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Summary of Facts and Subm ssi ons

1853.D

Thi s appeal lies against an interlocutory decision of
t he opposition division maintaining European patent

No. 433 817 ("the patent"”) in anended form under
Articles 102(3) and 106(3) EPC. The patent was granted
to the proprietor (respondent) pursuant to European
pat ent application No. 90 123 628.1, filed on

8 Decenber 1990 claimng priority of 21 Decenber 1989
from JP 334571/ 89.

Claim1l as granted for the contracting states DE, FR
@B, IT and SE read as foll ows:

"A pharmaceutical conposition for treating inflammatory
di seases, conprising (A) an effective anmount of

hyal uronic acid or its salt, and (B) an effective
amount of a nonsteroidal anti-inflammtory agent ot her
than hyaluronic acid or its salt.”

Claim1l1l as granted for the contracting state ES read:

"A process for preparing a pharmaceutical conposition
for treating inflammtory di seases conprising (A) an
effective amount of hyaluronic acid or its salt, and (B)
an effective amobunt of a nonsteroidal anti-inflammatory
agent other than hyaluronic acid or its salt, which
conprises mxing an effective anmount of hyaluronic acid
or its salt and (B) an effective anount of a

nonst eroi dal anti-inflammtory agent other than

hyal uronic acid or its salt."”
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Opposition was filed against the granted patent under

Article 100(a) EPC for lack of novelty and inventive

st ep.

The follow ng docunments were cited inter alia during

t he proceedi ngs before the opposition division and the

board of appeal:

(1)

(11)

(12)

(21)

(22)

EP-A-0 197 718

D. A Kal bhen, "The inhibitory effects of steroidal
and non-steroidal antirheumatic drugs on articul ar
cartilage in osteoarthrosis and its counteraction
by a biol ogi cal GAG peptide conplex (Rumal on®", Z.
Rheumatol . (41), 1982, 202-211

M Katsu, T. Abe, S. Shimada, "Significance and
clinical use of non-steroid anti-inflanmatory
drugs as substitutes for steroids in steroid
dependence”, N ppon Rinsho 26(1), 1968, 89-95
(english transl ation of japanese article)

CW Mllwaith, "Current concepts in equine
degenerative joint disease", J. Am Vet. Med.
Assoc. 180, 1982, 239-250

K. Sugi bayashi, M Nenoto, Y. Mrinoto, "Effect of
several penetration enhancers on the percutaneous
absorption of indonethacin in hairless rats”, Chem
Pharm Bull. 36(4), 1988, 1519-1528

The opposition division found that the clains in the

proprietor's auxiliary request before it, called in the

deci si on under appeal "anended auxiliary request”, and
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t he consequentially anended description were adm ssible
under Rules 7la and 57a EPC.

This request consisted of a set of five clainms. The
i ndependent clains 1 and 4 for the contracting states
DE, FR, GB, IT and SE were worded as foll ows:

"1. The use of (A) an effective anmount of hyal uronic
acid or its salt and (B) an effective amount of a
nonsteroi dal anti-inflammtory agent in a quantity
produci ng a synergistic effect, the anti-inflammtory
agent being a conmpound having the formula (I):

Cl

or a salt thereof, or a conmpound having fornmula (I11):

CH

| 3
{CHS}ECHCH@E—CDDH

or a salt thereof, for the preparation of a nedi cament

(]

for the treatnent of arthropathy.

4. A pharmaceutical conposition for treating

i nfl ammat ory di seases, conprising (A an effective
amount of hyaluronic acid or its salts, and (B) an
effective anount of a nonsteroidal anti-inflammatory

agent in a quantity producing a synergistic effect, the
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anti-inflammatory agent being a conpound having formul a

(r):

Cl

or a salt thereof, or a conmpound having the formnul a

(rn):

CH,

|
{{:HS}ECHGHE—@E—CDDH

or a salt thereof."

