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Summary of Facts and Subm ssi ons

0088. D

The appeal was | odged by the Patent Proprietors
(Appel I ants) agai nst the decision of the Qpposition
Di vi sion, whereby the European Patent No. 624 095 was
revoked according to Article 102(1) EPC.

The patent has been granted with clainms 1 to 11.
Clainms 1, 5 and 6 thereof read as foll ows:

"1. The use of factor XIlI for the production of a
pharmaceutical conposition for the reduction of
perioperative blood |oss in a patient undergoing
surgery.

5. Use according to any of clainms 1 to 4, wherein
factor XIll is adm nistrable at a dose of 0.1 - 1.00 ng
per kg of patient weight.

6. Use according to any of clains 1 to 4, wherein
factor XIlIl is admnistrable at a dose of 0.15 - 0.4 ny
per kg of patient weight."

The patent had been opposed by Opponents 01 and 02
(Respondents | and I1) under Article 100(a) EPC on the
grounds of lack of novelty (Article 54 EPC) and | ack of
inventive step (Article 56 EPC). Article 100(b) EPC on
t he ground of |ack of sufficient disclosure (Article 83
EPC) had been raised by Respondent | as a new ground of
opposition after expiry of the nine nonth opposition
period (Article 99(1) EPC). The Opposition Division in
application of Article 114(1) EPC decided to allow the
introduction into the proceedi ngs of this new ground.
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The Opposition Division decided that the subject-matter
of claim1l of the main request before them nanely the
clainms as granted, was anticipated by the disclosure in
docunent

(1) Gebrauchsinformation der Firma Behringwerke zu
Fi br oganmi n® HS, 1986

contrary to the requirenents of Article 54 EPC

Mor eover the Opposition Division decided that claiml1
of auxiliary requests | and Il before themdid not

i nvol ve an inventive step (Article 56 EPC) in the |ight
of the disclosure in docunents

(2) EP-B-0 268 772

(21) US-A-3 931 399.

These clainms read as fol |l ows:

Auxi | iary request |

"The use of factor Xl Il for the production of a
pharmaceutical conposition for the reduction of

peri operative blood loss in a normal patient undergoing
surgery, wherein said reduction in perioperative bl ood
loss is a reduction in blood |oss during surgery and/or
reduced post-surgical drainage, and wherein said norma
patient is one not suffering frominborn or other pre-

operative bl eeding di sorders”.
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Auxiliary request 1|

"The use of reconbinant factor XiIl a, diner for the
production of a pharnmaceutical conposition for the
reducti on of perioperative blood | oss in a norma

pati ent undergoi ng surgery, wherein said reduction in
perioperative blood | oss is reduced post-surgical

drai nage, and wherein said normal patient is one not
suffering frominborn or other pre-operative bl eeding
di sorders".

The Board expressed their prelimnary opinion in a
comuni cation dated 9 July 2004, where it was inter
alia pointed out that the introduction of experinental
data at a very l|late stage of the proceedings did not
seemto be conpatible with the principle of fair and
equal treatnment of the parties. The conmuni cati on was
annexed to sunmmons to attend oral proceedi ngs on

4 January 2005.

The Appellants filed final witten subm ssions on

3 Novenber 2004. These subm ssions included additi onal
evidence in the formof new docunents (Al) to (A7).
Docunents (Al) and (A4) were excerpts fromtextbooks.
Docurent (A2) was the curriculum of Dr.Rojkjaer,
Appel | ants' technical expert. Documents (A3) and (A5)
to (A7) disclosed experinental data.

The Board di spatched a further comunication on

23 Decenber 2004, informng the parties that it was of
the prelimnary opinion that the results of clinica
trials filed by the Appellants on 3 Novenber 2004 coul d
not be taken into account.
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Oral proceedi ngs took place on 4 January 2005 in the
absence of Respondents |I and Il, who had inforned the
Board in letters dated 21 and 23 Decenber 2004 that
they will not attend.

At the oral proceedings the Appellants filed a new,
single main request. Claim1l thereof read:

"Use of Factor Xl Il for the production of a
pharmaceutical conposition for the reduction of

peri operative blood loss in a normal patient undergoing
surgery, wherein said normal patient is one not
suffering frominborn or other pre-operative bl eeding
di sorders, and wherein the Factor Xl Il is adm nistered
at a dose of 0.15 - 1.00 ng per kg of patient weight."

