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Summary of Facts and Subm ssi ons

1793.D

The nention of the grant of European patent

No. O 245 813, in respect of European patent
application No. 87 106 784.9, filed on 11 May 1987 and
claiming IT priorities of 16 May 1986 and 3 Cct ober
1986 (I T 2046286 and I T 2190186, respectively) was
announced on 3 Novenber 1993 (Bulletin 93/44).

Notice of Opposition was filed on 3 August 1994 on the
grounds of lack of novelty and | ack of inventive step.
The opposition was supported inter alia by the

document s:

D5: Declaration by E. Coyne (copy filed with Notice of
Qpposition; original filed with a letter dated
30 Cctober 1994);

D6: Protocol of Assay of sodium heparin (copy filed
with the Notice of Opposition; no original filed);

D7: Analysis report by N els Rastrup Andersen and
Ellen Marie Tronborg (copy filed with Notice of
Qpposition; original filed with a letter dated
30 Cctober 1994);

Bang et al., "Haenorrhagic Effects of
Unfracti onated and Two Low Mol ecul ar Wi ght
Heparins, Enoxaparin and Fragmn, in Rats",
Haenostasi s, 1991, 21: 30- 36;

D9: OKelly et al., "Bleeding Tinme: Is it a Useful
Cinical Tool?", British Journal of Anaesthesi a,
1992, 68: 313-315;



1793.D

- 2 - T 0532/ 96

D10: E. Lind, "The Bl eeding Tine Does Not Predict
Surgi cal Bl eeding", The Journal of the American
Soci ety of Hematol ogy, 77, 1991: 2547-2252; and

D11: Pangrazzi et al., "Bleeding Effects Associ ated
with Heparin Contam nants”, Annals of the New York
Acadeny of Sciences 556, 468-470 (1989).

By a decision issued on 17 April 1996, the Opposition
Di vi sion revoked the patent in suit. The decision was
based on a main and an auxiliary request, the forner
corresponding to the patent as granted, and the latter
consisting of a set of two clains filed on 28 Decenber
1994. Caiml of the main request, valid for the
Contracting States AT, BE, CH DE, FR GB, IT, LI LU,
NL, SE read as foll ows:

"The use of heparins, heparin fractions or fragnents or
salts thereof having an EDTA content |ower than 0.1%
for the preparation of an anticoagul ant/antithronbotic
medi canent, said heparins, heparin fractions or
fragnments or salts thereof being further characterized
in that they show a bleeding tinme, when adm ni stered
i.v. in the rat at the dose of 0.75 ng/kg, equal or

| ower than 117s neasured in a tenplate | esion of the
rats tail, the untreated control val ues being 102 +

4 s."

Caim1l of the auxiliary request, which was valid for
all the Contracting States, differed fromthat of the
mai n request by the insertion of the phrase "obtai ned
by a process involving the use of EDTA " imediately
bef ore "having an EDTA content |ower than...".
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Caim2 in each request was an i ndependent claim
directed to a process for the preparation of heparins.

According to the decision, the subject-matter of
Caim1l of the main request |acked novelty, in view of
the decisions (/88 and G 6/88 of the Enlarged Board of
Appeal , since (a) the product to be used, (b) the
"means of realisation", and (c) the purpose of use as
clainmed were the same as a heparin having an EDTA

(et hyl enedi am ne tetraacetic acid) content |ower than
0.1% which had been marketed and sold to known

phar maceuti cal conpani es as an

anti coagul ant/antithronbotic nedi canent in January
1969, as evidenced by docunents D5, D6 and D7.

Simlar considerations applied to the correspondi ng
claimof the auxiliary request, since the inserted
process feature was an i nherent feature of any starting
heparin which the skilled person would ever consider to
free from EDTA.

