tinme consum ng even once the basic
research has al ready been conpl eted. Devel opnment of a
product that is to achieve sustained rel ease over one
nmont h, can be expected to be nore expensive than
average. In view of this the Board does not consider
that the tinme scale and costs quoted by Appellant 09
are so different fromwhat could reasonably be
expected, as to anmpbunt to evidence of the description
of the patent being insufficient because an undue
burden is inposed on anyone wi shing to carry out the
teaching of the patent in suit.

Novelty (Article 54 EPC)

Lack of novelty was only alleged in respect of (32), an
earlier application by the Respondent with clains
directed to particul ar pol ypeptides (including

Naf arelin the polypeptide specifically referred to in
the patent in suit) irrespective of whether they were
used in a sustained rel ease conposition or not. (32)
contained references to the desirability of the

pol ypepti de being provided in a sustained release form
On page 41 in Exanple 8.B.2 there was discl osed a
pharmaceutical conposition conprising a LH RH anal ogue
i n bi odegradabl e m crocapsul es nmade of a 25/75

gl ycolide/l actide copolyner. Further (32) specifically
referred to (9) stating on page 12, lines 16-21 that
"Anot her type of slow rel ease depot fornulation for

i njection would contain the conpound or salt dispersed
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or encapsul ated in a slow degradi ng, non-toxic, non-
antigenic polymer such as a polylactic

aci d/ pol yglycolic acid polyner for exanple as described
in US 3,773,919".

Exanple 8.B.2 did not specifically refer to the LHRH
anal ogue being Nafarelin, but as this was the preferred
conpound of (32) this seened the natura
interpretation. The Respondent provided evidence that
if Exanple 8.B.2 was carried out using Nafarelin, the
sust ai ned rel ease obtained was nmuch | ess than one
nont h. Appel | ant 01 provi ded evidence of sone alleged
attenpts to repeat Exanple 8.B.2. The results did not
show a sustained release for at |east one nonth in al
cases, and the cases where at |east one nonth rel ease
occurred the conditions of Exanple 8.B.2 had been
departed fromto such an extent that the Board does not
consi der that such results can be attributed to any
normal way a skilled man m ght carry out 8.B. 2. In
particular, the only results showi ng an effective

rel ease tinme | onger than one nonth, were obtained with
either a drug | oading very nuch higher than in Exanple
8.B.2 or a suspension different fromthe one discl osed
in this exanple. The Board thus finds that Exanple
8.B.2 does not itself deprive aim1l of the main
request of novelty.

(9) is concerned with sustained rel ease conpositions
for pharmaceuticals using glycolide/lactide copol yners,
but does not disclose any specific exanple of

m croencapsul ation, though it refers to this
possibility. The reference in (32) to (9) thus does not
tell the skilled person to use anything in particular,
but merely suggests this as a hel pful publication for
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maki ng further devel opnents. Wat (32) and (9) taken in
conbi nati on may suggest to the skilled person is

sonet hing that m ght be taken account of when
considering inventive step, but not when considering
novelty. Novelty is interpreted narrowy by the Boards
of Appeal, and when it is said that a docunment nust be
interpreted as it would be understood by the skilled
person, this nmeans only that what a skilled person
woul d i mredi ately understand wi thout it being
explicitly stated, can be read into a docunent. It does
not mean that one can consider that for the purposes of
novel ty anything that readi ng a docunent may suggest to
a skilled man has been actually discl osed.

Priority (Article 87 EPC)

The above finding that (32) does not destroy the
novelty of Claim1, necessarily inplies that the
subject-matter of Caim1l1 is not disclosed in (32A),
whose content can for this purpose be considered
identical to that of (32). Thus (32A) cannot for the
pur poses of Article 87 EPC be considered as the first
application for the same invention as now cl ai ned.

Claimlis thus entitled to the priority clainmed, which
is earlier than the publication date of (32).
Accordingly (32) is not prior art when it conmes to
consi dering inventive step under the provisions of
Article 56 EPC.

Inventive step (Article 56 EPC)

For the purpose of considering inventive step the Board
agrees with the Appellants that the cl osest state of
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the art is docunent (19), which discloses a decapetide,
now known as Triptorelin, having potent LH and FSH
rel easi ng hornone properties (see colum 3, line 44
ff.) falling within the terns of Claim1l of the main
request .

