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Summary of Facts and Subm ssions

2249.D

The appeal is against the decision of the opposition

di vi sion revoki ng European patent No 0 205 555
(application No. 86 900 423.4 published as WO 86/ 03497)
whi ch had been opposed on grounds of Articles 100(a)
EPC (I ack of novelty and | ack of inventive step) and
100(b) EPC (lack of sufficient disclosure). The patent
had been granted on the basis of 26 clains for the non-
AT designated Contracting States and 31 clains for AT.
Clains 1 and 9 as granted for the designated
Contracting States except AT read as foll ows:

"1l. A purified serine protease inhibitor protein

consi sting of a single unfragnented pol ypepti de chai n,
said inhibitor being capable of inhibiting the protease
activity of at |east one serine protease and being in
excess of 40% honol ogous to a native serine protease

i nhibitor isolated fromparotid secretions.

9. A purified serine protease inhibitor consisting of
a single unfragnented pol ypepti de chain, said serine
protease inhibitor inhibiting the protease activity of
at | east one serine protease and conprising the am no
aci d sequence:

R,- @ y-Lys- Ser - Phe-Lys- Al a-d y-Val - Cys- Pro-
Pro-Lys-Lys-Ser-Al a-d n-Cys-Leu- R,- Tyr-Lys-
Lys- Pro- G u- Cys-d n- Ser - Asp- Tr p- @ n- Cys- Pr o-
A y-Lys-Lys- Arg- Cys- Cys-Pro- Asp- Thr-Cys-Ad y-
Il e-Lys-Cys-Leu- Asp- Pro-Val - Asp- Thr - Pr o- Asn-
Pro- Thr- Arg- Arg-Lys-Pro-Qd y-Lys- Cys-Pro-Val -
Thr-Tyr-Ad y-Ad n- Cys- Rg- R;- Ry- Asn- Pr o- Pr o-

Asn- Phe- Cys-d u- R,- Asp-d y-d n- Cys- Lys- Ar g-
Asp- Leu- Lys- Cys- Cys-R;-d y- R6- Cys-Ad y- Lys-
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Ser-Cys-Val - Ser-Pro-Val -Lys-R,,

wher ei n,

R, and R, are the sane or different and are sel ected
fromthe group consisting of amno acid residues; and
R, R, R, R, R, R, and R, are the sane or different
and are selected fromthe group consisting of

net hi oni ne, valine, al ani ne, phenyl al ani ne, tyrosine,
tryptophan, lysine, glycine and arginine."

The reason given for the refusal was that the subject-
matter of claiml1 of all requests then on file | acked
novel ty. The opposition division also expressed in
points 4 and 5 of the decision under appeal a negative
provi si onal opinion about the issues of inventive step
and sufficiency of disclosure of the clained subject-
matt er.

The follow ng docunents are referred to in the present
deci si on:

(1) Fritz H in "Protein Degradation in Health and
Di sease", G ba Foundati on Synposium 75 (new
series), Excerpta Medica, Amsterdam Oxford, New
Yor k, pages 351-379 (1980);

(2) Onlsson M et al., Hoppe-Seyler's Z. Physiol.
Chem, Vol. 364, pages 1323-1328 (1983);

(3) Ohlsson K et al., Hoppe-Seyler's Z. Physiol.
Chem, Vol. 358, pages 583-589 (1977);

(4) Kueppers F., Biochim Biophys. Acta, Vol. 229,
pages 845-849 (1971);
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(5 Wallner O et al., Hoppe-Seyler's Z. Physiol.
Chem, Vol. 355, pages 709-715 (1974);

(6) Schiessler H et al., Hoppe-Seyler's Z. Physiol.
Chem Vol. 357, pages 1251-1260 (1976);

(7) Seemiller U et al., FEBS Letters, Vol. 199(1),
pages 43-48 (April 1986);

(8) Fritz H, Biol. Chem Hoppe-Seyler, Vol. 369,
Suppl ., pages 79-82 (1988).

