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1.

It is common practice for a person skilled in the art of
preparative organic chemstry to (further) purify a
conpound obtained in a particular chem cal manufacturing
process according to the prevailing needs and
requirenents. Since, as a rule, conventional nethods for
the purification of |ow nolecular organi c conpounds are
Wi thin his common general know edge, a docunment discl osing
a | ow nol ecul ar chem cal conpound and its manufacture
makes normal ly available this conpound to the public in
the sense of Article 54 EPC in all desired grades of
purity (no. 7 of the reasons for the decision).

If a party alleges that this general rule would not be
applicable in a particular case, then the burden of
provi ng the exi stence of such an exceptional situation,
e.g. of a situation where all prior attenpts to achieve a
particul ar degree of purity by conventional purification
processes have failed, lies wwth the party who all eges
such a situation (no. 8 of the reasons for the decision).
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Summary of Facts and Subm ssi ons

This appeal lies fromthe Exam ning D vision s decision
refusing the European patent application

No. 93 106 005.7, publication No. 0 562 643, relating
to 7-substituted-hept-6-enoic and -heptanoic acids and
derivatives thereof, for not conplying with the

requi renents of Articles 52(1), 54 and 56 EPC

. The stated grounds of refusal in the decision under
appeal were that the chem cal conpounds then clained
according to a main and two auxiliary requests and
conprising erythro-isonmers in a diastereoneric purity

of 99.5 percent were not novel in view of docunents

(1) Kau-Ming Chen et al., Tetrahedron Letters,
Vol . 28, No. 2, 1987 and

(2) Kau-Ming Chen et al., Chem stry Letters,
pages 1923 to 1926, 1987.

and were obvious for a skilled person in view of these

two citations and of docunent

(3) US-A-4 650 890,

since no surprising effect had been disclosed for them
L1l The Appellant (the applicant) submtted two new sets of

five clains each with the statenent of grounds of

appeal. In response to objections raised by the Board,

he subm tted during oral proceedings, which were held
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on 12 February 1998, a single claimreading:

"A conmpound for use as a pharmaceutical of fornula la

GH—DHf—CH-CHf—CGOH

OH oH

in racemc or enantioneric form in free acid, salt,
ester or o lactone, i.e. internal ester, form whereby
the proportion of erythro to threo isonmer is 99.5:0.5
or higher."

The Appel | ant conceded that the clainmed conpounds as
such were known fromthe literature, e.g. from
citations (1), (2), and (3), but argued that they were
not known in the clainmed state of purity, i.e.
containing only 0.5%or |less of the threo-isoner (see
point 1.2 of the statenent of grounds for appeal). He
further conceded that various nethods for purifying
conpounds bel onging to the sane class as the conpounds
(la) were disclosed in the state of the art, e.g. in
docunent (3), which also confirned that these conpounds
can be used in the treatnent of atherosclerosis, and
that essentially all this information could al so be

obt ai ned from docunent
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(4) US-A-4 739 073,

but he submtted that the available purification

nmet hods had apparently never succeeded in |owering the
amount of the threo contam nant bel ow about 1-2% (see

point 2.2 of the statenment of grounds for appeal). In

support of this subm ssion he relied on docunent

(5) US-A-5 354 772.

He concluded therefromthat the subject-matter of the
claim which was readily obtainable on an industri al

scal e, nmust be novel and inventive.

V. The Appel |l ant requested that the decision under appeal
be set aside and a patent be granted on the basis of
the claimsubmtted during oral proceedings. At the end
of the oral proceedings the chairman announced the
Board' s decision to dismss the appeal.

Reasons for the Decision

1. The appeal is adm ssible.

2. The Board is satisfied that the new claimconplies with
the requirements of Articles 84 and 123(2) EPC

3. The issue to be decided is that of the novelty of the
cl ai med subject-matter, i.e. of (E)-erythro-3, 5-
di hydroxy-7-[3"' -(4"-fl uorophenyl)-1"-(1"-nethyl et hyl) -
i ndol e-2' -yl ]-6-heptenoic acid (hereinafter this
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conmpound wi Il be designated as erythro acid), of its
o-lactone, and of the salts and the esters of this acid,
for use as a pharmaceutical (hereinafter the group of
conpounds covered by the claimof the application in
suit will be designated as erythro conpounds).