(]

The opposition division found that the anended patent
docunents conplied wwth the formal requirenments of
Articles 84 and 123(2) and (3) EPC

It considered that the clainms in the anended auxiliary
request net the requirenent of novelty since, inits
opi nion, none of the docunents cited by the opponent

di scl osed synergi stic conbinati ons conprising (A)

hyal uronic acid and (B) either the conmpound having
formula (1), diclofenac, or the conpound having
formula (11), ibuprofen, as the nonsteroidal anti-
inflammatory agent (NSAID), for use in the treatnent of
art hropat hy.
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As regards inventive step, the opposition division
considered citation (21) to represent the closest state
of the art. It concluded that the contested patent was
concerned with the problem of "inproving the

conbi nation therapy of NSAID and hyal uronic acid

di scl osed in D21". The deci sion under appeal states
that this problemwas solved "by sel ecting diclophenac
and i buprofen as the NSAID and proving a synergistic
effect of these conbinations”. The opposition division
found that "this synergistic effect could not be
deduced fromthe prior art" and thus considered the
requi renent of inventive step to be net.

| V. The appel | ant (opponent) | odged an appeal against this
deci sion on 24 Decenber 1998, paying the appeal fee and
submtting a statenment of grounds in due tine. The
respondent (patent proprietor) filed argunents
supporting its request for the appeal to be di sm ssed
inaletter of 28 Septenber 1999.

V. In its subm ssion of 19 Decenber 2003, the respondent
filed a new main request and auxiliary requests 1 to 4.
Inits reply of 5 April 2004 the appellant raised,
inter alia, the argunent that all those requests
of fended agai nst Rule 57a EPC in view of the addition
of one or nore independent clainms or the introduction
of new dependent cl ai ns.

\Y/ The board, in a comunication dated 11 June 2004,
expressed its provisional viewthat, if the clainms of
t he respondent’'s requests of 19 Decenber 2003 were
broader in scope than the clains allowed by the
opposition division in the decision under appeal, they
m ght of fend against the principle of no reformatio in

1853.D
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peius. It informed the parties that conpliance of those
requests with the requirenents of Rule 57a EPC and the
principle of no reformatio in peius would have to be

di scussed at the oral proceedings before the board
appoi nted for 22 June 2004.

In reply to the comunication of the board and in
preparation for oral proceedings, the respondent on
15 June 2004 filed a new main request and auxiliary
requests 1 to 9.

On 22 June 2004, oral proceedings took place before the
board in the presence of the representatives of both
parties.

At the oral proceedings the respondent naintained the
mai n request and auxiliary requests 1, 5, 6 and 8 of
the requests it had submtted with its letter of

15 June 2004 and filed during the proceedi ngs a new set
of clains as its auxiliary request 2. Each request

i ncluded two sets of clains, one for the contracting
states DE, FR, GB, IT and SE and one for ES. The clains
for ES were drafted in the form of process clains and
amended in accordance with the clains for the other
contracting states. In the follow ng, reference is nmade
to the clain(s) for the contracting states DE, FR G5,

| T and SE only and the everyday names dicl of enac and

i buprofen are used for the conpounds of forrmula (I) or
(1) (the chem cal fornul ae thensel ves being set out at
point 1l of this decision).

(a) The single claimof the main request reads as

foll ows:
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"A pharmaceutical conposition for treating

i nfl ammat ory di seases, conprising (A an effective
amount of hyaluronic acid or its salts, and (B) an
effective anount of a nonsteroidal anti-
inflammatory agent, the anti-inflamuatory agent
bei ng a conmpound having the fornmula (1):

di cl of enac

or a salt thereof, or a conpound havi ng
formula (11):

i bupr of en

or a salt thereof, wherein the ratio of (A) and (B)
ranges from1l :0.03 to 2 (by weight)."