Despite the finding of |ack of novelty, the decision
under appeal stated that the patent in suit had arrived
at an insight into the previously unnoticed rol e of
trace amounts of EDTA in heparins in inducing bleeding,
which, if novelty could have been acknow edged, could
be considered to be inventive.

| V. On 12 June 1996, a Notice of Appeal against the above
deci sion was received, the prescribed fee being paid on

13 June 1996.

In the Statenment of G ounds of Appeal, filed on 13 June
1996, the Appellant (Patentee) argued in substance as

1793.D N
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foll ows:

(a) The essence of the invention lay in the purposive
di scrim nation between heparins, elimnating
thereby a risk factor, so that a new use should be
seen just in the absence of this risk factor.

(b) Wiilst it was true that the therapeutic results in
the use of EDTA-free heparins in the case of the
cited prior art and in the patent in suit were the
sane, this inherency had not been appreciated by
anyone in clinical and nedical practice. Hence,
whereas before patent in suit, a patient m ght
receive, on a statistical basis, either a EDTA-
free heparin or an EDTA-contam nated hepari n,
after the patent the patient would al ways receive
an EDTA-free heparin. This was a concrete
techni cal teaching, form ng a non-obvious sol ution
to a technical problem and therefore a technical
contribution, for which it should be possible to
devise a claimdistinguishing fromthe prior art.

(c) New main and auxiliary requests had therefore been
filed with a view to avoiding overlap with the
prior art.

The Statenment of G ounds of Appeal was acconpanied by a
main and a first and a second auxiliary request, each
consi sting of a respective single claimand being valid
for all the Contracting States. The single claimof the
mai n request reads as foll ows:

"The use of heparins, heparin fractions or fragnents or
salts thereof, having an EDTA content |ower than 0.1%

1793.D N
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whenever obtained from heparins, heparin fractions or
fragnments or salts thereof containing EDTA as a foreign
contam nant for the preparation of an

anti coagul ant/antithronbotic nedi canent, said heparins,
heparin fractions or fragnents or salts thereof being
further characterized in that they show a bl eedi ng
time, when admnistered i.v. in the rat at the dose of
0.75 ng/ Kg, equal or lower than 117s neasured in a
tenplate lesion of the rates [sic] tail, the untreated
control values being 102 + 4 s."

The Respondent (Qpponent) argued, in a submssion filed
on 7 May 1997, substantially as follows:

(a) The additional characterising feature of daiml
of the main request did not provide novelty, since
there was no difference fromthe prior art heparin
cont ai ni ng no EDTA

(b) The argunent regarding the "risk factor" showed
that the situations before and after the
publication date of the patent in suit were based
solely on a statistical factor. This confirned
that the technical teaching was in each case the
sane.

(c) The wording of the first and second auxiliary
requests was in contravention of Article 123(2)
and 123(3) EPC, respectively. As regards their
content, the sanme considerations with regard to
| ack of novelty applied as with the main request.

Wth comuni cations issued on 3 March and 30 Apri
1999, respectively, the fornmer acconpanyi ng a summons
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to oral proceedings, the Board asked, inter alia, for
clarification as to which claimor clains were to be
regarded as making up the relevant main, and first and
second auxiliary requests of the Appellant.

In a letter received on 17 March 1999, the Appell ant

i nformed the EPO that he would not be attending the
oral proceedi ngs, w thout, however, providing any
information regarding the clains making up the various
requests.

In a letter received 14 June 1999, the Respondent
indicated that (i) he would speak Gernman at the ora
proceedi ngs, but (ii) an oral proceedi ngs was not
necessary, since (a) the Appellant had indicated that
he woul d not be attending the oral proceedi ngs, and (b)
no reply to the official comunication had been
received, so that (c) there was no clear text on file.
Consequently, (iii) a decision dismssing the appea
shoul d be issued directly.