The Appel l ant having put forward that basically the
sanme information is provided in both docunents (3) and
(4), it is sufficient for the present decision to deal
with the latter. This citation discloses the
preparation of the (racemc) erythro acid nethyl ester,
i.e. of methyl (%)-(E)-erythro-3,5-dihydroxy-7-[3"-(4"-
fl uorophenyl)-1'-(1"-nmethyl ethyl)-indole-2"-yl]-6-

hept enoate wi thout specifying its purity. It also

di scl oses, as recogni sed by the Appellant, that this
conpound is useful in the treatnent of atherosclerosis
(see exanple 5, colum 43, line 65 to columm 48,

line 68, and colum 2, lines 15 to 20, and al so above
point 1V). Thus, docunent (4) discloses the nethyl
ester of the erythro acid also for use as a
pharmaceutical so that such use cannot be relied on as
a novel technical feature pursuant to saving cl ause of
Article 54(5) EPC. Therefore, the only feature of the
subject-matter of the claimof the application in suit,
which is not literally disclosed in docunent (4) is the

erythro : threo ratio of 99.5 : 0.5 or higher.

Thus, it has to be exam ned whether this feature, which
in fact represents a specific degree of chem cal purity
(in particular diastereoneric purity) constitutes a
"new el enment” in relation to this disclosure in the
sense of decisions T 0012/81 (QJ EPO 1982, 296,

0564. D Y
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point 14.2 of the reasons for the decision) and

T 0012/90 (of 23 August 1990, not published in the QJ
EPO, point 2.6 of the reasons for the decision)
imparting novelty to the clainmed subject-matter over
citation (4).

It is conmon general know edge that any chem cal
conpound obtai ned by a chem cal reaction will normally
contain inpurities for various reasons, such as side-
reactions, inconplete conversion of starting material s,
etc., and that it is not possible for thernodynam cal

reasons to obtain a conpound, which is - in the strict
sense - conpletely pure, i.e. totally free of any
i mpurity.

It is, therefore, comon practice for a person skilled
in the art of preparative organic chemstry to
(further) purify a conmpound obtained in a particul ar
chem cal manufacturing process according to the
prevailing needs and requirenents, e.g. in sanples for
anal ytical purposes. Conventional nethods for the
purification of |ow nolecular organic reaction products
such as recrystallisation, distillation,

chromat ography, etc., which nornmally can be
successfully applied in purification steps, are wthin
t he comon general know edge of those skilled in the
art. It follows that, in general, a docunent discl osing
a | ow nol ecul ar chem cal conpound and its manufacture
makes avail able this conmpound to the public in the
sense of Article 54 EPC in all grades of purity as

desired by a person skilled in the art.

The Appellant alleged that this general rule would not

0564. D Y
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be applicable in the present case. The Board accepts
that there may exi st exceptional situations, which
could justify a different conclusion. One such
exceptional situation could be - as already the

Exam ning Division pointed out (see point 4 of the
reasons of the decision under appeal) - a situation
where it was proved on the balance of probability that
all prior attenpts to achieve a particul ar degree of
purity by conventional purification processes had

fail ed. However, the burden of proving the existence of
such an extraordinary situation lies with the party

alleging its existence.

The Board is not satisfied that the Appellant has
di scharged this burden

No evidence is available that the present case rel ates
to the indicated, exceptional situation. Rather to the
contrary, it is stated in docunent (4) that the product
of each reaction disclosed, i.e. also the nmethyl ester
of the erythro acid "... may, if desired, be purified
by conventional techniques such as recrystallization

" (colum 29, lines 36 ff.). This teaching has to be
read in conbination with that of exanple 5 of this

docunent for the follow ng reason

What is decisive for establishing whether or not a
docunent discl oses novelty destroying state of the art
is the overall disclosure which a skilled person can
unanbi guously take fromthis docunent. Therefore, in

t he absence of reasons to the contrary, the technical
t eachi ng of an exanple may be conbi ned with general

techni cal teaching disclosed el sewhere in the sane
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docunent (see T 0332/87 of 23 Novenber 1990, not
published in the Q) EPO, nos. 2.2 and 2.3).