The single claimof auxiliary request 1 differs

fromthat claimin that there is additionally
i nserted

"in a quantity producing a synergistic effect”
bet ween the wordi ng "nonsteroidal anti-
inflammatory agent” and ", the anti-inflammatory

agent being".

The single claimof auxiliary request 2

corresponds to the claimof the above main request,
with the sole exception that the indication of the
t herapeutic use "for treating inflammtory

di seases” has been replaced by "for treating

art hropat hy".
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(d) daim1l of auxiliary request 5 reads:

"The use of (A) an effective anmount of hyal uronic
acid or its salt and (B) an effective amount of a
nonsteroi dal anti-inflammtory agent, the anti -
i nfl ammat ory agent being a conpound havi ng the

formula (1):

di cl of enac

or a salt thereof, or a conmpound having fornmula

(rn):
i bupr of en

or a salt thereof, wherein the ratio of (A) and (B)
ranges froml1l : 0.03 to 2 (by weight), for the
preparation of a nmedi canent for the treatnent of

art hropathy."

(e) In the sanme way as the clains of the main request
and auxiliary request 1 differ, claim1l of the
auxiliary request 5 differs fromclaim1 of
auxiliary request 6 in that there is additionally

i nserted
"in a quantity producing a synergistic effect”
bet ween the wordi ng "nonsteroidal anti-

inflammatory agent” and ", the anti-inflammatory

agent being".

1853.D
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(f) daim1l of auxiliary request 8 differs fromthat

of auxiliary request 5 by the additional insertion
of a nol ecul ar weight range, and thus this claim
reads as follows (additional text in bold

letters ):

"The use of (A) an effective anount of hyal uronic
acid or its salt and (B) an effective amount of a
nonsteroi dal anti-inflammtory agent, the anti -
i nfl ammat ory agent being a conpound having the

formula (1):
di cl of enac

or a salt thereof, or a conmpound having fornmula

(rn):
i bupr of en

or a salt thereof, wherein the ratio of (A) and (B)
ranges from1l : 0.03 to 2 (by weight), and wherein

t he conponent (A) has a nol ecul ar wei ght of 4 x 10°
to 3 x 10°% for the preparation of a medicanent for

the treatnment of arthropathy.”

I X. The appell ant submtted that the anended clainms of the
auxiliary requests 1, 2, 5, 6 and 8 did not conply with
Articles 123 or 84 EPC. The claimed subject-matter was
respectively either not disclosed in the application as
filed or unclear, because the wording "synergistic
effect” was not disclosed literally in context with
"quantity" and because "arthropat hy" was not defined
clearly enough as a single disease to allow a "second
nmedi cal use format" for the clains. For that |ast

1853.D
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reason, auxiliary request 5 should not be admtted in
t he proceedi ngs.

Wth respect to Article 54 EPC, the objections of |ack
of novelty raised in the witten proceedi ngs were no

| onger mai nt ai ned.

But, in the opinion of the appellant, a synergistic
effect was not achieved over the whol e range of the
claimed ratio of hyaluronic acid to anti-inflanmatory
agent, because (except in auxiliary request 8) there
was no definition of the nol ecul ar weight of the

hyal uroni c acid and because there was no specific

di sease clainmed to be cured by the conbi ned agent.
Moreover, in view of several docunents, especially (1)
or (21), the person skilled in the art would have found
it obvious to try the subject-matter of all the
requests. For these reasons an inventive step was

I acki ng.

The respondent stated first that the sets of clains
formng its current requests nmet the requirenents of
Article 123(2) and (3) EPC as well as Article 84 EPC.

The term "quantity producing a synergistic effect” was
di sclosed with regard to the whol e contents of the
application as filed.

Use of a "second nedical use format"” in the fornul ation
of the clains of the auxiliary requests 5, 6 and 8 only
required the claimto a use for a therapeutic
application and not for a single disease.
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Second, in the respondent's view, the clainmed subject-
matter was not only new but also inventive, especially
in view of docunment (21) as the closest state of the
art, since there was no real disclosure or suggestion
contained in the state of the art referring to a
synergistic effect resulting from conbining the agents
as specified in the present sets of clains. It pointed
out that the teaching of docunments (22), (21) and (12)
woul d | ead the person skilled in the art in any
direction but that of the subject-matter clained.

