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Summary of Facts and Subm ssi ons

3374.D

Eur opean patent application no. 84 301 763.3 was filed
on 15 March 1984 claimng priority fromJP 44447/ 83 of

18 March 1983. The main claimread as foll ows;

"1l. a-L-aspartyl-L-phenyl al anine nethyl ester |
crystals which have two forns, type Il, and type |1

whi ch interconvert fromone to the other dependi ng upon
the equilibriumnoisture content of the crystals,
wherein type Il, exhibits X-ray diffraction peaks at
angles of diffraction of at |east 20.6° 21.2° 5.0° and
11.1°, and type |1, exhibits X-ray diffraction peaks at
angles of diffraction of at |east 15.2° 11.1° 19.6°,
4.5°, both as nmeasured by X-ray diffractonetry using

CuKa radi ation."

Eur opean patent no. 0 119 837 was granted on the basis
of seven clains of which claim1 read as foll ows;

"1l. a-L-aspartyl-L-phenyl al anine nethyl ester |
crystals which have two forns, type Il, and type Il

whi ch interconvert fromone to the other dependi ng upon
the equilibriumnoisture content of the crystals,
wherein type Il, exhibits X-ray diffraction peaks at
angles of diffraction of at |east 20.6° 21.2° 5.0° and
11.1°, and type Il , exhibits X-ray diffraction peaks at
angles of diffraction of at |east 15.2° 11.1° 19.6°,
4.5°, both as nmeasured by X-ray diffractonetry using

CuKa radi ation."
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An opposition was filed against the patent by the other
party (Opponent) based on Article 100 EPC on the
grounds of lack of novelty and | ack of inventive step.
On 14 May 1992 the opposition division issued an
interlocutory decision within the neaning of

Article 106(3) EPC whereby the patent was mai ntai ned on
t he basis of anended clains 1 to 4 filed on 23 Decenber
1991.

Both parties | odged an appeal against this decision.

On 22 Septenber 1992 the Appellant (Patentee) filed a
mai n request and three auxiliary requests the |ast of
which related to the sane clains as were all owed by the
opposition division. The other party withdrew both its
opposition and its appeal in a letter filed on

15 January 1993.

The Board issued a provisional opinionin a

communi cation dated 27 January 1997. A letter dated
26 February 1997 was received fromthe Appellant and
oral proceedi ngs were appointed for 22 July 1997.

The foll ow ng docunents have been cited:

(1) Code of Federal Regulations 21 CRF 170.1
§ 172.804, 01-04-81

(2) Low Calories and Special D etary Foods, pages 77
to 78, ED Basant Editor, CRC Press, 1978

(3) AU A-59 258

3374.D
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(4) Equa 200 brochure, 1974, G D. Searle & Co.
(5 =1(2), pages 79 and 112

(6) Textbook of Physical Chemistry, S. d adstone
(1946)

(7) JP-A-59 95862 (English Transl ation)

The follow ng declarations were referred to in the
considerations relating to the all eged prior use by
Pierrel of the clainmed aspartane crystals;

Dr J A H Monen filed on 21 August 1991

Dr J Wtt filed on 22 Septenber 1992,

M S Franzese filed on 23 Septenber 1992,
Dr TTTjioe filed on 23 Septenber 1992.

During oral proceedi ngs which took place on 22 July
1997 the Appellant filed as a new main request clains 1
to 7 of which claim1 reads as foll ows:

"1l. a-L-aspartyl-L-phenyl al anine nethyl ester crystals
of type Il, form which formhas X-ray diffraction peaks
at angles of diffraction of at |east 20.6° 21.2° 5.0°
and 11.1° as neasured by X-ray diffractonetry using
CuKa radi ation, and an equilibrium noi sture content of
the crystals at a relative humdity of 78% of about 0.9
to 3.0%"

Claim 2 concerns crystals according to claim1l in

adm xture with crystals of type IIB. Cains 3 and 4 are
directed to tablets or granules containing crystals

3374.D Y A
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according to clainms 1 or 2. Process clains 5 to 7 are
identical with clains 2 to 4 naintained by the
opposi tion division.

Two auxiliary requests filed on 22 Septenber 1992 were
mai ntained as first and second auxiliary requests.

VI The Appellant's argunents can be summari sed as fol |l ows;

It was a requirenent of Article 87(1) EPC when cl ai m ng
a priority date that the priority docunent be the first
docunent in which the invention was disclosed. Since
docunent (7) (a Japanese patent application of

25 Novenber 1982 by the sanme applicant) concerned
granul ation of aspartane, it did not relate to the sane
invention as was being clained in the patent in suit,
thus the cited docunent was not relevant and coul d not
be used to negate the clainmed priority date.