9.3 Thus, the general teaching quoted above from
docunent (4)(see point 9.1), when conbined with that of
exanple 5 of the sanme docunent, discloses to a skilled
person that the nethyl esther of the erythro acid may
be purified as desired by conventional neans. It
foll ows, that docunment (4) nmade available to the public
this conmpound in any desired purity and, thus, also in
a diastereoneric purity of at |least 99.5 percent.
Consequently, the degree of diastereoneric purity given
in the claimcannot be accepted as a new el enent
di stingui shing the clained subject-matter fromthe
state of the art as disclosed in docunent (4).

10. The Appel |l ant argued that the present case relates to
an exceptional situation such as that nentioned under
above point 8, since a purity of 99.5% or higher of the
erythro conpounds cannot be found in the state of the
art. According to him the fact that this figure (or
better this range of purity) is not disclosed in any of
the citations, i.e. (1), (2), and (4), should prove
that it was inpossible to achieve such a diastereoneric
purity of the erythro conpounds prior to the priority

date of the application in suit.

11. This argunment is not convincing. There is no evidence
on file that efforts to purify the erythro conpounds to
a desired degree of diastereoneric purity, e.g. of

99. 5% or hi gher, have ever fail ed.

11.1 Docunent (4) clearly teaches that such purification is

0564. D Y
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envi saged, see above point 9.3. In this context, it has
to be enphasised that the neaning of the term

"avail able", as used in Article 54(2) EPC, clearly goes
beyond literal description and inplies also inplicit

di scl osure of technical information, e.g. the
inevitable results, even if not explicitly disclosed,

of a process described in a prior art docunent.
Therefore, subject-matter can have becone available to
the public by such a docunent, even if not literally

di scl osed therein (see, e.g. T 0666/89, QJ EPO 1993,
495, point 6 of the Reasons for the Decision).

11.2 Docunment (1) discloses that the sodi um borohydri de
reducti on of [-hydroxyketones in the presence of
al koxydi al kyl boranes produces 1, 3-syn diols (i.e.
erythro diols) in at |east 98%di astereoneric purity
(see the summary) and that the erythro acid nethyl
ester is obtained in a diastereoneric purity of 98%
(page 152, table 1, conpound 14). No attenpts are
reported to purify the product further. This is not
surprising, since this would have indeed been contrary
to the gist of this scientific publication, which is
concerned with the stereoselectivity of this reduction
as such. Therefore, any further purification either
woul d have been neani ngl ess or woul d have given a wong
i npression of the stereoselectivity of the reaction
under consi derati on.

11.3 The sanme considerations apply to docunent (2), which is
a scientific publication concerned with the
stereosel ectivity of the sodi um borohydride reduction
of B-hydroxyketones in the presence of in particular

di et hyl nmet hoxy borane and reports a diastereoneric

0564. D Y



11.

purity of nore than 98% for the erythro acid nethyl
ester obtained (summary and page 1925, table 2,
conmpound 4). As in the case of docunent (1), it would
have been pointless to further purify the erythro acid
met hyl ester or to exam ne what degree of purity could
be achieved for this conpound by applying conventi onal
purification steps.

