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Summary of Facts and Subm ssi ons

2401.D

The appeal |odged on 26 Novenber 2001 lies fromthe
deci sion of the Exam ning Division posted on 26 Cctober
2001 refusing European patent application No. 96 922
339.5 (European publication No. 836 601), which was
filed as international application published as WO A-
97/ 02261.

The deci si on under appeal was based on clains 1 to 17
according to the then pending request submitted on

6 March 2001. The Exami ning Division found that the
subj ect-matter clainmed | acked inventive step

(Article 56 EPC) in view of docunent

(5 E. Eliel et al, Stereochem stry of Organic
Conpounds, W/l ey, New York, 1994, pages 173 to 179.

The Exam ning Division held that docunent (5)
represented the closest prior art and starting point in
t he assessnent of inventive step. The problem
underlying the invention was seen in providing a
process for enhancing the optical purity of
benzi m dazol e derivatives. Since docunent (5) already
taught that chiral conpounds exhibited significantly
different solubilities for the racemate and the
correspondi ng enantiomer and that this fact fornmed the
basis of a relatively sinple enantioneric enrichnent
process, the Exam ning Division considered the choice
of the suitable solvent to be the only technical
feature needed to achieve the desired technical result.
This choi ce, however, was a matter of mere experinenta
routi ne which was within the customary practice
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foll owed by the skilled person. Thus, the subject-

matter clai ned was obvi ous.

At the oral proceedings before the Board held on

19 Cctober 2004 the Appellant (Applicant) no | onger
mai ntai ned the forner requests. He submtted a fresh
set of nine clains superseding any previous request.
| ndependent claim1 of that request read as foll ows:

"1l. A process for the optical purification of
enantiomerically enriched preparations of one of the
conpound according to fornula la

OCH,
HaC CH,

Ia

characterized in that the process conprises the steps

of

- treating an enantionerically enriched preparation of
t he conpound according to fornmula la, in favour of
either its (+)- or (-)-enantioner with an organic
sol vent sel ected from acetone, 2-butanone, ethyl
acetate, ethanol, acetonitrile or toluene from which
the racemate of said compound is selectively
preci pitated,

- filtering off the precipitated racemate, and
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- renoval of the solvent to yield the single enantioner
wi th an enhanced optical purity.”

The Appellant subm tted that docunent

(3) DE-A-40 35 455

and not docunent (5) represented the closest state of
the art since the fornmer described the conpound
according to fornula la (oneprazole) and a process for
its enantioneric purification. The present invention

ai med at providing another process for enantionerically
purifying benzi m dazol e derivatives. Docunment (5)
described a different general concept for purifying
enantionerically enriched m xtures. However, it
addressed nei ther benzi m dazol e derivatives nor any
particul ar solvent to be used in that fresh concept.
Furthernore, the teaching of docunent (5) was not
conpatible with that of docunent (3) since this would
nmean a conplete turnaround fromthe latter's disclosure.

The Appel l ant requested that the decision under appeal
be set aside and that a patent be granted on the basis
of the clainms of the sole request filed at the oral
proceedi ngs on 19 Cctober 2004.

At the end of the oral proceedings the decision of the

Board was announced.

Reasons for the Deci sion

1

2401.D

The appeal is adm ssible.
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Amrendnents (Article 123(2) EPC)

The cl ai med process has been restricted to the
purification of one single conpound, nanely oneprazole
of formula la, out of an original |ist of five
alternative conmpounds. Fresh claim1 identifies the
sol vent as being organic. This amendnent is based on
original claim5. The individual solvents listed in
claiml find support on page 6, lines 18 and 19 of the
application as filed. Dependent clains 1 to 8 are
backed up by original clainms 2 to 4 and 6 to 9. Caim9
is supported by page 7, lines 1 and 2 of the
application as filed.

Therefore, the amendnents made to the clainms do not
generate fresh subject-matter extendi ng beyond the
content of the application as filed and the Board
concludes that the requirenents of Article 123(2) EPC
are satisfied.

| nventive step

The sole issue arising fromthis appeal consists in
deci di ng whet her or not the subject-matter of the

claims involves an inventive step.

The present application is directed to a process for
the optical purification of the conpound according to
formula la, i.e. omeprazole.

Such a process already belongs to the state of the art
in that docunent (3) discloses a process for the
optical purification of the racemate of the conpound
according formula la (clainms 3 and 4). That cl assi cal
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process conprises the reaction of the racemate with a
chiral agent to forma m xture of diastereoners, to
Separate that mxture into the optically pure

di astereoners and to set free therefromthe optically
pure enantionmers of the conmpound according to fornul a
| a.