Al t hough exanple 2 of docunment (7) did prepare type lla
(I'1") crystals as characterised by the given x-ray
diffraction diagram which was the sane as that
disclosed in the patent in suit, docunent (7) did not
relate to the sane invention because it was the
intention to prepare granul ates which were bound by
adhesive forces which increased when a transition took
place fromtype Il or Il'" to type |I' crystals (see

page 6 last 5 lines).

Whet her or not the clained subject-matter was entitled
to the priority date, it was novel and inventive having
regard to the cited prior art, including the alleged

prior use between the priority and filing dates. The

3374.D Y A
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prior use was in respect of a product which | acked any
connection with what was cl ai ned.

I X. The Appel l ant requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of (a) clains 1 to 7 submtted during the ora
proceedi ngs as nmain request, or (b) clains 1 to 8 filed
on 22 Septenber 1992 as first auxiliary request, or (c)
claims 1 to 5 filed on 22 Septenber 1992 as second

auxiliary request.

Reasons for the Decision

Main request.

1. Amendments

1.1 Article 123(2) EPC.

The subject-matter of the new i ndependent claim 1 which
is recited above in paragraph VII represents type lla
crystals being one of the crystal fornms originally
clainmed, (see claiml as filed paragraph | above) but
[imted by stating the specified equilibriumnoisture
content which was disclosed at line 6 on page 7 of the
originally filed application. This claimand clainms 2,
3 and 4 appendant to it do not therefore relate to any
subj ect-matter which extends beyond the content of the
application as fil ed.

Clainms 5 and 7 are independent clainms for which support

3374.D Y
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is found in claim7, exanple 2 and the table on page 16
of the originally filed application. The subject-matter
of claim®6, which is appendant to claimb5, corresponds

with that of the originally filed claim6 and therefore
also complies with Article 123(2) EPC

Article 123(3) EPC

Claim 1 has not been anended in such a way as to extend
the protection conferred because the amendnent nade is
by way of limtation in that the noisture content of
the crystals has now been specified. daim1l and its
appendant clainms 2, 3 and 4 therefore conply wth
Article 123(3) EPC

The anendnments made to clainms 5 and 7 do not give rise
to an extension in scope of these clains because al

the introduced tenperature and tinme details fall within
the ranges quoted in the corresponding clains as
granted and therefore Article 123(3) EPC has been

conplied with. Caim6 was not anended.

Priority (Articles 87 and 88 EPC)

According to Article 87(1) EPC, a prerequisite for
claimng priority is that the application used as a
basis therefor nmust be the "first application” for the
sane subject-matter. In accordance with Article 87(4)
EPC, the definition of "first application" extends al so
to an application which is not truly the first,
provided that at the date of its filing, the previous
truly first application has been w thdrawn, abandoned

or refused w thout havi ng becone open to public

3374.D
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i nspection and w thout having served as a basis for
claimng a right of priority.

Article 88(4) EPC sets out the principle that in
conparing the priority and subsequent applications,

al t hough the clainms are to be considered, it suffices
if the features clained in the later application are
di scl osed by the earlier application taken as a whol e.

In the present case, docunent (7), which is a | aid-open
Japanese patent application filed before the Japanese
pat ent application on which the patent in suit relies
for claimng priority, discloses the X-ray details of
type Il1'(lla) aspartane crystals in Figure 2 and their
preparation and granulation to give type |' granul es.

The Appel |l ant agreed that docunent (7) did disclose an

X-ray diffraction pattern (figure 2) of type Ila (I1")

crystals, as confirnmed by Moonen in a declaration filed
on 21 August 1991, and that this was characterising for
the crystals.

The Board considers that exanple 2 of docunent (7),

whi ch prepared and used type Ila crystals and discl osed
the x-ray diffraction diagramfigure 2, constituted a
prior disclosure of the clained subject-matter and
therefore relates to the sane invention as i s now
claimed. Accordingly, the priority application of the
patent in suit was not the first application for the
subject matter clainmed which is therefore not entitled

to the clainmed priority date.

3374.D Y



- 8 - T 0509/ 92

Clarity (Article 84 EPC)

As the crystal form and behavi our depends upon the

noi sture content, the clains needed to nmake reference
to the equilibriumnoisture content. This feature is
now part of claiml, thus no further clarity objection

ari ses.