During oral proceedings the Appellant also relied on
docunent (5), which is not state of the art, as an
expert opinion. This docunent discloses processes for
t he manufacture of the erythro acid nethyl ester
contai ning 2-4%or a maxi mum of 2% respectively, of
t he corresponding threo i sonmer (columm 55, lines 39 to
42 and columm 56, lines 42 to 46, together with
colum 54, lines 34 and 35). Again docunent (5) does
not contain any indication that attenpts to further
purify the erythro conpounds by conventional nethods
(e.g. by fractional crystallisation as suggested in
colum 34, lines 8 to 10 of this citation) had been

T 0990/ 96

undertaken and that all efforts to this end had fail ed.
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11.5 The present application is a divisional application. On
the parent application a patent has been granted for a
particul ar met hod of obtaining the product now cl ai ned.
It is not in dispute that this nmethod is new and
inventive, but the use of a new and inventive nethod
does not nean that the product so nade is new. As
described in the present application, after naking the
product now clainmed by this new and inventive nethod,
it my be further purified by conventional
recrystallisation. There is nothing here to suggest
that the prior art product of document (4) could not
al so be purified to any desired degree of purity by

conventional recrystallisation.

11.6 No new uses are described for the high purity product
now cl ai med, conpared to uses indicated for the product
of docunent (4), nor was it argued that the threo
inmpurity had any known detrinmental effect. It was
merely argued that health authorities would prefer
substances to be as pure as possible. Wereas a new use
coul d not as such confer novelty to a known product,

t he absence of reports on a further purified product is
consistent with such highly pure product being
routinely obtainable and of no particular technical
interest nmerely because of its purity. Any interest

woul d be in obtaining it as cheaply as possi bl e.

11.7 Therefore, the Board concludes that neither the present
application nor any of the docunents (1), (2) and (5)
establish the existence of an exceptional situation
such as is nmentioned in point 8 above as all eged by the
Appel I ant. Not hi ng speaks agai nst the techni cal

t eachi ng of document (4) being as set out above under

0564. D Y
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poi nt 9. 3.

12. The Appellant further submtted that the decisions
T 0296/87, T 1048/92, and T 0595/90 woul d support his
case. The Board cannot accept this argunent and shares
on this point too the view of the Exam ning D vision.

12.1 In the decision T 0296/87 (QJ EPO 1990, 195), it was to
be established "... whether a known chem cal fornula
evidently containing a (single) asymmetrical carbon
atom destroys the novelty not only of the conmpound in
the formof its racemate, but also of its enantioners

." without nentioning the enantioners at all (point 6
of the Reasons for the Decision). It was decided that
an enantioner is characterised by its specific
configuration which is not disclosed by a docunent
describing only the racemate (point 6.1 of the Reasons
for the Decision). Thus, the particular configuration
of the enantiomer was held to be a feature
di stinguishing the latter fromthe racemate. In the
Board' s judgenent, the facts underlying decision
T 0296/87 differ fromthe present ones, where the
cl ai med conpounds for use as pharmaceuticals have
exactly the sane structural features as those of the
state of the art. The Board concl udes that, therefore,
decision T 0296/87 is not applicable to the facts of

t he present case.

12.2 For the sanme reasons, decision T 1048/ 92 of 5 Decenber
1994 is not relevant to the present case. The facts
underlying that decision are simlar to those
underlying the decision T 0296/87 in so far as an

al | egedly novelty destroying docunent did not
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unanbi guously di scl ose the particular configuration of
t he enantiomer clainmed in the respective application in
suit (see T 1048/92, not published in the QJ EPO, point
2.5 of the Reasons for the Decision).

12.3 Decision T 0595/90 (QJ EPO 1994, 695) is not relevant
either, since it deals only with the issue of inventive
step of a product which could be envisaged as such, but
for which no known nethod of manufacture existed
(point 5 of the Reasons for the Decision, loc. cit., in
particul ar pages 702 and 703). Here the issue is one of
novelty and not of inventive step and conventi onal
nmet hods to obtain the clainmed product according to the
application in suit formpart of the skilled person's

common general know edge (see above points 8 and 9.1).
13. It follows that the Appellant's request nust fail since

the clainmed invention does not conply with the

requi renents of Articles 52(1) and 54 EPC, and that,

therefore, the appeal has to be di sm ssed.

14. In this situation, it is not necessary to deal with the

i ssue of inventive step

Or der

For these reasons it is decided that:

The appeal is dism ssed.
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The Regi strar: The Chair man:

E. Gorgmaier A Nuss
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