(19) states that "when the decapeptide, preferably in
the formof an acid addition salt, is enmployed in human
medicine, it is adm nistered systemcally, either by

i ntravenous, sub-cutaneous, or intramuscul ar injection,
or by sublingual, nasal, or vaginal adm nistration, in
conpositions in conjunction with a pharmaceutically
acceptabl e vehicle or carrier” (see colum 6, |ines 38
to 45), and that "it is often desirable to adm nister

t he decapeptide conti nuously over prolonged periods of
time in long-acting, slowrelease, or depot dosage
forns" (see colum 7, lines 23 to 25) and that such
dosage fornms "may contain the decapeptide in the form
of a water-soluble salt together with a protective
carrier which prevents rapid rel ease" (see colum 7
lines 29 to 31).

A different procedure of obtaining such dosage is
referred to subsequently in colum 7, lines 48 to 56
where it reads: "Long-acting, slowrelease preparations
of the decapeptide may al so be obtai ned by

m croencapsul ation in a pharmaceutically acceptabl e
coating material, for exanple gelatine, polyvinyl

al cohol or ethyl cellulose. Further exanples of coating
mat erials and of the processes used for mcro-

encapsul ation are described by J.A Herbig in

"Encycl opedi a of Chem cal Technol ogy", Vol. 13,

2nd Ed., WIley, New York, 1967, pages 436-456". This
|atter is docunent (51) cited by the Appellants.
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In this paragraph, m croencapsulation is nentioned for
the first and only tinme in docunent (19) and for
details the skilled person is referred to (51) which
provi des a general overview of mcroencapsul ation (see
pages 436 to 450) in a great variety of technica
fields (see pages 451 to 455), anong which
"Pharmaceuti cal s" takes a small place only (see

pages 453, |ast paragraph to page 454, third

par agr aph) .

In relation to this closest prior art, the Board
considers that the problemto be solved can be stated
as being to nake avail abl e a pharmaceutical conposition
designed for sustained release of an effective anount
of a water-soluble LH RH pol ypepti de of the known type
over a period of at |east one nonth. This problemis to
be sol ved by the pharmaceutical conposition as defined
in Cdaiml of the main request (see section Il above).

Taking into account the results with the successf ul
batches in Table Il of the patent in suit (originally
termed batches C, E, F) and the test results submtted
by the Respondent (for details see under point 4.1
above) for additional conpositions of effectively the
sanme polymer system giving at | east one nonth's

rel ease as set out in present Claiml, the Board
considers that the above-stated probl em has been

pl ausi bl y sol ved by the pharmaceutical conposition with
the features required by Claim1 of the main request.

Starting from(19) and set this problemthe skilled
person first turns to the suggestions nade in (19)
itself of long-acting, slowrelease preparations based
on gel atine, polyvinyl alcohol or ethyl cellul ose as
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coating material, conbined with the m croencapsul ation
techni ques given in (51). If this Iine is foll owed
sonet hing other than what is covered by aim1 would
be arrived at, as there is no suggestion that

gl ycolide/l actide copol yner shoul d be used for

m croencapsul ation. There is no reason to believe that
what is actually suggested woul d not be seriously
contenpl ated by skilled persons.

The Board has no evidence that m croencapsul ati on taken
together with the bi odegradabl e glycolide/lactide
copolynmers of (9) is a conbination that the skilled
person in the art at the priority date of the patent in
suit woul d have seriously contenplated as a
possibility. (9) itself is not referred to in (19), and
whil e m croencapsul ation is nentioned as a possiblity
in (9) there are no specific exanples of this. Further
there exists a |ater document (53) referring to (9) and
stating that the polyners of (9) presented several
drawbacks as, inter alia, the formul ation described in
docunent (9) produced slow absorption in the body (see
colum 1, lines 19 to 27). (53) suggests what it
considers as better polyners than those of (9), nanely
a specific group of linear polyester salts with
relatively | ow nol ecul ar wei ght which yet are hard,
brittle and non-tacky solids (see Caim1l1l and colum 1,
lines 19 to 68 of the description). Contrary to the
Appel | ants' eval uation of the teaching of (9), this
denonstrates how narrow t he di scl osure content of
docunent (9) in substantiated formactually is.

The evi dence by Appellant 05 that the Nobel Prize
Wi nning inventor of (19) at sonme unspecified date was
aware of (9), but did not use it because of fears of
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possi bl e patent infringement (quite apart fromthe fact
t hat such hearsay evidence provided for the first tine
at the oral proceedings is a highly questionable form
of evidence), allows no deductions to be nade as to
what the average skilled man woul d have known or
considered at the priority date, nor does it explain
why the possiblity of using the polymer of (9) is not
referred to in (19), even though (9) was published nore
than one and a half years before the filing date of
(19).