After a tel ephone enquiry by the Registry of the Board,
however, it energed that the Appellant had indeed sent
a reply, but that it had not been received. A copy of
the reply, dated 13 May 1999 was then faxed to the EPO
This reply stated that the main request of the
Appellant filed wth the Statenent of G ounds of Appea
consisted only of the respective single claim

Oral proceedings were held on 13 July 1999, which were
attended by the Respondent (Opponent) but, as
previously notified, not by the Appellant. The
Respondent questi oned whether the Notice of Appeal,

whi ch had been filed in the Italian | anguage, had been
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suppl enented by a translation into the rel evant

O ficial |anguage. Furthernore, the Respondent
expressed the view that the letter of the Appellant,
dated 13 May 1999, should be interpreted as neaning
that only the single claimformng the main request was
relied upon by the Appellant, since the letter
explicitly referred to the main request but did not
nmention the auxiliary requests. For the rest, the
Respondent repeated, in essence, the argunents already
submtted in witing, enphasising finally that it would
have been standard practice, at the priority date, to
ensure the renoval, from any nedi canent prior to use,

of any foreign contam nant, such as EDTA to a

t hreshol d bel ow that characterising the heparins
claimed. In this connection, the Respondent asked for
an adj ournnent of the oral proceedings to provide tine
to allowthe filing of further evidence to this effect.

The Appellant requested, in witing, that the decision
under appeal be set aside, and the patent in suit

mai ntai ned on the basis of the claimformng the main
request, or the first or second auxiliary request,
filed with the Statenent of G ounds of Appea

(Statenent of G ounds of Appeal (page 1), the main
request consisting of the respective single claimfiled
with the Statenent of G ounds of Appeal (letter dated
13 May 1999).

The Respondent requested (i) that the appeal be

di smssed, or (ii) that the oral proceedi ngs be
adjourned and tine allowed for the filing of further
evi dence by the Respondent.
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Reasons for the Deci sion

2.1

1793.D

Adm ssibility of Appeal

A translation in English of the Notice of Appeal,
which was filed in Italian, was furnished on the sane
day (12 June 1996). No ot her objection having been
raised to the formal requirenents of admssibility,
the appeal is adm ssible.

Mai n request

Whilst it may be di sputed whether the Appellant's
letter of 13 May 1999 intended to refer to the
auxiliary requests or only to the nmain request, it
was neither disputed that the Appellant did rely on
the claimformng the main request filed with the

St atenent of Grounds of Appeal, nor that this request
consisted only of that single claim Consequently,
the nature of the main request is clear. It wll be
dealt with first.

Adm ssibility of anmendnents

The single claimof the main request differs fromthe
correspondi ng claimof the patent as granted only by
the insertion of the words "whenever obtained from
heparins, heparin fractions or fragnents or salts

t hereof containing EDTA as a foreign contam nant",
after "lower than 0.1%.." and before "for the
preparation of an anticoagul ant/antithronbotic

medi cament ".
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The basis for the amendnment is in the description of
the application as filed, page 3, lines 23 to 26,
referring to the "presence of a foreign contam nant,
in relevant anounts", in conjunction with the sane
page, fromline 29 to page 4, line 3, stating that
"sai d conponent, always present in all the industrial
preparations, also those purified to the maxi mum

obt ai nabl e grade according to the presently used

nmet hods. . .turned out to be ethyl enedi am netetraacetic
acid (EDTA)" (patent in suit, page 3, lines 45 to 47
and 49 to 51).

No objection was raised by the Respondent to this
anmendnent, whether under Article 123(2) or

Article 123(3). On the contrary, the fact that

obj ection was rai sed under this head only against the
first and second auxiliary requests (letter dated

7 May 1997, points 1.1, 1.2) but not against the main
request, is itself an indication that the main
request was regarded as conplying with Article 123
EPC. Nor is the Board aware of any such objection to
the claim Consequently, the claimneets the
requirenents of Articles 123(2) and 123(3) EPC.

Nei t her was any objection under Article 84 EPC was
rai sed agai nst the anmended claim whether as to
support or as to clarity. Nor does the Board see any
| ack of support or lack of clarity in the claim
Consequently, the requirenents of Article 84 EPC are
held to be net.

Interpretation of the claim

Wil st no objection to the clarity of the claimwas
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rai sed by the Respondent, neverthel ess the question
arose, during the oral proceedings, as to whether the
reference to a heparin species "containing EDTA as a
foreign contam nant” was properly to be construed as
a feature limting the claimor not.

