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Summary of Facts and Subm ssi ons
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Eur opean patent application No. 97 202 586.0, filed in
accordance with Article 76 EPC as a divi si onal
application of the earlier application 91 112 725.6

(29 July 1991), claimng GB priorities of 1 August 1990
(9016882 and 9016840) and published under No. 0O 816 413
on 7 January 1998, was refused by a decision of the

exam ning division issued in witing on 24 Cctober 2000.

The deci sion was based on a set of Clains 1 to 32 where
t he i ndependent clainms read as foll ows:

"1l. A polylactide being an ester of a polyol
contai ning at | east 3 hydroxyl groups and being in a
purified state, which neets the requirenents of

- the colour strengths of reference solutions B;-Bg of
the brown col our test of the European Pharnmacopoei a,
2nd Edition (1980) part I, Section V, 6.2 and

- containing one or nore nmetals in cationic form the

metal ion(s) having a concentration of at nost 10 ppm

6. A polylactide in a purified state, which neets the
requi rements of

- the colour strengths of reference solutions B;-Bg of
the brown col our test of the European Pharnmacopoei a,
2nd Edition (1980) part I, Section V, 6.2 and

- containing one or nore nmetals in cationic form the

metal ion(s) being residues of catalysis and having a
concentration of at nost 10 ppm
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27. A pharnaceutical conposition containing a
pol yl acti de according to any one of clains 1-26 as a
matri x for a drug conpound.

32. Process for the preparation of the pharnaceuti cal
conposition of any one of clainms 27-31, which conprises
wor ki ng up the polylactide of clains 1-26 with the drug
conmpound to forman inplantate or a mcroparticle.”

Claims 2 to 5 7 to 26 and 28 to 31 were dependent
clainms directed to el aborations of the subject-matter
of Clainms 1, 6 and 27, respectively.

According to the decision, the application was refused
since the requirenents of Articles 84, 54 and 56 EPC

were not net:

(a) Cdainms 1 to 26 were not clear (Article 84 EPC)
since the clained chem cal conmpound was not
defined by features inherent to this conpound but
by features attributable to inpurities, ie the
concentration of a nmetal cation or the colouration
of the conpound originating fromthe presence of
these inpurities.

(b) It was also not clear whether or not netal cation-
free polylactide was covered by the wordi ng of
Clains 1 to 6 (Article 84 EPC). Even if the clains
had to be read as requiring the presence of sone
metal cation, they would still be unclear since
the lower imt of the concentration of the netal
cation woul d depend on an unspecified anal yti cal
nmet hod.
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(c) Furthernore, the decision objected against the
cl ai med subject-matter under Articles 54 and 56
EPC. In particular, reference was nade to the
fol |l ow ng docunents:

D1: EP- A- 283 925;

D2: GB- A-2 145 422;

D3: EP-A-0 171 907; and

D5: Pat ent Abstracts of Japan Vol. 10, No. 296
(C337) & JP-A-62111326.

On 20 Decenber 2000, a notice of appeal against the
above decision was filed by the applicant (hereinafter
referred to as the appellant) w th sinmultaneous paynent
of the prescribed fee.

The statenment of grounds of appeal, filed on

28 February 2001, was acconpani ed by three sets of
claims formng a main request and a first and second
auxiliary request.

In a comuni cati on dated 26 June 2003 acconpanyi ng a
sumons to oral proceedings, the board rai sed objection
agai nst sonme of the clains filed on 28 February 2001
under Articles 123(2) and 84 EPC.

In reply, the appellant filed on 8 August 2003 a new
set of Clains 1 to 10 (main request) and, as an

auxiliary request, an alternative Caiml.
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Oral proceedings were held on 9 Septenber 2003, in the
course of which the discussion focussed on the question
of whether the clainms filed on 8 August 2003 net the
requirenents of Articles 123(2) and 84 EPC. In view of
this discussion, the appellant withdrew all the
previous requests and filed as its sole request a set
of Claims 1 to 8 which read as foll ows:

"1. A pharnaceutical conposition conprising a
polylactide in a purified state which polylactide is an
ester of a polyol containing at |east 3 hydroxyl groups
and which neets the requirenents of

- the color strenght [sic] of reference solutions B;-Bg
of the brown color test of the European Pharnmacopei a
[sic], 2nd Edition (1980) part |, Section V, 6.2 and

- containing one or nore nmetals in cationic form the

nmetal ion(s) having a concentration of at nost 10 ppm

and

a hydrophilic or lipophilic drug.

2. The pharnmaceutical conposition according to
claim1, wherein the polylactide is a polylactide-co-
gl ycolide and/or the polyol is glucose.

