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Summary of Facts and Subm ssi ons

1570.D

The appeal was | odged by the Applicants (Appellants)
agai nst the decision of the Examning Division to
refuse the patent application EP 97 953 188,

i nternational publication nunber WO A-98/25 642, having
the title: "Pharmaceutical formulations for sustained
drug delivery".

Claim1l1 of the main request before the Exam ning
Di vi si on read:

"A pharmaceuti cal conposition conprising a water

i nsol ubl e solid conpl ex whose formation is nedi ated at
least in part by ionic interactions of a
pharmaceutically active peptide and a carrier
macr onol ecul e, wherein the peptide in said conplex is
in excess relative to the carrier macronol ecule on a

wei ght basis."

The Exam ning Division decided that this claimlacked
novelty (Article 54 EPC) in the light of the disclosure
in docunent (3), WO A-92/11 844.

Mor eover, the Exami ning Division decided that the
claims of a first and second auxiliary request before
them | acked unity of invention contrary to the

requi renents of Article 82 EPC

In the grounds of appeal the Appellants maintained
their main request and first and second auxiliary
requests and filed an additional, third auxiliary
request.
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In a comuni cation dated 4 May 2004 the Board expressed
their prelimnary opinion about the allowability of a
nunber of clains in the above nentioned requests in the
light of the requirenents of Articles 54, 82, 84 and
123(2) EPC.

Oral proceedings were held on 24 June 2004. In these
proceedi ngs the Appellants, in answer to these
obj ections, replaced all former requests by a single

new mai n request.

The Appel lants requested that the decision under appeal
be set aside and that a patent be granted on the basis
of the new main request consisting of clainms 1 to 16
filed at the oral proceedings.

Caim1 thereof reads:

"A pharmaceuti cal conposition conprising a water

i nsol ubl e solid conpl ex whose formation is nedi ated at
| east in part by ionic interactions of an LHRH

ant agoni st and a carrier nmacronol ecul e, wherein the
LHRH antagonist in said conplex is in excess relative
to the carrier macronol ecule on a wei ght basis."

Dependent clains 2 to 12 refer to preferred enbodi ments
of the pharmaceutical conposition. Claim1l1l3 refers to a
packaged formul ati on conprising the pharnaceuti cal
conposition, and clains 14 to 16 relate to its use in

t he manufacture of a nedi canent for the treatnent of
speci fic di seases.
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The subm ssions of the Appellants, as far as they are
rel evant for the present decision, may be sunmmarised as
fol | ows:

Claims 1 to 16 of the new main request were based on
the application as originally filed (Article 123(2)
EPC), they were clear and concise and supported by the
description (Article 84 EPC)

By having restricted claim1 to a pharmaceutica
conposition conprising a conplex of an LHRH ant agoni st
and a carrier, the clains referred to one invention
only so that the requirenments of Article 82 EPC were
met. Moreover, as a conposition conprising such conpl ex
was not disclosed in the cited prior art docunents, the
subject-matter of the clainms was novel according to the
requi renents of Article 54 EPC

Besi des docunent (3), nentioned in section (I1) above,
the foll ow ng docunents are referred to in this
deci si on:

(1) WO A-94/15 587

(2) EP-A-0 467 389

(4) EP-A-0 601 799

(6) WD A-97/22 357
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Reasons for the decision

1. The appeal neets the requirenents of Articles 106 to
108 EPC and Rule 64 EPC and is thus adm ssi bl e.

Amendnents - Article 123(2) EPC

2. Claims 1 to 16 of the new main request filed at ora
proceedi ngs have a basis in the application as
originally filed as foll ows:

cl ai m no. application as originally filed

(1) clainms 22,23,29; page 2, |line 5; page 11
lines 12 to 13

(2) claim3

(3) page 3, lines 20 to 22

(4) page 11, lines 18 to 20

(5) page 12, lines 2 to 4

(6) clainms 73 to 76

(7) claim 10

(8) page 7, lines 31 to 33; page 8, lines 22 to 23

(9) clainms 14 to 18

(10) page 2, lines 4 to 7

(11) cl aim 20

(12) claims 30 and 31; page 10, lines 1 to 2;
Exanples 8 and 9

(13) claim43; page 10, lines 12 to 14

(14) clains 72 to 77,88, 89

(15) page 10, lines 1 to 2; Exanples 8 and 9

1570.D
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(16) clains 84 to 86

Thus, the clains neet the requirenents of Article 123(2) EPC.