Dependent clains 2 to 9 referred to preferred
enbodi nents of the use according to claiml.

The Appel lants requested that the decision under appeal
be set aside and that the patent be maintained on the

basis of claims 1 to 9 filed at the oral proceedi ngs.

The Respondents | requested that the appeal be
di sm ssed.

The Respondents Il did not file any request.
Besi des those nentioned in sections (IV) and (V) above,
the follow ng docunents are referred to in this

deci si on:

(6) Ann. Thorac. Surg., vol.51, 1991, pages 936 to 941
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(11) zbl. Chirurgie, vol.10, 1980, pages 642 to 651

(23) Thorac. Cardiovasc. Surg., vol.46, 1998, pages 263
to 267

(24) Roche Lexi kon Medizin, 4'" Ed., 1998, page 1299

The subm ssions nmade by the Appellants as far as they
are relevant to the present decision may be sumarized
as follows:

Article 83 EPC

The perioperative tinme period was the period shortly
before, during and shortly after a surgical procedure
has taken place. It was distinct fromthe unlimted
post - operative tinme period.

Docunent (23) provided evidence that normal patients,
treated with Factor Xl Il during the recovery phase of

t he perioperative period showed significantly |ower

bl ood | oss, measured in drain volunes, than patients of
a control group

Docunents (A3) and (A5) to (A7) provided evidence that
Factor Xl Il reduced blood | oss of patients during
surgery. These docunents showed sinple, not conpl ex
experinmental data and should be allowed into the
proceedi ngs despite their late filing.
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Article 54 EPC

Claim 1, containing the exact dosage to be adm nistered
to a patient, was novel over the cited prior art
docunents.

The invention was not concerned with Factor Xl
repl acenent or partial replacenent therapy, but rather
wi th the mai ntenance of supranormal (i.e. greater than
100% Factor XIll levels in patients undergoi ng

surgery.

Reduction in blood | oss and wound healing were two
different therapeutic indications, as acknow edged by
t he Opposition Division.

Article 56 EPC

Docunent (6), disclosing the reduction of intra- and
post - operative blood | oss by the proteinase inhibitor
aprotinin, was considered to represent the closest
state of the art for the assessnment of an inventive
step (Article 56 EPC). The problemto be solved by the
present invention was seen in the provision of an
alternative to aprotinin adm nistration. The clained
solution could not be derived in an obvious way from

the disclosure in the cited prior art docunents.

The subm ssions made by Respondents | as far as they
are relevant to the present decision may be sumari zed
as follows:
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Article 83 EPC

Different opinions existed in the art as to when the
perioperative period ended. It followed therefromthat
this period could not be regarded as a period with
concrete and defined limts. A precise delimtation
bet ween the perioperative and the postoperative period
was not possi bl e.

Docunent (23), disclosing the adm nistration of Factor
XI'll concentrate to patients after surgery, could

i mpossi bly support the reduction of blood | oss during
surgery. Since, in this respect, the actual effect of

Factor Xl Il was unproven, the requirenents of

Article 83 EPC were not fulfill ed.

Experimental data submtted by the Appellants two
nont hs before the date schedul ed for oral proceedings
were filed nmuch too late to be considered according to
t he general decision practice of the Boards of Appeal
of the EPO

Article 54 EPC

Even when assumi ng that the process of wound healing
was different fromreduction of perioperative bl ood
loss, it had to be borne in mnd that the reduction of
bl ood | oss during surgery made up one of the necessary
prerequi sites of wound healing.

Article 56 EPC

Nei t her of docunents (2) or (21) was restricted to the
adm ni stration of Factor Xl Il to patients suffering

0088. D
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frominborn or other pre-operative bl eeding disorders.
The solution to the problemunderlying the invention
according to claim1l1, nanely the provision of nmeans for
reduci ng perioperative blood loss in normal patients
under goi ng surgery, was obvious in the light of the

di sclosure in this prior art docunents.

The definition of an adm nistration dose in "ng per kg
of patient weight" was conpletely useless for the man
skilled in the art, unless conbined with the
information for a specific activity of the Factor Xl
preparation in units Factor Xl per dose, which were
not contained in the patent in suit. Preparations
containing only a | ow amobunt of Factor Xl Il m ght not
have fulfilled the object of claiml.

Respondents Il did not file any subm ssions.