The board issued a comruni cation pursuant to
Article 11(2) of the rules of procedure before the
Boards of Appeal expressing its provisional opinion.

Oral proceedings were held on 31 May 2001, during which
t he appellant (patentee) filed a new main request
(claims 1 to 14 for the non-AT Contracting States and
clains 1 to 17 for the Contracting State AT) in

repl acenent of any preceding claimrequest, of which
claim1 for the non-AT Contracting States read as
fol | ows:

"1l. A purified serine protease inhibitor consisting of
a single unfragnmented pol ypeptide chain, said serine
protease inhibitor inhibiting the protease activity of
at | east one serine protease and conprising the am no
aci d sequence:

Ser-d y-Lys- Ser-Phe-Lys- Al a-d y-Val - Cys- Pro-
Pro- Lys-Lys-Ser-Al a-d n-Cys-Leu- Arg- Tyr- Lys-
Lys- Pro- Q3 u- Cys-d n- Ser - Asp- Tr p- @ n- Cys- Pr o-
G y-Lys-Lys-Arg- Cys-Cys-Pro- Asp-Thr-Cys-d y-
I | e-Lys- Cys- Leu- Asp- Pro- Val - Asp- Thr - Pr o- Asn-
Pro- Thr- Arg- Arg- Lys-Pro-d y- Lys- Cys- Pro- Val -
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Thr-Tyr-d y-d n- Cys- Leu- Met - Leu- Asn- Pr o- Pr o-
Asn- Phe- Cys- G u- Met - Asp-d y-d n- Cys- Lys- Ar g-
Asp- Leu- Lys- Cys- Cys-Met-Ad y- Met - Cys-d y- Lys-
Ser-Cys-Val - Ser-Pro-Val -Lys-Ala."

Claim2 was identical with claim9 as granted. Clains 3
to 11 related to specific enbodi nents of the serine
protease inhibitor of claim2, while clains 12 to 14
covered pharmaceutical conpositions and the
first/further medical use of the serine protease
inhibitor of clains 1 to 11.

Clains 1 to 14 for AT were identical to clains 1 to 14
for the non-AT States.

Clains 15 and 16 for AT read as foll ows:

"15. A process for preparing a serine protease

i nhibitor, consisting of a single unfragnented

pol ypepti de chain, said serine protease inhibitor
inhibiting the protease activity of at |east one serine
prot ease and conprising the am no acid sequence:

R,- @ y-Lys- Ser - Phe-Lys- Al a-d y-Val - Cys- Pro-
Pro- Lys-Lys-Ser-Al a-d n-Cys-Leu-R,- Tyr-Lys-
Lys- Pro- G u- Cys-d n- Ser - Asp- Tr p- @ n- Cys- Pr o-
G y-Lys-Lys-Arg- Cys-Cys-Pro- Asp- Thr-Cys-d y-
Il e-Lys-Cys-Leu- Asp- Pro-Val - Asp- Thr - Pr o- Asn-
Pro- Thr- Arg- Arg- Lys-Pro-Qd y- Lys- Cys- Pro- Val -
Thr-Tyr-Ad y-Ad n- Cys- Rg- R;- Ry- Asn- Pr o- Pr o-

Asn- Phe- Cys- G u- R,- Asp-d y-d n- Cys- Lys- Arg-
Asp- Leu- Lys- Cys- Cys-R;-d y- R6- Cys-Ad y- Lys-
Ser-Cys-Val - Ser-Pro-Val -Lys-R,,

wher ei n,
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R, and R, are the sane or different and are sel ected
fromthe group consisting of am no acid residues; and
R, R, R, R, R, Ry and R, are the sane or different
and are selected fromthe group consisting of

net hi oni ne, valine, al ani ne, phenyl al ani ne, tyrosine,
tryptophan, lysine, glycine and arginine, conprising
t he steps of:

(a) collecting manmal i an parotid secretions;

(b) isolating the inhibitor fromthe parotid
secretions by fractionating the proteinaceous
material in the secretions;

(c) identifying the fractions which possess serine
protease inhibiting activity, and

(d) concentrating the fractions which possess serine
protease inhibiting activity.