The Board considers, in agreenment with the Appell ant,
that this state of the art represents the cl osest one
since it is directed to the optical purification of
preci sely the sane conpound as claim1l. The Board
observes that in the present case, where the clained
invention lies in a process for optically purifying a
known product, i.e. the conmpound of fornula la, the
closest prior art is that docunent which describes said
conpound together with a process for the opti cal
purification thereof (see decisions T 641/89, point 3.1
of the reasons; T 20/94, point 7.2 of the reasons;
neither published in Q3 EPO . This assessnment reflects
objectively the factual situation of the person skilled
in the art at the effective date of the present
appl i cation.

For these reasons, the Board takes docunent (3) as the
starting point when assessing inventive step.

In view of this state of the art, the problem
underlying the present application as submtted by the
Appel | ant consists in providing a further process for
the optical purification of the conpound according to
formula I a.
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As the solution to this problem the present
application proposes a process as defined in claiml
which is characterised by treating an enantionerically
enriched preparation of the conpound according to
formula la, in favour of either its (+)- or (-)-
enantioner, with an organic solvent selected from
acetone, 2-butanone, ethyl acetate, ethanol,
acetonitrile or toluene fromwhich the racemate of said
conpound is selectively precipitated, by filtering off
the precipitated racemate and by renoving the sol vent.

The specification of the present application
denonstrates in exanples 1 to 6 that the clained
process yields the conpound according to fornula la in
an optically purified form This finding has never been
chal  enged in the proceedings. Thus, the Board is
satisfied that the probl emunderlying the present
application has been successfully sol ved.

Finally it remains to be decided whether or not the
proposed solution to the problemas defined in
point 3.2 above is obvious in view of the prior art
cited.

Docunent (3), i.e. the closest prior art, addresses the
classical route for purifying enantionmers, nanely via
the internmediate formati on of diastereoners easily
separated into their optical isoners. That docunent
does not give any hint to nodify this process by
separating the enantiomers as such w thout internediate
formati on of diastereoners. Thus, docunment (3), on its

own, cannot render obvious the clained invention.
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Docunent (5), on page 173, paragraph 2, addresses
solubilities and generally teaches that nost chiral
conpounds exhibited significantly different
solubilities for the racemate and the pure enantioner.
This fact formed the basis of a relatively sinple
enantionmeric enrichnment process that may be applied
when a nonracem c but enantionerically inmpure sanple
was avail able. On page 174, paragraph 1, docunment (5)
pointed to the finding that the solution properties
depended al so on the solvent to be used. On page 178,
paragraph 1, that docunent generally described that
crystallization of a m xture of |ow enantioneric purity
yi el ded a precipitate of racem c conpound and that the
enrichment took place in the nother |iquor which is the
general concept of the solution proposed by the present

i nventi on.

However, docunent (5) is silent about any chiral
conpound to be used in the described type of
purification process. Thus, it neither points to the
chiral conmpound of fornula la nor to benzi m dazol e
derivatives in general, which is the core structura

el ement of this conmpound. Furthernore, docunent (5) is
silent about any structural elenment of the solvents or
even about any individual solvent suitable in the

di scl osed purification process, although that docunent
identifies at the same tine the solvents to be an
essential feature for the success of the process. Thus,
docunent (5) does not give any guidance or incentive to
the skilled person for picking just the six individual
sol vents proposed by present claim1l1l in order to
provide a further successfully operating optical
purification process.
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Therefore, docunent (5), either taken alone or in
conbi nation wi th docunent (3), does not guide the
skilled person, aimng at a solution of the problem
underlying the invention, to the clained purification
pr ocess.

The Exam ning Division not relying on further docunents
in the decision under appeal in order to challenge

obvi ousness, the Board is, thus, satisfied that the
clainmed invention is not obvious in view of the state

of the art addressed so far in the proceedings.

For these reasons, the Board concludes that the
subject-matter of claim1, and by the sanme token, that
of dependent clainms 2 to 9 involve an inventive step
wi thin the neaning of Articles 52(1) and 56 EPC.
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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 with the
order to grant a patent on the basis of the clains of
the sole request filed at the oral proceedi ngs on
19 Cctober 2004 and a description to be adapted thereto.

The Regi strar: The Chai r man:

A. Townend A. Nuss
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