3. The pharnmaceutical conposition according to
claim2, wherein the nmononer nolar ratio of the
| actide/ glycolide units in the polylactide is
100- 25/ 0-75, preferably 60-40/40-60.
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4. The pharnmaceutical conposition according to any of
t he preceding clains, wherein the polylactide has a
mean nol ecul ar wei ght M, of from 10000 to 200000,
preferably from 25000 to 100000, nore preferably from
35000 to 60000.

5. The pharnmaceuti cal conposition according to any of
t he preceding clains, wherein the polylactide has a

pol ydi spersity M/ M, of from1.7 to 3.0, preferably from
2.0 to 2.5.

6. The pharmaceutical conposition according to any of
t he preceding clains, wherein the polylactide further
conpri ses

nononer in a content of at nost 1% by wei ght of

pol yl acti de,

water in a content of at nost 1% by wei ght of

pol yl acti de,

organi c solvent in a content of at nost 1% by wei ght of
pol yl acti de,

ash in a content of at nost 0.1% by wei ght of

pol yl acti de,

et hyl hexanoate in a content of at nost 0.5% by wei ght
of polyl actide,

and which acid nunber is at nost 10.

7. The pharnmaceutical conposition according to any of
claims 1 to 6, conprising bronocriptine, octreotide or
an acid addition salt or a derivative thereof as drug
subst ance.

8. The pharnmaceutical conposition according to
claim?7 in formof an inplant or mcroparticles.”

2531.D
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VIIl. The appellant requested that the decision under appeal
be set aside and that a patent be granted on the basis
of the set of Clains 1 to 8 filed as the sol e request
at the oral proceedings.

Reasons for the Decision

1. The appeal conplies with Articles 106 to 108 EPC and
Rule 64 EPC and is therefore adm ssibl e.

2. Amrendnent s

2.1 Caim1l is a conbination of

- Caiml as originally filed (polylactide in a
purified state),

- Caim13 as originally filed (the polylactide being
an ester of a polyol containing at |east 3 hydroxyl
groups), and

- page 9, lines 26 to 34 of the application as
originally filed (pharmaceutical conposition).

2.2 Claim2 is based on Caim9 as originally filed and on
page 5, lines 13 to 14 of the application as originally
filed.

2.3 Claim3 is based on Clains 10 and 12 as originally
filed.

2531.D
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Claim4 is based on Claim 17 as originally filed and on
page 5, lines 23 to 25 of the application as originally
filed.

Claim5 is based on Claim 18 as originally filed and on
page 5, lines 25 to 26 of the application as originally
filed.

Claim6 is based on Clainms 7 and 8 as originally filed.

Caim7 is a conbination of Cains 23 and 26 as
originally filed.

Claim8 is based on Claim27 as originally filed.

Thus, the board is satisfied that the anended cl ai ns
nmeet the requirenents of Article 123(2) EPC

Clarity

According to Claim1l, the matter for which protection
is sought is constituted by a pharmaceuti cal
conposition requiring the presence of two conponents,
nanely a polylactide and a drug, whereby the
polylactide is further defined by its structure (an
ester of a polyol containing at |east three hydroxyl
groups) and by its degree of purity, ie the col our of

t he polylactide and the netal cation concentration
therein. The coloration of the polylactide is due to a
certain amount of brown col oured deconposition by-
products whi ch have been forned in the pol ymner
preparation process and the netal cations basically are
the remmants of the catalyst normally enployed in the
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preparation process (paragraph bridging pages 1 and 2
of the application as originally filed).

In the decision under appeal, the exam ning division
objected to the paraneters relating to the degree of
purity under Article 84 EPC since it was not allowable
to define a chem cal product by paranmeters not inherent
to the product but attributable to the presence of
certain inpurities. In this context, reference was nade
to T 205/83 (QJ EPO 1985, 363).

Al though daim1l is not directed to a polylactide per
se any nore, the polylactide is, nevertheless, a
conponent of the now cl ai ned conposition, and defined
in the sane way which was refused by the exam ning

di vi si on.

The board takes note that there is no statenent

what soever in T 205/83 which prohibits the presence of
paraneters relating to inpurities in a claimfor
reasons of clarity. Moreover, the statenent in T 205/83
(point 3.2.3 of the reasons) relied upon by the

exam ning division, nanely to disregard properties

whi ch are not attributable to the substance paraneters
of the product itself, eg inpurities, was reached in

t he assessnent of novelty. This issue is dealt with in
point 4.3 to 4.6, bel ow

Thus, the argunment, in the decision under appeal, that
the definition of a chem cal product by paraneters not
i nherent to the chem cal product is not allowable in
view of Article 84 EPC goes without justification
beyond the finding in the case |aw relied upon.
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Furthernore, the application in suit has at its heart
the purification of polylactides. The two parameters
relating to the purity of the polylactides are
therefore technical features of the invention in line
with Rule 29(1) EPC according to which "The cl ains
shal | define matter for which protection is sought in
terns of the technical features of the invention". This
is considered to be a relevant criterion for the
assessnent of the extent to which the use of purity
paranmeters in a product claimis allowable fromthe
point of view of clarity (Article 84 EPC) (see G 2/88,
point 2.5 of the reasons).