Xl . The appel | ant (opponent) requested that the decision
under appeal be set aside and that the European patent
No. 0 433 817 be revoked.

X, The respondent (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of the main request or one of
the first, fifth, sixth or eighth auxiliary requests
all filed on 15 June 2004 or the second auxiliary
request filed during the oral proceedings, in their

nuneri cal order.

Reasons for the decision

1. The appeal is adm ssible.

2. Adm ssibility of the respondent’'s requests

Al t hough the respondent’'s current requests were filed
late in the appeal proceedings - partly by a faxed
letter on 15 June 2004, one week before the oral
proceedi ngs, partly by first presentation during the

1853.D
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hearing (see point VIII above) - the board considers
that they should be admtted into the proceedi ngs.

The respondent submtted that the current requests were
primarily a response to the board's observations in its
conmmuni cation of 11 June 2004 regardi ng possible
objections to the adm ssibility of all previously filed
requests in the light of the provisions of Rule 57a EPC
and the principle of "no reformatio in peius". These
assertions appear prim facie correct.

Coupled with the facts that the anmendnents effected to
the clains of all requests naintained by the respondent
in the course of the proceedi ngs before the board have
been introduced for the purpose of restricting the

scope of the clainms and that those anendnments concer ned
features which were easily understandable in thensel ves,
the board considers it justified in the present case to
exercise its discretion in favour of the respondent.

The amendnents to the clains in the respondent’'s
present requests can fairly be said to be occasi oned by
grounds for opposition specified in Article 100(a) EPC
and to constitute a bona fide attenpt on the part of

t he respondent to overcone the appellant's objections
of lack of novelty and inventive step, raised in the
opposi tion and appeal statenents. The proposed
anmendnents to the granted patent are thus al so

adm ssi bl e under the ternms of Rule 57a EPC. Moreover,

t he proposed anendnments do not contravene the principle
of "prohibition of reformatio in peius" set out in

G 9/92 and G 4/93 (QJ EPO 1995, 875) and G 1/99 (QJ EPO
2001, 381).
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Finally there is no objection to admt the auxiliary
requests 5, 6 and 8 because of applying the "second
(further) nmedical use format", as wll be reasoned
under point 3.3 of this decision.

Al'l sets of clainms maintained in the oral proceedi ngs;
Articles 123(2)/123(3), 83, 52(4) and 84 EPC

Article 123(2) and 123(3) EPC

In the board's judgnent, all the features of the clains
of the respondent’'s current requests before the board
can be found in the application for the patent as filed
(see for the claimof the current main request clains 1
and 3, page 3, lines 7 to 11; page 5, lines 14 to 15;
page 6, line 38 to page 7, line 4 and exanples 1 to 3
and for the additional features in the correspondi ng
claims 1 of the auxiliary requests page 3, line 31 and
page 8, lines 6 to 13). As concerns especially the
anti-inflamuatory agents dicl ofenac and i buprofen or
their salts, they are individually and specifically

di scl osed on pages 7, line 32; 9, line 36; 13, line 6;
15, line 6; 18, table 6; 19, line 21; 21, line 31

(dicl ofenac) and pages 4, line 31; 7, line 32; 9,

line 36 and 18, table 6 (ibuprofen).

The wording "a quantity producing a synergistic effect”
may be deduced fromthe text of the application as
filed, since all quantities of active conmpounds, ie as
given in the exanples, nust refer to the clained

achi evenent of a synergistic effect by thensel ves.
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Mor eover, the scope of the clains has not been extended
by the anmendments nmade to the clains as granted. The
change of category of the independent clains from
product clainms to use clains, ie fromclains directed

to a pharmaceutical conposition per se to clains
directed to the use of that conposition in the form
typically intended to claima second nedical indication,
represents a mgjor limtation of the scope and is not

per se contrary to Article 123 EPC.