Clarity - Article 84 EPC

3. Clainms 1 to 16 are clear, concise and supported by the
description, in accordance with the requirenents of
Article 84 EPC

Unity of invention - Article 82 EPC

4. Claims 1 to 16 refer to a pharmaceutical conposition
conprising a conplex of an LHRH antagoni st and a
carrier, to a packaged formul ati on conprising the
conposition, and to the use of the conposition in the

manuf acture of a nmedi canent.

The requirements of Article 82 EPC that a European
pat ent application shall relate to one invention only
or to a group of inventions so linked as to forma

singl e general inventive concept, are net.

Novelty - Article 54 EPC

5. Docunent (3) was considered by the Exam ning Division
to be novelty destroying for a claimreferring to a
wat er insoluble solid conplex forned by a non-specified
pharmaceutically active peptide and a carrier, wherein
the peptide is in excess relative to the carrier (see
section (Il) above and point (2) of the reasons of the

deci si on under appeal).

1570.D
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Docunent (3) does not nmention a conpl ex containing an
LHRH ant agoni st .

Prior art docunents disclosing sustained rel ease
formul ati ons wherein a physiologically active peptide
is encapsulated within a mcroparticle conprising a

pol y-1 acti de/ pol y-gl ycol i de copol ynmer are acknow edged
on page 1, lines 15 to 22 of the present application as
originally filed.

Docunent (4) discloses such sustained rel ease

m croparticles conprising an LHRH ant agoni st

encapsul ated within a bi odegradabl e pol ynmer (see
clainms 1 and 15). The peptide content of the produced
m crocapsules |lies between 10 and 11 % (w w) (see
Exanples 8 to 10).

Docunent (6), which belongs to the state of the art
under Article 54(3) EPC, al so discloses LHRH ant agoni st
cont ai ning m crocapsules (see clains 31 and 36). The
docunent also refers to LHRH antagoni sts enclosed in an
osnotic punp (claim37). No figures are given
concerning the LHRH antagoni st content of these

sust ai ned rel ease fornul ati ons.

Docunent (1) refers to ionic nolecular conjugates nade
from pol ycarboxylic acid-tipped pol yesters conjugat ed
wi th nono- or poly-basic bioactive pol ypeptides, such
as LHRH and the LHRH agoni st D Trp® LHRH (page 3,

lines 15 to 24 and Table V on page 18). The cl ai ned
conjugates contain at nost 50 percent of the bioactive
pol ypeptides (claim8). LHRH antagonists are not
mentioned in document (1).
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Docunent (2), not nentioning LHRH ant agoni sts,

di scl oses a drug delivery system conprising a

hydr ophobi ¢ bi odegr adabl e pol yner and physi ol ogi cal |y
active polypeptide, wherein the pol ypeptide/ pol yner
rati o ranges between 1:1 and 1:100 (see claim 1l and
page 7, lines 8 to 11).

Accordingly, the board decides that the subject-matter
of clainme 1 to 16 is not anticipated under Article 54
EPC by the disclosure in the prior art docunments on
file.

Remittal - Article 111(1) EPC

10.

1570.D

The Exam ning Division, confronted with different sets
of clainms, which they found not to fulfil the
requirenments of Articles 54 and 82 EPC, did not exam ne
whet her the clainmed invention involves an inventive

step according to the requirenments of Article 56 EPC.

Therefore, the Board at its discretion under
Article 111(1) EPCremts the case to the Exam ning

Division for further prosecution.
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

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

prosecuti on.

The Regi strar: The Chai rwonman:

A. Wl i nski U. Ki nkel dey
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