Novelty (Article 54 EPC)

.1 Prior use

.1.1 In the witten subm ssions, the other party all eged
that the manufacture and unrestricted sale of aspartane
in 1982 by the Pierrel conpany constituted a prior use
of the clained type Ila aspartane crystals and that
subsequent anal ysis had shown that type Ila crystals
were present in the original product.

The Appel lant has argued that "only that which was
publicly avail able" before the relevant date can be
taken into account when deciding novelty, and this did
not include what may have been inherent in the

di scl osure, this being the opinion expressed in the

Enl arged Board of Appeal Decision G 02/88 (QJ EPO 1991,
93). He submts that in the present case a particular
crystal formlla of aspartane has been invented and

this has not been nmade avail able by the prior art.
.1.2 There was filed during the witten proceedi ngs a great

deal of evidence from both sides which was of a

contradi ctory nature.

3374.D Y A
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In particular for the Appellant, Dr Wtt reported that
the Pierrel process for aspartane production enployed a
three stage drying process at tenperatures of 80°C or
bel ow and that no granul ation took place. This

i ndicated a crystal structure other than that of type

I1a which was produced by drying at 90°C or above.

On the other hand, the 2nd Franzese affidavit at page 4
stated that Dr Wtt was wong in saying that the second
stage drying was at 65°C, it was conducted at 85°C for 3
to 4 hours followed by granulation in the Vian

granul ator, there was no third stage drying step.

The affidavit of Dr Moonen for the Opponent filed on

21 August 1991 referred to an X-ray diffraction

anal ysis carried out in 1990 on aspartane sanples
prepared in Cctober-Decenber of 1983 by Pierrel, and
showed that type Ila crystals were present in al
sanples. The declaration of Dr Tjioe filed on

23 Septenber 1992 stated in paragraphs 5 and 6 that the
Pierrel aspartanme sanples anal ysed by DSM cont ai ned two
crystal types, one being type Ila. The other was called
. and was said to be very stable. Tests were carried
out to show that the original manufactured sanple nust
have contained type Ila crystals because type | _was so
stable that it could not have changed during the course
of time into type Ila crystals.

In evidence filed on 16 July 1997, the Appellant stated
that two of the five original Pierrel sanples did not
contain type Ila crystals because only one of the
necessary four x-ray diffraction peaks necessary to

3374.D Y
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characterise type Ila crystals was found by Dr Monen
and therefore his evidence was m sl eadi ng. The
Appel l ant agreed with Dr Tjioe that type | crystals

ot herwi se known as type IIl were present in the
original Pierrel sanples but disagreed that type Ila
crystals were present in the manufactured product. This
| atter formof crystal was only present in the five
Pierrel sanples tested by DSMin 1990 in anounts of
from2 to 23% and hence the overwhelmng ngjority was
type IIl, furthernore the noisture content in all these
sanples was at | east 4.9% which |ay outside the range
of 0,9 to 3,0% noisture content characteristic of the
clainmed type Ila crystals.

Havi ng consi dered the above evidence, the Board is of
the opinion that there is no proof that the Pierre
Conmpany did manufacture and sell that form of aspartane
identified as type Ila crystals and the prior use

obj ection nmust fail.

Thi s concl usion has been reached for the foll ow ng

reasons:

(a) There was considerabl e divergence in the opinions
of Dr Wtt and M Franzese as to the exact nature
of the aspartane nmanufacturing process and
therefore the product may not have been what was
expected, especially as the disputed drying and
granul ati on stages were inportant in determning

crystal structure.

(b) The x-ray diffraction diagrans filed by Dr Monen

relating to five Pierrel original sanples al

3374.D Y A
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showed a strong peak at approximately 4° yet this
was not a peak said to characterise the type Ila
aspartame crystal and must therefore cast doubt on
the possibility of the products of the

manuf acturi ng process being predom nantly type Ila

crystals.

(c) The evidence of the other party showed that there
was a consi derable proportion of type Ill crystals
present in the anal ysed sanples, only sone of the
aspartame being of type Ila in Novenber of 1990.