Accordingly the clainms now under consideration neet the
requirenents of Article 123(2) and (3) EPC.

Article 83 EPC

The board is also of the opinion that the anendnents do
not give rise to any objections under Article 83 EPC
Since this has not been contested, there is no need to
consider this matter further.

Articles 52(4) and 84 EPC

The clains in the auxiliary requests 5, 6 and 8 are all
drawn up in the conventional "second (further) nedical
use format". As generally understood, the concept of
"therapy" or "therapeutic application” includes
treatment of a particular illness or disease with a
speci fied chem cal substance or conposition in a

speci fied human or ani mal subject in need of such
treatnment. The condition "arthropathies" is explained
in the patent in suit (see page 5, lines 48 to 49) to
include "a variety of arthropathies such as
osteoarthritis, rheumatoid arthritis and periarthritis".
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The feature "for the treatnent of arthropathy” used in
t he above nentioned requests to define the clained

t herapeutic application would thus be considered by
those skilled in the art as clearly specifying a
particular nethod of treatnment or a therapeutic
application within the neaning of Article 52(4) EPC. In
accordance with the principles set out in decision

G 5/83 (QJ 1985, 64; see especially reasons, end of
poi nt 21) and the substantial body of case |aw which
has been devel oped by the boards of appeal in this
respect (see eg "Case Law of the Boards of Appeal of

t he European Patent O fice", 4th edition, 2001, I. C
5.2, pp 88 to 94), the concept of "second (further)
medi cal use" can only be applied to clains to the use
of substances or conpositions for the preparation of a
medi cament intended for use in a nethod referred to in
Article 52(4) EPC. The board is therefore of the
opinion that the feature "for the treatnent of

art hropat hy" satisfies the specific requirenents for
"second (further) medical use" type clains |laid down in
t he above-nenti oned decision of the Enlarged Board of

Appeal .

Al sets of clainms maintained in the oral proceedi ngs;
Article 54 EPC

The Board is satisfied that the subject-matter of al
requests is novel, because conbi nations of (A

hyal uronic acid or its salt(s) with (B) one of the
nonst eroi dal anti-inflammatory agents dicl of enac or

i buprofen or their salts are not disclosed in the
avai |l abl e state of the art. Since during the oral
proceedi ngs novelty was no |longer in issue, no further

reasons need to be given.
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5. Article 56 EPC; problem and sol ution approach;

i nventive step

5.1 Mai n request

5.1.1 The anended patent in suit concerns a "Conbined anti -
i nfl ammat ory agent” conprising hyaluronic acid or its
salts and an anti-inflanmatory agent being dicl of enac
or ibuprofen or their salts.

Docunent (1) represents the closest state of the art.

The subject-matter of this prior art is "inits
essential aspect related to the use of hyaluronic acid
as a vehicle in association with a pharnmaceuti cal
substance to provide an inproved drug delivery systent
wherein the pharnmaceutical substance inter alia should
be used as an anti-inflammtory agent (see page 5,
lines 9 to 12; page 6, lines 8 to 13 in conbination

wi th page 5, |ast paragraph to page 6, line 1).

For "a particul ar aspect of the present invention",
namely ophthal mc use (see page 6, lines 5 to 8 of (1)),
once again the anti-inflanmatory effects of the

phar maceuti cal substance are indicated (page 6,

lines 13 to 15), and for instance steroidal anti-

i nfl ammat ory agents or nonsteroidal anti-inflammuatory
agents |ike indonethacin, oxyphenbutazone or

flurbi profen are suggested (see page 7, |ast paragraph
and page 8, lines 6 to 11). It would have been within
t he common general know edge of a skilled person that
t hese exanples of anti-inflamuatory agents are valid
not only for ophthal mc use but also for curing any

1853.D
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di seases with inflammatory conditions in general, as
i ndi cated on page 6 of (1), lines 8 to 13.