The argunent that the Respondent's own patent (32) can
be used as an expert opinion (German "gutachtlich") to
show that at its priority date (9) was well known fails
because no such deduction follows inevitably. For al

t hat appears, the Respondent may have been the only one
to have taken this publication seriously. The clear
prohi bition contained in the second sentence of

Article 56 EPC against the use of Article 54(3) EPC
docunents when considering inventive step, cannot be
swept aside nerely by the suggestion that a patent
application mght be relied on as an "expert opinion"
as to the state of the art at its filing date.

Nevert hel ess even assum ng that the skilled person
woul d conme across (9), it is by no neans clear that
this would have led himto nake sonething falling
within daiml. (9) related not only to PLGA but to
copolynmers with conononers other than | actide or

gl ycolide, such as other specific |actones or

i nternol ecul ar cyclic esters of certain

hydr oxycar boxylic acids. The skilled person is thus
faced with a docunent maki ng numerous suggestions as to
pol yners of various chem cal conpositions and
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properties (see colum 7, line 12 to colum 9, |ine 10)
which are applicable in the field of galenics (see
colum 1, line 61 to colum 3, line 6). Even under the
headl i ne "preparation and adm nistration of the

formul ation" a great variety of fornulations result
fromthe different procedures of coating (anong which

m croencapsul ation is nentioned), enbedding and
intimate mxing (see colum 9, lines 12 to colum 11,
line 46). Wiile it is true that the skilled person is
told that "Drug conmpounds of the classes nentioned
earlier may be coated, enbedded, or intimately mxed in
or with a matrix of one or a conbination of different
chai n-1 engt h bi odegradabl e pol yl acti de pol yners defi ned
previously, to give a drug-polynmer m xture which wll
provide a controll ed sustained release of the drug
conpound over a period of 8 hours to 2 nonths or | onger
when adm ni stered parenterally" (see colum 9, lines 65
to 72), and is taught different types of procedures
(coating, enbedding and intimate m xing) for this the
preferred enbodi nents relate only to enbedding. In the
exanpl es, w thout any exception, the polyner is nelted
at 225 to 250°C and a steroid drug is mxed into the
melt. In two out of the nine exanples given, it is

di scl osed that gross pellets of the product (80 ng or
100 ng) produced an oestrogenic response |lasting for
about one nonth (see Exanples 5 and 6). Fromthe
entirety of the disclosure provided by docunment (9) in
substantiated form the skilled person does not get any
gui dance what soever that just m croencapsul ation (see
colum 10, lines 39 to 57) mi ght be successfully
applicable in an attenpt towards solving the technical
probl em underlying the patent in suit.
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At the priority date of the patent in suit there was a
mul titude of possibilities, fromthe vi ewoint of
galenics, to formul ate conpositions for drug delivery
over a prolonged period of time. However anything from
8 hours to two nonths was regarded as a prol onged
period of time, and there was hardly any information as
what shoul d be chosen if a particular mninmmrel ease
period was to be achieved for a particular drug.

It is not enough for the Appellants to show that by a
judi cious selection of one part of the teaching of one
docunent, and another part of the teaching of another
docunent the skilled man m ght have arrived at the
invention clained in Claiml of the main request. They
nmust al so show this selection is sonething the skilled
person woul d have made with a reasonabl e expection of
success in achieving the rel ease period of at |east one
nmont h. Even taken together (19) and (9) neither suggest
t hat m croencapsul ati on together with PLGA wi ||
necessarily provide a solution, nor that this is at

| east as |ikely a way of achi eving success as any

ot her. The Appellants have failed to show any ot her
reason why bi odegradabl e PLGA and m croencapsul ati on
woul d be considered as the, or at least a, preferred
route to successfully solving the problemat the
priority date.

The Appellants have thus failed to show that the
invention of Claim1 of the main request |acks an

i nventive step. The other clains of the main request
depend on Caim1l1, so that they need not be separately
consi dered. Accordingly, the main request is allowable.
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7.14 In view of this finding, it is not necessary for the
Board to consider the argunents relating to conmerci al
success or to acknow edgenents by third parties that
there was an invention. Particularly in the nedical
field where inventions take a very long tinme to get on
the market so that it is hard to assign preci se causes
for success or failure, such matters may generate a | ot
of paper, but provide little or no assistance on the
i ssues actually to be deci ded.

Order

For these reasons, i1t i1s decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

P. Martorana
A. J. Nuss

1327.D