Wi | st the phrase "whenever obtai ned from heparins,
heparin fractions, or fragnments or salts thereof
contai ning EDTA as a foreign contam nant” in the
claimis remniscent of the formof wording often
adopted in a "product-by-process” claim the product
inthe latter type of claimnot being regarded as
deriving its patentability by reason alone of the
process of manufacture (T 150/82, QJ EPO 1984, 309),
the claimin the present case is neverthel ess

directed to a "use", which is an activity, and not to

a "product”, which is a thing.

It was not contested that this form of claim
corresponded to that approved for a "second nedical

i ndi cation" by the Enlarged Board of Appeal in G 5/83
(QJ EPO 1985, 064). It was furthernore held in that
decision, in general ternms (point 11, first
paragraph), that an invention relating to an activity
could be clainmed either as the application or use of
a thing for a stated purpose (eg to achieve a
technical result) or as a nethod or process to

achi eve the sane result using the sane thing,
dependi ng on preference.

The significance of this general rule has been
recogni sed, by another Board, in a simlar such case,
as also applying in the field of therapy (T 958/ 94,
Q) EPO 1997, 241, Reasons, point 3.4, third
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par agraph). According to the |atter decision,

manuf acturing a nedi canent does indeed involve a
sequence of conmmon and obligatory steps, irrespective
of the formof the clains which circunscribe its
manuf acture, and whether the clains are for "the
application of a substance to obtain a nedi canent
intended for a new therapeutic use" or for a "process
to obtain a nedi canent intended for the new
application, characterised in that the substance is
used" (Reasons, point 3.4, fifth paragraph).
Consequently, a "use" claimis to be understood as
equi val ent, substantively, to a "process" claim

Appl yi ng these principles to the present case, the
"use" claimof the patent in suit is, in substance, a
claimfor a process of obtaining a heparin species

i ntended for application as an

anti coagul ant/antithronbotic, characterised in that a
heparin, heparin fraction, fragnment, etc. having an
EDTA content |ower than 0.1%is obtained from
heparins, heparin fractions, fragnents, etc.
cont ai ni ng EDTA as a foreign contam nant.

Consequently, the requirenent of starting froma
heparin material containing EDTA as a foreign
contamnant is a step in the "process" for obtaining
the medicanent. It is therefore a limting feature of
the claim By the sane token, it is also,
substantively, a limting feature of the

correspondi ng "use" claimaccording to the patent in

suit.

The argunent of the Respondent at the oral
proceedi ngs, that the enphasis in such a claimwas on
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t he provision of the nedicanent in a state capabl e of
exerting its therapeutic activity, whilst certainly
inline with the statenent in point 11 (second

par agraph) of the decision G 5/83, according to which
"in both cases the active substance of conposition
for therapy nmust be in a state capable of exerting
its therapeutic acitvity...", is neverthel ess beside
the point, since the attribution of novelty by virtue
of the therapeutic indication does not itself detract
fromthe limting effect of the remaining features of
the claim (section 2.2.3, above). This applies in
particular to the sequence of manufacturing steps

whi ch are involved in the manufacture of the

medi canent, in the present case the use of an EDTA
contam nated starting materi al

In summary, the claimis to be interpreted, contrary
to the subm ssion of the Respondent at the oral
proceedi ngs, as being limted to the use, as starting
material in obtaining the heparin nedicanent, of a
heparin starting material containing EDTA as a
forei gn contam nant.

The patent in suit; the technical problem

The patent in suit addresses the problemthat, when
heparin is used as an anticoagulant, it has, in
addition to its purely anticoagul ant properties, a
further, undesirable property, which is terned a

"bl eeding effect”, nanely that there is unwanted
haenorrhaging in the subject. The basis of the
teaching is the observation that the bl eeding effect
can be greatly reduced or elimnated, wthout
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affecting the anticoagul ant properties, by renoving
trace anmounts of EDTA which, according to the patent
in suit, are always present in commercial sanples of
heparin, even those purified to the maxi num
obt ai nabl e grade according to the conventionally used
met hods, in anobunts ranging fromO0.2 to 5% by wei ght
(page 3, lines 49 to 50).