Consequent |y docunent (1) discloses a

phar maceuti cal conposition for treating inflammatory
di seases, conprising (A) an effective anmount of

hyal uronic acid or its salts, and (B) an effective
amount of a nonsteroidal anti-inflammtory agent, the
anti-inflamuatory agent being for instance

i ndonet haci n

wherein the ratio of (A) and (B) in its especially
preferred enbodi nent ranges from1l : 0.1 to 2 by weight
(see page 17, |ast paragraph to page 18, line 3).

In the light of this disclosure, the technical problem
underlying the patent in suit can only be seen in the
provi si on of another pharnmaceutical conposition

contai ning hyaluronic acid and a nonsteroidal anti -

i nfl ammat ory agent for the purpose of treating or

preventing various inflammtory diseases.

The solution to this problemis the provision of a
pharmaceutical conposition wherein indonethacin is
repl aced by dicl of enac or i buprofen.

On the basis of the tabulated test results in the
patent in suit and in the absence of any evidence to
the contrary, the board is satisfied that the problem
posed has successfully been sol ved.
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The skilled practitioner seeking a solution to the
probl em posed in the prior art was aware of the fact
that both dicl of enac and i buprofen belong to the nost
wi del y used and nost potent nonsteroidal anti-
inflammatory agents avail able in nmedicine. The
substitution of diclofenac or ibuprofen for

i ndonmethacin in the conbined anti-inflamuatory agents
disclosed in (1) therefore presented itself as a
solution to the problemunderlying the patent in suit.

Additionally, no special effect of the pharnmaceutical
conpositions of claiml1 of the main request over the
properties of pharmaceutical conpositions of the state
of the art is shown.

On the contrary, the experinents in the application as
filed showin table 2 that hyaluronic acid applied
together with indomethacin exhibits a even higher
inhibitory activity as the sane dose of hyaluronic acid
together with diclofenac sodium or ibuprofen; the
conbined activity in all cases being classified as a
"very large synergistic effect” ("inhibitory rate" of
66. 2% f or i ndonet haci n/ hyal uronic acid versus 47.6% for
i buprof en/ hyal uronic acid or 62.9% for diclofenac

sodi unf hyal uroni ¢ aci d).

Essentially the sanme holds for the results shown by
table 7. The inhibitory rate of the conbination

i ndonet haci n/ hyaluronic acid is still higher than the
rate of diclofenac/hyaluronic acid (52.0% versus 46. 3%
bot h conbi nations again being equally classified as
showing a "very great synergistic effect"”.
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Thus there is no advantage of the conbined anti -
inflammatory agent clained in the main request over the
state of the art that could serve to define a special
probl em t hat woul d have been sol ved by inventive
activity.

Accordingly, the board can only conclude that the
subj ect-matter of the claimof the main request does

not involve an inventive step.

Auxi |l iary request 1

The definition in the single claimof auxiliary
request 1, that the active conponents should be present

"in a quantity producing a synergistic effect”,

represents the single difference with respect to the
wordi ng of the main request, but it does not change its
subj ect-matter

On page 5 of the description of the patent in suit
(lines 38 and 39 of the patent specification), it is
decl ared, that "for the purpose of obtaining a good
synergistic effect, the ratio of hyaluronic acid or its
salt to the anti-inflammtory agent ranges preferably
froml : 0.03 to 2 (by wight)". This range is already
contained in the claimof the main request. Hence by
this definition alone the subject-matter of the main
request is restricted to conpositions exhibiting a
"good synergistic effect”". Adding the feature "in a
guantity producing a synergistic effect” therefore adds
not hing by way of further restriction and consequently,
with respect to the question of [ack of inventive step,
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the sane argunents apply as to the subject-matter of
t he main request.