16. A process for preparing a serine protease

i nhibitor, consisting of a single unfragnented

pol ypepti de chain, said serine protease inhibitor
inhibiting the protease activity of at |east one serine
prot ease and conprising the am no acid seqguence:

Ser-d y-Lys- Ser-Phe-Lys- Al a-d y-Val - Cys- Pro-
Pro- Lys-Lys-Ser-Al a-d n-Cys-Leu- Arg- Tyr- Lys-
Lys- Pro- Q3 u- Cys-d n- Ser - Asp- Tr p- @ n- Cys- Pr o-
G y-Lys-Lys-Arg- Cys-Cys-Pro- Asp-Thr-Cys-Qd y-
Il e-Lys- Cys- Leu- Asp- Pro- Val - Asp- Thr - Pr o- Asn-
Pro- Thr- Arg- Arg- Lys-Pro-Qd y- Lys- Cys- Pro- Val -
Thr-Tyr-d y-d n- Cys- Leu- Met - Leu- Asn- Pr o- Pr o-
Asn- Phe- Cys- G u- Met - Asp-d y-d n- Cys- Lys- Ar g-
Asp- Leu- Lys- Cys- Cys-Met-Ad y- Met - Cys-d y- Lys-
Ser-Cys-Val - Ser-Pro-Val -Lys-Al a
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conprising the steps of:

(a) collecting mamal i an parotid secretions;

(b) isolating the inhibitor fromthe parotid
secretions by fractionating the proteinaceous
material in the secretions;

(c) identifying the fractions which possess serine
protease inhibiting activity, and

(d) concentrating the fractions which possess serine
protease inhibiting activity."

Caim17 for AT was directed to a process for preparing
a pharmaceuti cal conposition.

The argunents by the appellant were essentially as
fol | ows:

Adm ssibility of the grounds of appeal under
Articles 83 and 56 EPC.

- Point 5 of the notice of opposition recited: "The
I nvention, at least so far as clainmed in clains 7
and 20 to 22, does not involve an inventive step
in view of the disclosure of docunents 1 to 6".
However, these clainms no | onger belonged to the
claimrequest as finally on file and the above
statenment was insufficiently substanti ated.

Sufficiency of disclosure (Article 83 EPQC)

- Al t hough claim 2 was very broad, the patent in
suit gave exanples of variants exhibiting specific
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conbi nations of amno acid alterations (see

page 8, lines 5-19). Though troubl esone, selecting
the variants with the desired activity did not

i nvol ve undue burden because the patent in suit

di scl osed how to test these variants.

Novel ty

Before the priority date of the patent in suit,
several publications (docunents (1) to (6))
reported attenpts to isolate and characteri ze
protease inhibitors froma variety of source
materi als. However, only m xtures of degraded
protein fragnments coul d be obtained. The technique
and source material disclosed by these docunents
afforded only a m xture of degraded fragnents

rat her than the isol ated pol ypepti de consi sting of
a single unfragnmented pol ypeptide chain as

cl ai med.

Post - publ i shed docunents (7) and (8) had to be

di sregarded for the purpose of assessing the

novel ty. Wen taken as expert opinion, they
confirmed, if anything, that the prior art protein
was al ways fragnent ed.

I nventive step

Departing from docunent (1) as closest prior art,
the problemto be solved was to identify and

i sol ate the undegraded serine protease inhibitor.
No docunent of the prior art suggested that this
task woul d have been possible, |et alone gave a
hint as to howto achieve it.
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The argunents by the respondent were essentially as
fol | ows:

Adm ssibility of the grounds of appeal under Articles
83 and 56 EPC

- The patentee wi thdrew before the opposition
division the inadmssibility objection (see
M nutes of the Oral Proceedi ngs, page 1, third
paragraph). In form 2300.1, Section VI relating to
t he grounds of opposition, the boxes correspondi ng
to Articles 56 and 83 EPC had been crossed.
Therefore these grounds of opposition were stil
val i d throughout the appeal stage.