It follows fromthe above, that paraneters relating to
purity do not in principle contravene the requirenents
of Article 84 EPC.

As regards the netal cation concentration, there was a
di scussion as to the meaning of the wording
"polylactide ... containing one or nore netals in
cationic form the netal ion(s) having a concentration
of at nmost 10 ppnf. According to the appellant, this
wording left no doubt as to the presence of netal
cation(s). Furthernore, it was inpossible conpletely to
renove the remants of the netal catalyst enployed in

t he pol yner preparation.

If a metal catalyst is used in the preparation of the
polylactide it is certainly true that it is not
possi bl e for thernodynam cal reasons to purify a
polylactide so that it is - in the strict sense -
totally free of metal cations. However, Claim1 is not
restricted to the use of polylactides prepared in the
presence of a catalyst. In fact, as is apparent from
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page 2 of the application as originally filed,
pol yl acti des coul d be prepared in the absence of a
cat al yst.

Furthernore, as nmentioned in point 3.3.3 above, the
application in suit is concerned with the purification
of polylactides. It is the purpose of this purification
to renove the catal yst, together with the brown
inmpurities, as far as possible (page 2, lines 11 to 12
of the application as originally). In other words, the
aimof the purificationis a limtless renoval of the
nmetal ions with the consequence that they are not
detect abl e any nore by anal ytical neans. Exanple 1b,
for instance, reports a tin content of less than 1 ppm
whi ch neans, according to the subm ssions of the

appel  ant of 14 March 2000, point 3, "that tin was not
detectable within the limts of the analytical nmethod".

Hence, in the board's view, in the context of the
description, the wording "containing at nost” in
Claim1 should be interpreted as enbracing not only
pol yl actides conprising still inpurities within the
l[imts of Caiml, but also the possibility of netal
cation-free polylactides, nanely in the sense of not
contai ning netal cations at all (since no netal
catal yst was used during the preparation of the

pol yl actides) and in the sense of not containing
anal ytically detectabl e anobunts of netal cations (since
t he pol yl acti des have been purified to such a high
degree).
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As regards the second requirenment of the polylactide,
the colour, there is no doubt that it is possible
clearly and reliably to define this paranmeter since the
exact nethod of nmeasurenment is indicated in Claim1l.

In summary, the board is satisfied that daim1l, and in
particular with regard to the definition of the
pol yl actide, nmeets the requirenents of Article 84 EPC.

Novel ty

Dl relates to a process for purifying polyners, in
particul ar resorbabl e polyesters, where the polyner is
di ssolved in a solvent and the polynmer solution is
subsequently brought into intimte contact with a

preci pitation agent under the effect of high shear
forces in a turbulent shear field, so that the polynmer
precipitated is divided up into mnute particles. D3 to
D5 di scl ose copolyners prepared fromglycolic acid
and/or lactic acid and glycolide and/or |actide,
respectively. However, none of docunments Dl and D3 to
D5 discloses a polylactide with a structure required in
Claim1, ie an ester of a polyol containing at |east

t hree hydroxyl groups.

The only docunent which, in the board' s view, is
sufficiently close to the clainmed subject-matter to
enter into consideration as possibly being of relevance
for novelty is D2.

According to D2, there is disclosed an ester of a

pol yol, that polyol containing at |east three hydroxyl
groups and having a nol ecul ar weight of up to 20, 000,

at | east one hydroxyl group in that polyol being in the
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formof an ester with a poly- or copolylactic acid
resi due each having a nol ecul ar wei ght of at |east
5,000 (Caim1). Not only have the polylactides of D2
the structure required in Claiml, they are al so used
as a depot matrix material for a pharmaceutically
active agent (Claim 26), such as bronocriptine

(A aim27) which is a lipophilic drug. Wiilst it is
stated in D2 at page 2, line 47 that the formed pol yol
ester "may be purified and isolated in a conventional
manner" and a detailed purification procedure is given
in the exanples, in particular Exanples 1 and 6, D2 is
silent on the colour and netal ion content of the
obt ai ned products.