The subject-matter of auxiliary request 1 does - for
t he sane reasons as given for the main request - not
conply with the requirenents of Article 56 EPC

Auxi |l iary request 2

Claim1l of auxiliary request 2 differs fromclaim1 of
the main request in that the clainmed conposition, which
is said in claim1l of the main request to be useful for
treating inflammtory di seases in general, is suggested
in auxiliary request 2 specifically for or use in the
treatnment of arthropathy which includes a nunber of
conventional inflammtory di seases such as, for exanple,
osteoarthritis, rheumatoid arthritis and periarthritis
(see patent, page 5, lines 48 to 49.)

Once it becane obvious fromthe cited state of the art
that the clainmed conpositions are useful in the
treatnment of inflammtory diseases, the skilled person
woul d have thought - as a first option - of using such
conbinations in the treatnent of specific fields of

i nfl ammat ory di seases, as, for exanple, conditions
associated wth arthropathy such as osteoarthritis,
rheumatoid arthritis and periarthritis. Tests for
determ ning the activity of the clained anti -

i nflammatory conpositions in the treatnent of
arthropathy and determ nation of the best treatnent
schedul e required for this would then be purely a
matter of routine experinmentation for those skilled in
the art.
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In the absence of any unexpected effects associ ated
wi th the suggested use of the clainmed conpositions in
the treatnment of arthropathies, the features of

auxi liary request 2 cannot contribute to an inventive

st ep.

Auxi liary request 5

In the light of the prior art according to citation (1),
t he probl em underlying the subject-matter clainmed in
auxiliary request 5is to find a further nedical use of
conpositions conprising (A an effective anmount of

hyal uronic acid and (B) an effective anount of a
nonsteroi dal anti-inflanmmatory agent. The problemis

sol ved by the proposed use of the conpositions
conprising hyaluronic acid and one of the nonsteroidal
anti-inflamuatory agents dicl ofenac or ibuprofen stated
inclaiml, nanely in the treatnment of arthropathy.

As has already been nentioned under point 5.3 above,
arthropathy as a specific formof an inflammatory

di sease includes a nunber of conventional inflammatory
di seases such as, for exanple, osteoarthritis,
rheumatoid arthritis and periarthritis (see patent,
page 5, lines 48 to 49). In the |light of the above-
mentioned teaching in the state of the art according to
(1), coupled with the fact that hyaluronic acid as such
has al ready explicitly been suggested for the treatnent
of arthropathies (see (1), page 10, lines 6 to 9 from
the bottom, the skilled person had, in the board' s
judgnment, every reason to expect that the clained
conpositions would be useful in the treatnent of

art hropat hi es.
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In the board's view, the cited state of the art
according to (1) contains a clear suggestion to use the
cl ai med pharnaceutical conpositions for the treatnent
of arthropathies. In the present situation, the prior
art pointed the notional skilled person in the
direction of the clained use, and it only renmained to
confirmexperinmentally by a small nunber of routine
tests that the thoroughly obvious result, nanely that
the clai ned conpositions exhibit beneficial properties
in the treatnment of arthropathy, was in fact obtained.
However, the necessity of experinentally confirmng a
reasonably expected result does not nmake the clai ned

subj ect-matter inventive.

It follows fromthe foregoing that, in the absence of
any unexpected effects associated with the use of the
claimed conpositions in the treatnment of arthropathy,
the subject-matter of claim1 of auxiliary request 5
does not involve an inventive step, contrary to the
requirenents of Article 52(1) in conjunction with
Article 56 EPC.

Auxi liary request 6

The subject-matter of auxiliary request 6 relates to a
conbi nation of the features of auxiliary request 1 and
the wording of auxiliary request 5 (second nedical use
format).