Reasons for the Decision

Late filed docunents (Al) to (A7) - Article 114(2) EPC

0088. D

Docunents (Al) to (A7) were filed by the Appellants on
3 Novenber 2004, two nonths before the oral proceedings.

Docunent (Al) is an excerpt from a textbook
corresponding to the disclosure in docunent (1).
Docunment (A2) is the curriculumvitae of Appellants’
techni cal expert Dr.Rojkjaer. Docunent (A4) is an
excerpt froma textbook whose disclosure is considered
to belong to the general know edge of a skilled person
in the field of haemat ol ogy.
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Docunents (A3) and (A5) to (A7) disclose experinental
data al ready announced by the Appellants in a letter
dated 1 April 2003, which have been submitted in
response to an objection because | ack of evidence with
regard to the enbodi ment of the invention referring to
t he reduction of blood | oss during surgery.

The Board, having exam ned the rel evance of docunents
(Al), (A2) and (A4), has found that they are not

rel evant for the outconme of the present case and
exercises its discretion to disregard these late filed
docunents (cf decision T 71/86 of 19 January 1988;
point (3)).

Wth regard to docunents (A3) and (A5) to (A7) the
facts of the present case are conparable to those in
decisions T 375/91 (17 Novenber 1995; point (3.2)),

T 342/98 (20 Novenber 2001; point (2)) and T 120/00
(18 February 2003; point (3)). These decisions have in
common that experinmental data submtted about one or
two nonths prior to the oral proceedings before the
Board of Appeal were not allowed into the proceedi ngs
under Article 114(2) EPC as having been late-filed. The
reason i nvoked was that the handling of such data was
nor e cunbersome and time-consum ng than that of
scientific publications, since nost of the tinme they

call for counter-experinents.

Docunents (A3) and (A5) to (A7) contain

Thr onboel ast ography (TEG data providing a neans for
assessing the efficiency of blood clotting which,
according to the Appellants is integral to reducing
bl ood | oss during surgery. Although the data filed by
the Appellants are in vitro data, a skilled person
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trying to control, repeat or verify these data could do
this only with a considerable expenditure of tinme and
wor K.

I n accordance with the established case | aw of the
Boards of Appeal, the present Board finds that it is
not conpatible wth the principle of fair and equal
treatment of the parties to place the Respondents in
such a situation shortly before the oral proceedings.

Therefore, the Board decides under Article 114(2) EPC
not to allow docunents (Al) to (A7) annexed to
Appel I ants' subm ssion of 3 Novenber 2004 into the

pr oceedi ngs.

Amendnents and Clarity - Articles 123(2), 123(3) and 84 EPC

0088. D

Claim 1 of Appellants' only request is based on
clainms 1, 8 and 9 and on page 3, lines 3 to 4 of the
description as originally filed.

The dose of administration of "0.15 to 1.00 ng per kg
of patient weight" is based on a conbination of the
lower limt of the range indicated in originally filed
claim9 (claim6 as granted; 0.15 to 0.4) and the upper
[imt of the range given in originally filed claim3$8
(claim5 as granted; 0.1 to 1.0). The disclosure of a
guantitative range of values together with an incl uded
preferred narrower range also directly discloses the
two possible part-ranges Iying within the overall range
on either side of the narrower range (cf decision

T 2/81, Q) EPO 1982, 394; point (3)).
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Dependent clainms 2 to 9 correspond to clains 2, 12, 13,
9, 6, 10, 11 and 14 as originally filed.

By defining the patient to be treated as being a norma
pati ent not suffering frominborn or other pre-
operative bl eeding disorders, and by indicating the
exact dose to be adm nistered, the protection conferred
by the clains has been restricted when conpared to the
cl ai ms as grant ed.

Consequently, clains 1 to 9 of Appellants' only request
nmeet the requirenents of Articles 123(2) and 123(3)
EPC.

The anmendnents to the clainms do not give rise to an
obj ection under Article 84 EPC

ency of disclosure - Article 83 EPC

According to Article 83 EPC and the rel evant,

est abl i shed case | aw of the Boards of Appeal, the

i nvention nust be disclosed in a manner sufficiently
clear and conplete for it to be carried out by a person
skilled in the art over the entire scope of the claim
wi t hout undue difficulty.

Claim1l is in the formallowed by the Enlarged Board of
Appeal in the decision G 5/83 (QJ EPO 1985, 064) for a
second or further medical use of a substance.