The claimof the patent in suit proposes to solve the
haenorrhagi ng problem starting fromsuch a materi al,
by ensuring that the anount of EDTA present is |ower
than 0.1% so that the resulting heparin nmateri al
shows a bl eeding tinme, when adm nistered i.v.
(intravenously) in the rat at a dosage of 0.75 ng/Kg,
equal to or lower than 117 s nmeasured in a tenplate

| esion of the rat's tail, the untreated contro

val ues being 102 + 4 s.

It can be seen fromthe | arge nunber of exanples in
the patent in suit, that the bleeding tines,
according to the tenplate test, of rats treated with
comerci al sanpl es of sodi um heparin containing EDTA,
were nore than 100% | onger, conpared with those of
rats treated with the heparin material after renoval
by dialysis followed by |yophilisation (Exanples 1 to
10) or by precipitation (Exanples 11 to 13), of EDTA
to a level below 0.1% |Indeed, the tenpl ate bl eedi ng
times recorded are invariably between 105 s

(Exampl e 13) and 115 s (Exanple 8), which is within
the range characterising the rel evant nedi canents
according to the claim

The argunent of the Respondent, repeated at the oral
proceedi ngs, that the bleeding tinme was considered at
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the priority date not to be a reliable or effective
met hod of determ ning the bl eeding disorder, which
was supported by the evidence of docunents D8, D9,
D10 and was also dealt with in the decision under
appeal, is not convincing to the Board for the sane
reason as that given in the decision under appeal,
nanely that all these docunments were published after
the relevant filing date of the patent in suit, and
consequently, none of themformed part of the state
of the art; and furthernore, that D10 in any case
contai ned the statenment that "no other tests in

medi cal practice can clai msuch |ong-term popularity
as the bleeding time (BT)". In other words, this

evi dence does not show that the skilled person woul d
have had any doubts, at the relevant priority date,
that the bleeding tine was an effective test for the
haenor r hagi ng di sorder.

The above concl usion applies also to docunent D11,
referred to nore particularly by the Respondent at
the oral proceedings, as containing the phrase "Since
renmoval (by dialysis) of nost of the EDTA

contam nating heparin preparations was not al ways
paral l el ed by a reduction of bleeding in our nodel,
studies are in progress to investigate whether EDTA
requires "co-factors" to induce bleeding." (page 468,
last Iine). This is because D11, in common with D8 to
D10, has a publication date after the rel evant
priority date of the patent in suit, and consequently
al so does not formpart of the state of the art.

The further argunent of the Respondent at the oral
proceedi ngs, that the skilled person would, at the
relevant priority date, as a matter of " Good
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Manuf acturing Practices (GW)", necessarily have
renmoved any foreign contam nant such as EDTA down to
bel ow the rel evant | evel clainmed, is not convincing
to the Board, since it is flatly contradicted by the
statenents in the patent in suit itself, according to
whi ch sanpl es of heparin, even those purified to the
maxi mum obt ai nabl e grade according to the

cont enper aneousl y used nethods, did in fact always
contain EDTA (page 3, lines 49 to 50).

The evidence of the patent in suit is itself further
corroborated by additional evidence in the formof a
Tabl e of results of determ nation of EDTA content in
sodi um heparins, filed during the course of the

exam nation procedure (subm ssion filed on 19 July
1991, Table I). The Table shows an EDTA content in
such sodi um heparins, is always in excess of 0.1%

The argunent of the Respondent was, in contrast, not
supported by so nuch as a scrap of evidence, and thus
amounts to no nore than a pure assertion.