Hence, the only feature of the subject-matter of
Claim1l which is not literally disclosed in D2 is the
degree of purity of the polylactide, in particular the
colour and the netal cation content. Therefore, it has
to be exam ned whether the degree of purity is suitable
to establish novelty over D2.

The first question to be answered in this respect is
whet her a degree of purity of a chem cal compound is in
principle a suitable distinguishing feature over

rel evant prior art.

T 205/ 83 rejected evidence of novelty involving
properties which were not attributable to the substance
paraneters of the product itself, in that case absence
of nmonomer inpurities with an unwanted odour (see

point 3.3.1, above).
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On the other hand, the European Patent Convention
contains no such restriction with regard to novelty.
Article 54(1) EPC stipulates that an invention shall be
considered to be newif it does not formpart of the
state of the art, whereby state of the art is according
to Article 54(2) EPC held to conprise everything nmade
avai l able to the public before the date of filing of

t he European patent application. As regards the
interpretation of the words "nmade available to the
public", the boards of appeal took the view that, for

t he purposes of destroying novelty, an earlier docunent
has to contain not only a clear and unm st akabl e

di scl osure of the subject matter of the later invention,
including inplicit features (eg T 204/83 QJ EPO 1985,
310; T 450/89 of 15 Cctober 1989; T 100/00 of 7 March
2003, the latter two decisions not published in QJ EPO,
but must contain also a so-called "enabling disclosure”
(T 206/83 QJ EPO 1987, 005).

Basically it is the purpose of Article 54(1) and (2)
EPC to prevent the state of the art being patented
again, and therefore, the decisive question to be asked
in any assessnment of novelty is whether the |ater
inventor has really given the public sonething new, or,
in other words, whether there is a new el enent which
imparts novelty over the prior art. This approach
applies to all novelty situations, including selection
inventions (T 12/81 QJ EPO 1982, 296, headnote) and
cases of overlap (T 12/90 of 23 August 1990, not
published in Q) EPO. It goes w thout saying that the
ascertai nment of what has been nade avail able by a
prior art docunent has to be nmade according to the

ci rcunst ances of each individual case.
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In the board's judgenent, this approach is also
applicable to the present case where the novelty of a
pharmaceutical conposition is at issue which differs
fromconpositions of the prior art only by the degree
of purity of one of its conponents.

It appears that T 990/96 (QJ EPO 1998, 489) foll owed

t he above-nenti oned approach and exam ned the question
as to whether a feature which represented a specific
degree of chem cal purity of a | ow nolecular organic
conmpound (in particular a diastereonmeric purity)
constituted a "new elenent” in the sense of decisions

T 12/81 and T 12/90 (point 5 of the reasons). In that
case, novelty of a | ow nol ecul ar organic conpound
having a specific degree of purity was denied since, in
a situation where conventional nethods of purification
of | ow nol ecul ar organi c reaction products are within

t he common general know edge of those skilled in the
art, a docunent disclosing a | ow nol ecul ar conpound and
its manufacture in general nakes available this
conpound to the public in the sense of Article 54 EPC
in all desired grades of purity (point 7 of the

reasons).

The inplication of this statenent, in the board s view,
is, however, that each and every purification nmethod is
presumed, provided it is "conventional" but regardless
of the extent of purification desired to be achieved,
to be automatically available to the public, and this
ina fully enabling way, so as to anbunt to an
effective novel ty-destroying disclosure (point 4.3.2,
above).
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Thus, the "new elenment” required for the establishnment

of novelty is presuned, according to the above deci sion,
not to exist, the burden of proof that an exceptional
situation, such as that "all prior attenpts to achieve

a particular degree of purity by conventi onal
purification processes had failed" Iying with the
defending party - here the appellant (point 8 of the

reasons).

Quite apart fromthe question of whether this
presunption amobunts to a reversal of the burden of
proof, and whether the specific exception exenplified
anount to an excessively stringent criterion, since it
requires the proof of a negative, both share the
quality of being tied to the concept of the
availability of purification processes or nethods which

are "conventional "

As stated in decision T 100/00 (supra) in this
connection, however, the term "conventional" can only
mean "conventional in view of the concrete techni cal

context concerned" (point 4.15(ii) of the reasons).

In view of the above considerations, therefore, the
guestion of whether the degree of purity for the

pol ylactide required in Claim1l provides a new el ement
over the prior art nmust be sought in the concrete

t echni cal context concer ned.