Sufficiency of disclosure (Article 83 EPC)

- The substitution of one or nore amino acid
residues in the inhibitor to create anal ogs
t hereof was described on page 9, lines 12 and 14
of the patent in suit (page 14, lines 14 and 17 of
t he published application as filed) with reference
to two unpublished U S. patent applications. Since
these applications were not available to the
public at the filing date of the patent in suit
(al so because one application nunber was m ssing),
the production of variants was not sufficiently
di scl osed.

- It would require undue burden for the skilled
person to select, anong the great nany variants
covered by claim 2, those exhibiting the required
property of inhibiting at | east one serine
pr ot ease.
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Novel ty

- The clains at issue covered secretory | eukocyte
protei nase inhibitor (SLPI), human sem na
i nhi bitor (HUSI-I), antil eukoproteinase, the
proteinase inhibitor in human tears, cervica
mucus inhibitor (CUSI) and bronchial nucus
inhibitor (BM), which were different nanes for
the same protein termed nucus proteinase inhibitor
(MPl') in post-published docunent (8), taken as an
expert opinion. HUSI-1 and BM (docunents (1), (3)
and (6)), antil eukoproteinase (docunent (2)), CUSI
(docunents (5) and (6)) had al ready been obtai ned
in pure form

- According to page 361 of docunent (1), HUSI-I
consi sted of a single polypeptide chain of
about 100 am no acid residues. The fact that an
I ncorrect am no acid sequence m ght have been
assigned to HUSI-1 was irrelevant for the purpose
of novelty since the statenent in a claim of
intrinsic paraneters such as the correct am no
aci d sequence for an otherw se known protein did
not render it novel.

- The subject-matter of clainms 15 and 16 for the
Contracting State AT | acked novelty over
docunent (2) which disclosed all the steps (a) to
(d) stated in these clains.

I nventive step
- Docunent (1) was concerned with early attenpts to

characterize the inhibitor HUSI-I, known to be
present in human sem nal plasma. The problemto be

2249.D Y A
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solved was to further purify the inhibitor in
order to provide additional information about the
am no acid sequence. The skilled person could have
easily done this and sequenced other fragnents to
arrive at the whol e sequence, as done in Exanple 3
of the patent in suit, which was al so concer ned
with the determ nation of the am no acid sequence
of the purified inhibitor by sequencing the
fragnents thereof.

- As for the variants covered by claim2, it was
obvi ous to make alternatives to the protein of
claim 1.

VIIl. The appellant (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of the clains filed during the
oral proceedings in the two versions, one for AT and
one for the other designated Contracting States.

The respondent (opponent) requested that the appeal be

di sm ssed.

Reasons for the Decision

1. The appeal is adm ssible.

Adm ssibility of the grounds of opposition under
Articles 83 and 56 EPC

2. In the notice of opposition (cf points 5 and 6), in
addition to objection to novelty, objections were
rai sed and substantiated by the respondent under
Articles 56 and 83 EPC in respect of sone particul ar

2249.D Y A
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aspects of the invention. However, the patent as
granted was attacked as a whole and its revocati on was
requested on grounds of Article 100(a)(b) EPC. This has
|l ed to the revocation of the patent by the opposition
di vision and to the subsequent filing upon appeal of an
amended clai mrequest ainmed at restoring patentability.
The board finds that the said grounds of opposition
were sufficently substantiated in the notice of
opposition. They are thus valid throughout the
opposi ti on- appeal proceedi ngs and have to be exam ned
in respect of the anmended clains now on file within the
| egal and factual franmework of the present appeal.

Articles 123(2),(3) and 84 EPC

Clains 1 to 14 for the non-AT Contracting States are
identical with the corresponding granted clains 19, 9
to 18 and 24 to 26 in that order, while clainms 1 to 17
for the Contracting State AT are identical wth the
corresponding granted clains 19, 9 to 18, 24 to 28 and
31 in that order. The respondent does not raise any
formal objections to the clains at issue and the board
al so sees none.