Even the logic of this assertion is weakened by the
closely related argunent, already submtted by the
Respondent during the opposition proceedi ngs, that

t here woul d have been an obligation to report to the
regul atory authorities on the all eged bl eeding effect
caused by EDTA. This is because such an argunent pre-
supposes a foreknow edge of the attributability of
the bl eeding effect to the presence of EDTA in the
heparin sanple. Since, however, this argunent was
equal |y supported only by such docunents as D8 to
D11, which, as stated above, were not published
before the priority date of the patent in suit, such
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f oreknow edge has not been denonstrated.
Consequently, there is no basis for assumng a
perception, by the skilled person, of any need for
such a report, or for further purification of a
hepari n sanpl e beyond that conventionally achieved
(submi ssion filed on 30 Novenber 1995, page 5).

The onus of proof in any case lies with the Qpponent
(here the Respondent). This onus has not, however,
been di scharged, for the reasons given.

The request of the Respondent for tinme to be given to
provi de further docunentary evidence in support of
the assertion was unjustifiably |ate considering that
the rel evant evidence of the patent in suit, the
first publication date of which is 19 Novenber 1987,
has been avail able for over ten years. No reason was
gi ven, however, for the delay in furnishing such

evi dence.

Furthernore, the nature of the assertion, which
contradicts the entire basis of the technical
teaching in the patent in suit, has to be seen in the
l'ight of the obligation of good faith of an Applicant
or Patentee in the presentation of his invention to
the public, as well as the fact that the Respondent
has al ready furnished a nunber of docunments (D8 to
D11) as evidence to support a closely related
argunent (section 2.3.4.3, above), none of which,
however, was in the event found apt for this purpose.
Consequently, it is, fromthe Board' s point of view,
at | east sonewhat inprobable that nore convincingly
rel evant evidence would be forthcomng if an

adj our nnent had been grant ed.



2.3.5

2.4

1793.D

- 17 - T 0532/ 96

Such an adj ournnment woul d, furthernore, vitiate one
of the nost inportant purposes of an oral

proceedi ngs, which is to enable a final decision to
be taken by the Board.

In sunmary, there was no justification for granting
such an adj ournnent, and the correspondi ng request
was consequently refused.

In the light of the above, the Board finds it
credible (a) that the problem addressed by the patent
in suit was a practical reality for the skilled
person at the priority date of the patent in suit,
and (b) that the clainmed neasures evidently provide
an effective solution thereof.

Novel ty

The finding of |ack of novelty was based on the
presentation of evidence show ng that EDTA-free
heparin products had been marketed and used as

anti coagul ants/antithronbotics before the priority
date (D5, D6 and D7). The essence of this evidence is
the declaration in D5, that heavy netals had not been
present in the relevant batch of heparin, so that the
final heparin product had been isolated w thout the
application of EDTA. Thus the freedom from EDTA was
attributable to the avoi dance, fromthe outset, of

t he use of any EDTA. This was confirned by the
Respondent in answer to a question of the Board at

t he oral proceedings.
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It is, however, a necessary feature of the use
claimed in the patent in suit, on its proper
construction, that a starting material containing
EDTA as a foreign contam nant is used (section 2.2.6,
above). Hence, the process by which the product
referred to in D5 to D8 is produced, which has been
admtted to exclude the use of EDTA, cannot be

novel ty destroying for the claimnow on file.

The argunent of the Respondent, that the heparin
nmedi canment referred to in D5 to D8 could, in
practice, be indistinguishable fromthat prepared
according to the claimof the patent in suit, thus
| eading to legal uncertainty in the policing of the
patent in suit, cannot affect the issue of the
novelty of its use in the preparation of a

medi canment, and is therefore irrel evant.

The further argunment, that the requirenent for
renmovi ng EDTA from an EDTA-containing starting
material was a trivial feature which could only
confer "formal" novelty, is not convincing, firstly
since the feature is a concrete physical requirenent
admttedly not present in the process by which the
products according to D5 were prepared, and secondly,
because the presence of the EDTA was the cause of the
undesi rabl e haenorrhaging in patients which forned
the basis of the technical problem Thus the

di stinguishing feature is both characterising for the
cl ai mred process over the state of the art and
significant in solving the technical problem
addressed. It is thus neither formal nor trivial.