The reasons given in points 5.2 and 5.4 above are
applicable and lead to the conclusion that the subject-
matter of auxiliary request 6 also does not neet the
requirenments of Article 56 EPC.
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Auxiliary request 8

The only additional feature of the subject-matter of
auxi liary request 8 over the subject-matter of
auxiliary request 5 is the provision that the

hyal uroni c acid used for the preparation of a

medi cament has to have a nol ecul ar weight of 4 x 10° to
3 x 10°,

Fromthe teaching of (1), the nolecular weight of the
hyal uroni ¢ acid should nost preferably range
alternatively from0.5 x 10° to 1 x 10°or from5 x 10°
to 7.3 x 10° (see page 12, last line to page 13, line 2).
The latter range, being a sinple choice of one of two
possibilities, lies squarely in the range taught by
auxiliary request 8.

Thus all features of the subject-matter of claim1l of
auxiliary request 8 are obviously to be deduced from
the teaching of (1) and hence | ack an inventive step
over this prior art.

In these circunstances the argunents of the respondent
cannot hol d:

The respondent submitted that (1) would basically and
"above all" refer to "the corticosteroids" with respect
to "the anti-inflamuatory agents" (page 9, lines 8 and
9). This would prevent the person skilled in the art
from usi ng nonsteroidal anti-inflammtory agents when
appl ying the teaching of docunment (1). But this only
hol ds true for those cases where "the active conponent
(1) may take the formof a mxture to two or nore
active substances" (see page 8, |ast paragraph, lines 1
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to 2). However in the case, given with the patent in
suit, where the subject-matter is a conposition of

hyal uronic acid or its salt with one single active
conponent, nanely either diclofenac or ibuprofen,
corticosteroids are not preferred over nonsteroidal
anti-inflammtory agents in the teaching of

docunent (1). Thus this argunment of the respondent with
respect to docunent (1) cannot change the reasons and
concl usions of the board under points 5.1 to 5.6 above.

The respondent referred particularly to docunents (22),
(12) and (11). However, the board cannot arrive at any
ot her concl usi on even taking account of this docunents.

In the abstract of (22) on page 1519, lines 5to 9, it
is pointed out that sodium hyaluronate did not enhance
t he skin perneation of indonethacin. This seens to be a
hint not to use these two substances or anot her

nonst eroi dal anti-inflammatory agent and hyal uronate
together. But neither the subject-matter clained, nor
the overall teaching of (1), are restricted to such a
per cut aneous manner of adm ni stering the pharmaceuti cal
conposition or the prepared nedi canent. Thus no such
prejudice as alleged exists with respect to docunent

(1).

In (12), in the paragraph bridging pages 14 and 15,
there is the teaching that not all patients exhibit the
sanme reaction to a nedi canent, nonsteroidal anti-
inflammatory agents being the exanple. But this does
not nean that it is extrenely difficult to find an
appropriate and efficaci ous agent for any anti-

i nflammatory medi canent. It only shows that normally it
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is the doctor's choice to find the right nedicament for
hi s individual patient.

Finally the statement in (11), that steroidal as well
as nonsteroidal anti-inflamuatory agents may cause
degenerative alterations to articular cartil age (see
page 206, paragraph bridging the left and right col ums)
does not lead to the conclusion to avoid any of themin
treating arthropathy. On the contrary, the teaching of
(11) is to use such agents - and even the use of

i buprofen as now clained is nentioned there (see

page 203, table 3). The only additional condition is
that a GAG derivative (glycosam nogl ycan-peptide; see
page 207, left colum, lines 1 to 2) should be
adm ni stered sinultaneously as a "cartilage protection
t her apy"” (see page 209, "conclusion", line 8 to

page 210, line 2). Hyaluronic acid is, as the skilled
person knows, itself a gl ycosam noglycan, neaning that
(11) even gives a hint that ibuprofen could be used
together with hyaluronic acid in treatnent of
osteoarthrosis, which is a formof arthropathy.

5.8 Accordingly, the board can only conclude that the

subject-matter of all the requests does not involve an

i nventive step.
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chai r man:
A. Townend G Ranpold
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