Sufficiency of disclosure (Article 83 EPQ

The respondent argues that the production of variants
of the inhibitor of claim1l is not sufficiently

di scl osed because in the description (page 14, lines 14
and 17 of the published application as filed) reference
iIs made to two U. S. patent applications which were not
avail able to the public at the filing date of the
patent in suit (al so because one application nunber was
mssing). In the respondent's opinion, these cross-

ref erenced applications contai ned the necessary
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information for the skilled person to substitute by
reconbi nant DNA net hods one or nore ami no acid residues
in the inhibitor to create anal ogs thereof.

In the board' s judgenent, however, a docunent

i ncorporated by reference into the text of a European
pat ent application has rather to becone available to
the public at the |latest on the publication date of
this European patent application, in order to be taken
into account for the purpose of Article 83 EPC (see
decision T 737/ 90 of 9 Septenber 1993, points 3 and 5
of the "Reasons"). This requirenent is fulfilled by
cross-referenced "U. S. Patent Application Serial No.
678 822 filed Decenber 6, 1984" which can be easily
established to be the priority docunent of the

I nternational patent application published as

W) 86/ 03519 on 19 June 1986 that corresponds to the
Eur opean patent No. 0 205 475 (application

No. 8 5905 953.7, date of filing 4 Decenber 1985)
publ i shed on 30 Decenber 1986, ie on the sane day as
the application underlying the patent in suit.

As for the other U S. patent application, to which

i nconpl ete reference is nade, the additional question
Is whether it was retrievable w thout undue effort on
the basis of the information provided in the patent in
suit (cf the rationale of decision T 737/90, supra; see
point 5). It can easily be established on the basis of
t he whol e information given, including the correlation
with the other reference, that this is the second
priority docunent of the quoted |International patent
application, nanely the U S. Patent Application

Serial 803 471 filed on 2 Decenber 1985, of Pradip K
Bandyopadhyay et al. with title "Reconbi nant nethods
for isolating serine proteases inhibitors and DNA
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sequences useful for sane".

Therefore, it nmust be concluded that the skilled person
had access to the technical contents of both docunents
at the publication date of the application underlying
the patent in suit via the easily retrievable

WO 86/ 03519 (EP O 205 475). This provides the necessary
i nformati on enabling the substitution of one or nore
amno acid in the inhibitor to create anal ogs thereof.
In view of these findings, the board is satisfied that
the patent in suit enables the skilled person to arrive
at anal ogs of the clained serine protease inhibitor.

In the respondent's view, undue burden woul d be
required for the skilled person to select, anong the
great many variants covered by claim2, those
exhibiting the required property of inhibiting at | east
one serine protease.

In spite of the considerable anount of theoretically
possi bl e variations of the amno acid sequence, in the
board's opinion, there is still likely to be a strong
structural simlarity between all the variants covered
by the present claim2. This view is confirnmed when
consi dering the passage on page 8, lines 5 to 19 of the
patent in suit, which gives exanples of variants

exhi biting specific conbinations of am no acid
alterations. Therefore, it can be seen that all the
vari ants share a substantial nunber of am no acid

resi dues. The situation here, where the clained
products are limted to those having a certain
structural relationship to one another, and a testable
narrow y defined activity, nust be distinguished froma
situation where either the structure or the activity is
not defined in a disputed claim so that it can be said
that sonme substances which it would be desirable to
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make fall within the claim but the description gives
no gui dance as to how they can be made (cf deci sion
T 301/87 (QJ EPO 1990, 335).

In conclusion, the requirenents of Article 83 EPC are
fulfilled.