Finally, the argunent, that the "non-bl eedi ng" effect
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was a nere expl anation of what happened, which could
not formthe basis of a new technical teaching, and
therefore could not confer novelty, was based on the
decision T 254/93 (QJ EPO 1998, 285). According to
the latter, the only question arising was held to lie
in the explanation of the phenonenon underlying the
treatment of patients with a preparation described in
the state of the art (Reasons for the decision,

point 4.4, last sentence). In the present case,
however, the "explanation" is not the feature
conferring novelty, but the manner of manufacture of
t he nmedi canent. Consequently, the findings of the
decision T 254/93 are not relevant to the question of
novelty in the present case.

Lack of novelty was not alleged in relation to any of
the other state of the art cited.

Consequently, the clainmed subject-matter is novel.

| nventive step

It is a helpful and therefore wel cone feature of the
deci si on under appeal, that it conprises a proper

di scussion of inventive step an concludes that a
positive finding on that issue would be appropriate,
in the case that novelty could be recognised in the
subject-matter clained in the patent in suit.

Since, for the reasons given above, novelty has been
recognised in the subject-matter clainmed, the only
remai ni ng question is whether the Board can confirm
the finding of inventive step.
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The argunent of the Respondent at the oral

proceedi ngs, that the "non-bl eeding" effect of the
heparin materials did not ambunt to a "technical
teachi ng" as set out in G 2/88, was based on the
concept that it was inherent to the use of the prior
art heparins prepared w thout the presence of EDTA
This argunment is not convincing, since the rel evant
criterion set out in G 2/88 is not whether a feature
is inherent or not, but rather whether it was nmade
available to the skilled person at the rel evant date.
The "non-bl eeding effect” has not, however, been
shown to have been nmade so avail able at the rel evant
filing date of the patent in suit.

Furthernore, the argunent that the skilled person
woul d in any case, in applying "Good Manufacturing
Practice" ensure that the |evel of EDTA in an EDTA-
contam nated sanple of a heparin for nedi canent use
was bel ow that clained, is not convincing to the
Board, since the basis for such action would be a

f oreknow edge of the role played in the "bleeding
effect” by rel evant anounts of EDTA contam nation
whi ch has not been shown to have existed at the
relevant priority date of the patent in suit
(section 2.3.4, etc., above).

As to the question of the effect nerely being an
"explanation"” in the sense of the decision T 254/93,
such an expl anation, whether or not it fornms the
basis for the recognition of novelty in an otherw se
identical system nmay well formthe basis of an
inventive insight in an otherwi se novel system In
the present case, the skilled person, faced with the
techni cal probl em of the haenorrhagi ng di sorder would
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have had no hint fromthe state of the art, that the
rel evant bl eeding tinmes could be reduced by renoving
the trace amounts of EDTA to bel ow t he rel evant
threshold of 0.1% This only becones an obvi ous step
when the skilled person has arrived at an insight
into the cause of the observed haenorrhagi ng
phenonmenon. In this connection, the Board fully
concurs with the finding, in the decision under
appeal , that this was an inventive insight (Reasons
for the Decision, point 4.1.1, |ast sentence).

In sunmary, the subject-matter of the claimof the
patent in suit involves an inventive step within the
meani ng of Article 56 EPC.

The Board has furthernore considered the description
of the patent as granted, and finds that there is a
sufficient degree of conformty between the |atter
and the claimof the main request for the

requi renents of the EPC, in particular relating to
clarity and support, to be regarded as fulfilled

wi t hout further anmendnent.

Consequently, the main request, which involves the
single claimas filed with the Statenent of G ounds
of Appeal and the description of the patent as
granted, is allowable.

It is not, therefore, necessary, for the Board
further to consider the first or second auxiliary
request of the Appellant.
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O der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the Qoposition Division with
the order to maintain the patent with the single
claimsubmtted as nmain request together with the
Statenent of G ounds of Appeal and the description as

gr ant ed.
The Regi strar: The Chai r man:
E. Gorgmaier C. Gérardin
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