The patent does not contain experinental data show ng
that the effect of the clainmed nedical use is achieved,
namely the reduction of perioperative blood loss in a
nor mal patient undergoi ng surgery.
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In the absence of any tangi ble proof in the patent
specification that the clainmed concept can be put into
practice, post-published docunents nmay be used as

evi dence whet her the invention was indeed reproducible
wi t hout undue burden at the relevant filing date (cf
decision T 994/95 of 18 February 1999; point 8).

Docunent (23), published after the filing date of the
patent in suit, investigates the effects of Factor Xl|
on bleeding in coronary surgery. In detail the aim of
the pilot study published in docunment (23) was to
investigate the Factor Xl Il level in patients, who were
not designated as suffering frominborn or other pre-
operative bl eeding disorders, before and after
extracorporeal circulation, and to answer the question,
whet her postoperative application of conmercially
avai | abl e Factor X1l can reduce the ambunt of bl ood

| oss and - as a consequence - the need for bl ood
transfusi ons (page 263, right columm, second paragraph).
Factor Xl Il levels of a control group were neasured
preoperatively and postoperatively imrediately after
the arrival at the intensive care unit (I1CU). 2500
units Factor X1l were adm nistered to the patients of
the "Factor Xl Il group” after taking the postoperative
bl ood sanple (page 264, left colum, first paragraph
and paragraph bridging pages 264 and 265). The
perioperative course of Factor Xl Il plasnma |evels of
bot h groups were nonitored (Fig.2). Blood |oss,
nmeasured in drain volunmes, noted in the norning of the
first and second postoperative day (page 264, right
colum, first full paragraph), was significantly | ower
in the "Factor XIII group” than in the control group

(Fig.3).
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Claim1 refers to "the reduction of perioperative bl ood
loss in a normal patient undergoing surgery” (enphasis
added by the Board).

The technical term"perioperative", used in claiml,
seens to be commonly used in the nedical field.
However, there exists no clear and precise, unique
definition of this term Wile it is undisputed that
the periods immedi ately before and during surgery form
part of the perioperative period, there seens to be no
consensus, neither between the parties nor in the

rel evant prior art docunents, as to when the

peri operative period ends end the postoperative period
starts.

Docunent (24), a textbook, defines the perioperative
period as the period before, during and shortly after a
surgical intervention. Docunent (6), saying that the

i ntraopeartive blood | oss accounts for two thirds, the
post operative blood |oss for one third of the total
perioperative blood | oss, nmeasures drai nage volunes in
the first 18 post-surgical hours (page 938, right
colum and Table 3). According to docunment (23) the
first two postoperative days formpart of the

peri operative period. In detail, |aboratory paraneters
were taken until the patients discharge fromthe ICU
whi ch was between 32 and 44 hours postoperatively
(docunent (23), page 264, right colum, first ful

par agr aph) .

The Board concludes that the perioperative tinme period
consists of the time during surgery and of short, not
preci sely defined, periods directly before and after
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surgery. Thus, it overlaps to sone extent with the
postoperative tine period. A generally accepted
definition, stating when exactly the perioperative tine
period ends and the postoperative tinme period starts,
cannot be identified by the Board.

For these reasons the Board considers the disclosure in
docunent (23) to be relevant for the present case as it
is considered to refer to a study perforned on patients
during the perioperative phase.

In further supporting their case for insufficiency of
di scl osure, Respondents | argued that the definition of
an adm nistration dose in "ng per kg patient weight",
as contained in claiml1, is nmeaningless to a skilled
person unless conbined with information as to the
specific activity of the Factor Xl Il preparation. Thus,
many preparations when adm ni stered according to
claim1 would not fulfil the object of the claim

The Board does not agree but rather is convinced of the
subm ssion put forward by the Appellants in the oral
proceedi ngs. According to them one unit Factor Xl
corresponds to the Factor XIIIl activity of 1 m plasm
of a normal donor (document (1), footnote on page 1).
The average concentration of Factor Xl Il in the plasm
of humans is known to the skilled person in the field
of haematology and lies at 10 ng per m . Accordingly 10
mg Factor Xl Il are equivalent to 1 unit Factor Xl Il. A
dose of 0.15 to 1.00 ng Factor Xl II per kg of patient
wei ght thus corresponds to 15 to 100 units Factor Xl |
per kg patient weight. For a patient with 70 kg this
amounts to between 1050 and 7000 units. The dose
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adm ni stered according to docunent (23), nanely 2500
units per patient, lies within this range.