Novel ty
Docunent (1)

The respondent argues that the serine protease
inhibitor of claim1 |acks novelty over docunent (1),
di scl osing a preparation called HUSI-1 made from hunman
sem nal plasma and having a strong affinity for

granul ocytic el astase and cat hepsin G

In the board's view, however, the HUSI-I preparation

di scl osed by docunent (1) is a heterogeneous (page 361,
line 1: "several nmultiple forns") and degraded

(page 361, line 3: "due partly to proteolytic
degradation") preparation. This finding is confirned by
post - publ i shed docunent (8) taken as an expert opinion,
wherein it is stated on page 80, right-hand col um t hat
"Proteolytic nodification of MPI [another name for

HUSI -1] occurred extensively by sem nal plasm
proteases". In fact, docunent (1) gives the amno acid
sequence of two HUSI -1 degradation products

predom nating in the m xture. Therefore, it nust be
concl uded that the source material and the preparation
nmet hod di scl osed by docunent (1) do not enable the
skilled person to arrive at an isol ated undegraded

i nhibitor according to claim1l at issue.

Docunent (2)
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In the respondent's view, docunent (2) is also novelty-
destroying for claim1l at issue because it discloses an
anti | eukoproteinase fromsaliva or parotid secretion
which is identical to HUSI-I.

However, the board observes that the preparation of
docunment (2) is highly inmpure since it conprises
"several distinct protein bands" once subjected to
agar ose gel electrophoresis (see page 1326, bottom of

| eft-hand columm). The concentration of the inhibitors
in this inpure preparation is also too | ow to appear as
di stinct protein bands (see passage bridging | eft-hand
and right-hand colunm on page 1326 and Fi gure 3b).
There is therefore neither a teaching in this docunent
as to howto arrive at the purified and undegraded
protein of claim1 at issue, nor any unanbi guous

evi dence that antil eukoproteinase is identical with
thi s undegraded serine protease inhibitor. In view of
this, the subject-matter of claim1 is novel over
docunent (2). As a further consequence, the board has
to dismss the respondent's contention that clains 15
and 16 for the Contracting State AT | ack novelty over
docunent (2), disclosing all the steps (a) to (d)
stated in these clains. As seen above, there is no

evi dence before the board that the result of applying
steps (a) to (d) to the starting material of

docunent (2) is the purified, undegraded serine
protease inhibitor of claim1 at issue.

Docunent (3)

As for the bronchial nmucus inhibitor (BM) described in
docunent (3), which the respondent al so views as
anticipating the clainmed inhibitor, the board notes
that it exhibits a NNtermnal Tyr (page 586, bottom of
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ri ght-hand columm), a 99 am no acid chain |ength (see
Tabl e on page 587), no Trp residue (ibidenm) and 12 to
14 Cys residues (page 588, left-hand colum), while the
claimed inhibitor has a NNtermnal Ser, a 107 am no
acid chain length, one Trp noiety and 16 Cys residues.
These di screpancies, especially the NNterm nal Tyr

noi ety as opposed to the Ser residue, suggest that the
protein of docunent (3) is degraded or is a different
one. It is true that the pol yacryl am de ge

el ectrophoresis (see page 585, right-hand col um,
penul ti mat e paragraph) shows only one band, however,
the respondent does not dispute that el ectrophoresis

t akes pl ace under reduci ng conditions, where the
protein fragnents are cross-linked through -S-S-

bri dges.

Docunent (4)

The inhibitor of trypsin and chynotrypsin disclosed in
this docunent has a nol ecul ar wei ght between 3,000 and
6,500 (see the Summary). It is smaller than the clained
i nhibitor of 12 kD (see patent in suit, page 4,

line 23). Therefore, it cannot affect the novelty of
the cl ained inhibitor.

Docunents (5) and (6)