In Exanple 1 of D2, the crude reaction product is first
treated with nethyl ene dichloride. The conbi ned dar k-
brown solutions are then further purified with a
filtering agent, an aqueous HC -solution (to renove the
catal yst), water, magnesi um sul phate and net hanol. A



4.6.2

4.6.3

2531.D

- 16 - T 0803/ 01

further purification by nenbrane filtration is
described in Exanple 6. In the oral proceedings, the
appel l ant stated, however, that none of these
purification nmeasures would significantly |lighten the
col our of the product. As regards the nmenbrane
filtration nmentioned in Exanple 6, only the unreacted
nmononers or other |ow nol ecul ar wei ght conponents woul d
be renoved but not the coloured inpurities which had a
nol ecul ar wei ght very close to the polylactide and
woul d therefore be above the exclusion size of the
menbr ane.

Furthernore, even if the purification nethod disclosed
in D1 were applied to the so-called "star-shaped"”

pol ymers of the application in suit (ie polyol wth

t hree hydroxyl groups as a central noiety), the
required degree of purity could not be reached. This
argunent of the appellant was supported by a

decl aration of w tness, signed by M Schneider and
filed on 8 August 2003.

Thus, it is credible to the board, that the nethods of
purification described in D2 - which nust be regarded
as the relevant "conventional purification processes”
in the concrete technical context concerned - will not
succeed in providing the required degree of purity. Nor
is there, on the bal ance of probabilities, any ground
for concluding that other "conventional"™ nethods of
purification would be capable either of delivering the
requi red degree of purity. On the contrary, on the
basis of the existence of the application in suit
itself (which has as its purpose the achievenent of a
degree of purity hitherto not achieved), the

decl aration of the appellant that previously known
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purification nmethods were not effective and the

conpl ete absence from D2 of any reference to a

i ghtening of the col oured product, the board perceives
a new element in the feature of a defined |evel of
purity as set out in Claiml.

In summary, the subject-matter of Claim1 and, by the
sane token, the subject-matter of Clains 2 to 8 is
novel over D2 (Article 54 EPC).

| nventive step

Beyond all doubt, D2 is the closest state of the art

di scl osi ng pol yl acti des not only having the structure
required in the application in suit but also being used
i n pharnmaceutical conpositions. The inpurities
remaining in the polylactides can, however, give rise
to local irritation reactions of the body tissue and,
eg depending on the catalyst used, to instability of
the matrix and thus possibly to accel erated drug
conpound rel ease (page 2 of the application as
originally filed).

Thus, the objective technical problemto be solved by
the application in suit is to be seen in the provision
of a pharmaceutical conposition which overcones the

di sadvant ages of the prior art. This problemis solved
by the provision of a pharmaceutical conposition
wherei n one conponent, ie the polylactide, has a
desired degree of purity. As can be seen fromthe
exanples in the application in suit, the brown
inmpurities and the nmetal cations originating fromthe
catal yst are indeed renoved to the desired |evel.
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Therefore, the board is satisfied that the application
in suit solves the above problem

In practice, the purity of a product wll depend on the
purification process for the product concerned, so that
t he assessnent of inventive step of a product defined
internms of its purity is inseparably linked to the
purification process itself. This applies even if the
process characteristics are not features of the product
claim

In this respect, the present case bears a resenbl ance
to the situation described in T 595/90 (QJ EPO 1994,
695) where the subject-matter of the product clai mwas
only concerned with a known desideratum That deci sion
hel d that "a product which can be envi saged as such
with all characteristics determning its identity
together with its properties in use, ie an otherw se
obvious entity, nmay becone neverthel ess non-obvi ous and
claimabl e as such if there is no known way or
applicable (analogy) nethod in the art to nmake it and
the clained nethods for its preparation are therefore
the first to achieve this in an inventive manner”

(point 5, last paragraph, of the reasons).

Therefore, in analogy to T 595/90, the decisive
qguestion in the present case is whether the polylactide
in the clainmed degree of purity was achi evable at the
priority date of the application in suit or whether

t here was an obvious way leading to it.
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However, as explained in point 4.6, above, the higher
degree of purity could not in fact be reached by either
the purification processes disclosed in D2 or the
process of D1, if applied in analogy to polylactides
having the required structure. This finding is al so
consistent wwth the fact that the parent application
which is directed to a purification nethod |eading to
the polylactides of present Claim1l resulted in the
grant of a European patent.

In summary, the subject-matter of Claim1 and, by the
sane token, the subject-matter of Clains 2 to 8, is not
derivable in an obvious manner fromthe prior art and

t hus i nvolves an inventive step (Article 56 EPC)
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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 grant a patent on the basis of Clains 1 to 8
filed as the sole request at the oral proceedings and
after any necessary consequential anmendnment of the
descri ption.

The Regi strar: The Chai r man:

E. Gorgnmuaier R Young
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