In the light of this situation, the Board accepts the
di scl osure i n post-published docunent (23) as evidence
showi ng that the invention, nanmely the use of Factor
XI'll according to claim1 for reducing perioperative
bl ood I oss in a normal patient undergoing surgery, was
i ndeed reproduci bl e wi thout undue burden at the

rel evant filing date.

Si nce docunent (23) refers to adm nistration of Factor
X1l concentrate after surgery, Respondents | argue
that the experinents disclosed cannot support the
reducti on of blood |oss during surgery, enconpassed by
the wording of claim1, so that in this respect, the
effect of Factor Xl Il is unproven and the requirenents
of Article 83 EPC were not fulfilled.

Docunent (11) is considered to be a basis for a
prevailing technical opinion pointing in a direction
directly opposite to the patent in suit. The docunent
reports the results of clinical trials wherein it was
found that the intraoperative blood | oss of a group of
patients, who preoperatively received Factor Xl I, was
hi gher than bl ood | oss of a control group (page 646 to
647, Fig. 6a).

Docunent (11), on page 646, discloses the cal culation
of an adm nistration dose for Factor X I, which
differs fromthe one specified in present claiml.
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The present situation differs froma situation where an
i nvention going agai nst prevailing technical opinion
did not provide the skilled person with a real guidance
to performthe clained subject-matter but offered only
an outline of a research program (cf decision T 792/00
of 2 July 2002; point (24) of the reasons).

Contrary to this, present claim1l1l contains a technica
feature, nanely the adm nistrati on dose of 0.15 -

1.00 ng per kg of patient weight, which is not

di scl osed in docunment (11), the basis for the
prevailing technical opinion. The realization of the
addi tional technical feature, nanely the admnistration
of Factor XlIl to a normal patient in the dose
indicated in claim1, has been shown in docunment (23)
to give rise to the desired effect, the reduction of
peri operative bl ood | oss.

The objection of |ack of sufficiency of disclosure
presupposes that there are serious doubts,
substantiated by verifiable facts (cf decision T 19/90,
Q) EPO 1990, 476; point (3.3) of the reasons).

The Board is satisfied that the invention was indeed
reproduci bl e wi t hout undue burden at the rel evant
filing date (point (13) above). In the | ack of evidence
to the contrary, the Board has no reason to doubt that
the invention is capable of execution over the entire

scope of the claimw thout undue difficulty.

Accordingly, the requirenents of Article 83 EPC are
met .
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Novelty - Article 54 EPC

19.

20.

21.

0088. D

Docunent (1) discloses the adm nistration of Factor

XIll to patients with congenital Factor XIIl deficiency
i medi ately before and on the five days foll ow ng
surgery. It nentions the adm nistration of Factor Xl
to normal patients for the pronotion of wound healing
and healing of bone fractures. The adm ni stration dose
of claim1 is not disclosed.

"Whund healing” is a process nedi ated by many steps,
i ncludi ng, but not consisting of, stabilisation of
bl ood clots, and is a therapeutic application

di stingui shable from "reduction of blood | oss" (cf
point (7) of the reasons for the decision under

appeal ).

Docunent (2) is concerned with the production of Factor
XI'1l by reconbi nant DNA technology. In the |ast

par agr aph on page 3, the docunent refers to current
treatnment practices for patients having Factor Xl
deficiencies generally involving replacenent therapy.
The docunent goes on to report of different new uses of
Factor XliIl1. Page 4, lines 4 to 5 read: "... and has
been suggested for use in antifibrinolytic therapy for
the prevention of postoperative bleeding ...". This
passage is not restricted to the treatnent of Factor
XI'll deficient patients. No indication of a dose of

adm nistration is given.

Docunent (21) refers to a process for isolating Factor
X1l from human placentae. Colum 4, lines 9 to 16

t hereof reads: "The factor Xl Il obtained according to
t he present invention can be used to treat any factor-
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X1l deficiency synptons, for exanple the inherited

| ack thereof and any haenorrhagi c syndronmes resulting
t herefrom bl eeding and di sturbances in the healing of
wounds, as well as any transitory lack of factor X1l
for exanple after an operation and a retard healing of
wounds resulting therefrom" The docunent does not
mention the dose to be adm nistered.

The other cited prior art docunents are nore renote
fromthe clainmed subject-matter. Therefore, the
subject-matter of claims 1 to 9, which is not disclosed
inthe cited prior art docunents, is novel within the
meani ng of Article 54 EPC.