These docunents have as co-author the author of
docunent (1) (Prof. H Fritz) and pre-date this
docunment by six and four years, respectively. They
relate to early characterization attenpts of HUSI-I and
cervical nucus derived inhibitor (CUSI). They do not
provi de any nore technical information than

docunent (1), according to which these inhibitors are
m xtures of fragnents.
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In conclusion, owng to the techni ques and/ or source
material of the prior art, any attenpt to isolate and
characterize the protease inhibitors yields either a
di fferent and shorter inhibitor (docunent (4)) or
merely m xtures of degraded protein fragnents
(docunents (1) to (3), (5 and (6)), rather than an

i sol ated pol ypeptide consisting of a single
unfragnent ed pol ypeptide chain as required by claim1l
in suit. The provision of this unfragnented serine
protease inhibitor is a true technical achievenent
conferring novelty on present claim1. Therefore, the
respondent's contention that claim1 nerely relates to
the provision of a correct am no acid sequence for an
ot herw se known protein, does not convince the board.
Since clains 2 to 14 for the non-AT Contracting States
and clains 1 to 17 for the Contracting State AT al
rely on the novel protein of claiml, there is no need
to consider their novelty separately fromthat of
claim 1.

I nventive step

The parties consider docunent (1) as representing the
cl osest prior art and the board agrees as well.
Docunent (1) relates to the best attenpt before the
priority date of the patent in suit to isolate and
characterize the inhibitor HUSI-I, known to be present
in human sem nal plasma and having a strong affinity
for granulocytic elastase and cathepsin G The

di scl osure of docunent (1), however, does not lead to
an isol ated serine protease inhibitor consisting of a
si ngl e unfragnment ed pol ypepti de chain as required by
claiml in suit because the "HUSI-I" disclosed therein
I s a heterogeneous and degraded preparation (see
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point 7 supra). The board is satisfied that the patent
in suit solves the problem of providing such an

I sol ated serine protease inhibitor consisting of a
singl e unfragnent ed pol ypeptide chain. It has thus to
be established whether or not the clained protein
follows in an obvious way fromthe prior art. In the
board's view, docunent (1) does not suggest that it is
possible to identify and isolate the clained "native"
i nhibitor, nmuch | ess teaches a purification process
that would yield that protein. Consequently, the
subject-matter of claim1 fulfils the requirenents of
Article 56 EPC. Since clains 2 to 14 for the non-AT
Contracting States and clains 1 to 17 for the
Contracting State AT all rely on the inventive

i nhibitor of claiml1, there is no need to consider
their inventive step separately fromthat of claim1.

The respondent argues that the skilled person could
have easily further purified HUSI-1 of docunent (1) and
sequenced other fragnents to arrive at the whole
sequence stated in claim1l at issue, as done in

Exanple 3 of the patent in suit.

In the board's view, though, it has first to be noted
that the problemto be solved by the subject-matter of
claiml is not the provision of the am no acid sequence
but of a native, undegraded serine protease inhibitor.
No prior art discloses the neasures to be taken (eg
starting material, succession of process steps) by the
skilled person for arriving at this nol ecul e.

Even if it were assuned, for the sake of reasoning,
that finding the conplete am no acid sequence of HUSI - |
was the final task ainmed at, the board observes that
the skilled person was faced with serious difficulties
in reconstructing the actual protein because, as seen



15.

O der

- 19 - T 0429/ 96

above (point 7), the preparation of docunent (1) was a
m xture of degraded nultiple inhibitory active forns.
Therefore, the skilled person had not only to sequence
the fragnents but also to find out to which HUSI-I
active formeach of the fragnents bel onged, an arduous,
i f not inpossible, task.

Adapt ati on of description

No objections are raised by the respondent to the
anmendnents to the description effected to bring it into
line with the clains, exception nmade for the wording
"purified fornms of protease inhibitors" on page 4,
lines 39 to 41 of the description, which, in the
respondent's view, inplies a false distinction vis-a-
vis the prior art also disclosing "purified forns of
protease inhibitors". As enphasi zed under point 12
above, however, this is not the case. Therefore, the
board sees no objections in this respect.

For these reasons it is decided that:

1

2249.D

The deci si on under appeal is set aside.

The case is remtted to the first instance with the
order to maintain the patent on the basis of the clains
filed during the oral proceedings in the two versions,
one for AT and one for the other designated Contracting
States, and description pages 4 to 8 as filed during
the oral proceedings and pages 3 and 9 to 14 as

gr ant ed.
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The Regi strar: The Chai r man:

U. Bul t mann L. Galligani
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