3374.D Y
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(d) In storage tests conducted using both plastic bags
whi ch al |l oned sone access to the atnosphere and
seal ed gl ass bottles which did not, the Appellant
showed that over a period of three nonths type |1
crystals of noisture content 3,55%in plastic bags
changed to a m xture of crystal types IIl and Ila
with a noisture content of 9,1% whilst the sanme
crystals in sealed glass bottles renmai ned as type
11 and had only 4, 1% noi sture content after three
nonths. In the Board's view this denonstrates the
sensitivity of the type Il crystals during
storage and woul d explain why the x-ray
diffraction results provided by Dr Moonen may have
shown type Ila content in 1990 if the 1983 sanples
were type Il aspartame crystals. Dr Tjioe did
declare that type Ill crystals were present in the
1983 sanpl es which was comon ground for both
parties. In the event that type Ill crystals were
present, this explanation is accepted by the
Boar d.

Di scussion of the relevant prior art

Docunment (7) was filed on 25 Novenber 1982 and
publ i shed on 2 June 1984, thus it did predate the
Appel l ant's application dated 15 March 1984, but did
not prior disclose its subject-matter. Since it is a
Japanese application docunent (7) is not relevant under
Article 54(3) EPC

Docurent (1) described the heating of aspartame at 105°C

for 4 hours and no further details were given. There

3374.D
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was no recognition of any crystal formand granul ation

was not nentioned.

Docunent (2) published in 1978 discussed the stability
of aspartane having different noisture contents 4,2 to
8,0% (lla has 0,9%to 3,0% when stored at room

t enperature, 40°C and 55°C for one year. No sign of
deconposition bel ow 8, 0% noi sture was seen. This
docunent did not discuss any specific crystal forns of
aspart ane.

Docunent (3) related to sol uble conpositions dried at
100 °C or above, which contained nore bul ki ng agent than

aspartanme and no crystal fornms were descri bed.

The aspartame product known as EQUA 200 was di scl osed
in docunent (4) and the Appellant investigated its
critical relative humdity (CRH) in the noisture

equi libriumisothermdescribed in docunent (5) and
found that this was about 80% however there was no
crystal type having the same CRH val ue using types Ib
or Il crystals. The nearest to that value that it was
possi ble to achi eve was obtained by starting with type
1l crystals and neasuring the humdity after storing
for four hours. This indicated that type Ill crystals
were the starting crystals used in docunents (4) and
(5) and that conversion to type Ila did not occur
during this test which produced a very simlar noisture

equi libriumisotherm

Docunent (6) related to adsorption theory and
techni ques there being no disclosure of aspartane or

3374.D Y
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any specific formthereof.

The other party referred also to European patents
Nos. O 101 755 and O 101 756 both filed on 31 August
1982 and published on 7 March 1984, ie, before the
filing date of the patent in suit. Fromthese, Dr Tjieo
(declaration filed on 23 Septenber 1992) has repeated
sone exanples. In particular aspartane was heated at
70°C for 5 hours, however according to the patent in
suit at colum 8 line 31 type Il crystals cannot be
obtained at by heating at 70°C. These citations were
silent in respect of any particular crystal form and
have not nade avail abl e any crystal form of aspartane
at all.

In summary, the Board is of the opinion that there was
no disclosure in any of the said prior art docunents of
aspartame type lla crystals having the given X-ray
characteristics and noi sture content. For these reasons
novel ty i s acknow edged.

3374.D Y
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Inventive step (Article 56 EPC)

The cl osest prior art

The Board regards docunent (2) as the nearest prior art
because this docunment discusses the dry stability of
aspart ame.

Having regard to this prior art the objective probl em
was to find a formof aspartanme with inproved dry

storage stability.

The solution to the problem

This problemis solved by the provision of the
particul ar crystal formof aspartane known as type Ila
whi ch are shown to have excellent storage stability and
to be very stable in the presence of excipients,

ef fervesci ng agents or neutralising agents.

Assessnent of inventive step

The question to be answered is whether or not the prior
art made such a type |Ila aspartane crystal available in
an obvi ous manner.

Al the cited docunents only refer to aspartane in

general and do not give any evidence of the existence

of any particular crystal formof it.

3374.D
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In the absence of any indication in docunent (2) or in
any other of the cited docunents of a type Ila
aspartame crystal having the given noisture content and
whi ch had good dry stability, it is decided that the
prior art did not nake such a crystal obviously

avai lable to the skilled person and therefore the

subj ect-matter of the main request is considered to

i nvol ve an inventive step.

In view of the above finding it is not necessary to
consider the auxiliary requests.

For these reasons it is decided that:

The deci sion under appeal is set aside.

The case is remtted to the first instance with the
order to maintain the patent on the basis of clains 1
to 7 submtted during oral proceedings as main request
and the description to be adapted thereto.

The Regi strar: The Chair man:

D. Spigarelli L. Glligani
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