I nventive step - Article 56 EPC

23.

24.

0088. D

In accordance with the problem and sol uti on approach,

t he Boards of Appeal in their case | aw have devel oped
certain criteria for identifying the closest prior art
provi ding the best starting point for assessing
inventive step. It has been repeatedly pointed out that
this should be a prior art docunent disclosing subject-
matter conceived for the sane purpose or aimng at the
same objective as the clainmed invention and having the
nost relevant technical features in common, i.e.
requiring the mninmumof structural nodifications (cf
Case Law of the Boards of Appeal of the European Patent
O fice, 4'" Edition 2001, chapter |.D.3).

The Appel | ants consi der docunent (6) as being the

cl osest state of the art, which refers to the reduction
of intra- and postoperative blood |oss in norna

pati ents undergoi ng cardi opul nonary surgery by
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adm ni stration of the proteinase inhibitor aprotinin
(see sunmary on page 936).

The Board is of the opinion that docunents (6) and (2)
(or likew se docunent (21)) disclose subject-matter
concei ved for the same purpose or aimng at the sane
objective as the clainmed invention, nanely the
reducti on of perioperative blood | oss in a norma
pati ent undergoi ng surgery. However, since the

di scl osure in docunents (2) and (21), when conpared
wi th docunent (6), has the nost rel evant technica
feature in conmmon with the clained invention, nanely
the use of Factor XIll, they are considered to
represent the closest prior art.

The probl em underlying the present invention in the
light of the disclosure in this state of the art is
seen in the provision of inproved nethods and
conpositions for reducing perioperative blood |oss in
normal patients undergoing surgery (conpare colum 1,
lines 41 to 43 of the patent in suit).

Docunents (2) and (21) thenselves refer to the
postoperative adm nistration of Factor XIll to norma
patients only very shortly and in a rather specul ative
way ("... has been suggested ...", docunent (2); "...

can be used for ...", docunent (21)). They do not

di scl ose any data concerning the dose of adm nistration.

Docunent (1), when referring to the reduction of

peri operative blood loss, is restricted to treatnent of
Factor Xl I1-deficient patients undergoing a replacenent
or partial replacenent therapy. Contrary to this the
subject-matter of claim1 results in an achi evenent of
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supranormal Factor XIIl levels in normal patients not
suffering frominborn or other pre-operative bl eeding
di sorders.

Docunent (6) is solely concerned with the

adm ni stration of aprotinin and does not nention Factor
XI1l1. Docunment (11) which describes a technical effect
opposite to the one being the goal of the present
invention applies different adm nistration doses (see
poi nt (16) above).

The docunents representing the closest prior art,
docunents (2) and (21), provide nothing nore than a
suggestion to use Factor Xl Il for the purpose as
claimed in the patent in suit. The skilled person,
bei ng aware of this suggestion and confronted with the
problemto be solved, as fornmulated in point (26) above,
cannot find information in the cited prior art
docunents that would encourage himto arrive at the use
according to claim1, wherein factor Xl is

adm nistered to patients in need thereof in the
specifically indicated adm nistration dose, in an

obvi ous way.

As a consequence, the use according to claiml1, and
clainms 2 to 9 dependent thereon cannot be derived in an
obvi ous way fromthe disclosure in the cited prior art
docunents, either if taken alone or in any conbi nation.

Respondents' | further argunent, nanely that claim1l

| acks an inventive step as it covers the adm nistration
of preparations having only |Iow Factor XlIl activity
whi ch m ght not fulfil the clained object, as a result
of the allegedly neaningless definition of the
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adm ni stration dose in "ng per kg patient weight", nust
fail. As has been shown in point (13) above the

adm ni stration dose given in claim1l is not neaningl ess
to a skilled person, who woul d understand that a dose
of 0.15 to 1.00 ng Factor XIll per kg of patient weight
corresponds to 15 to 100 units Factor Xl II per kg

pati ent weight.

The Board arrives at the conclusion that the subject-

matter of clains 1 to 9 involves an inventive step and
neets the requirenents of Article 56 EPC.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent as anended in the
foll ow ng version

- claims 1 to 9 filed at the oral proceedings

- description pages 2 to 4 filed at the oral
pr oceedi ngs.

The Regi strar: The Chai rwonman:

P. Crenona U. Ki nkel dey
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