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Summary of Facts and Subm ssi ons

C5874.D

The subject of the appeal is the decision of the
opposition division of 17 February 2006 to nmaintain the
Eur opean patent No. 1059933, which was based on the

i nternational patent application published with the No.
WD 00/ 10596, entitled "Use of parathyroi de hornone
consi sting of am noacid sequence 1-34 of human

paryt hyroi de hornone for reducing the risk of both
vertebral and non-vertebral bone fracture", in anmended
formon the basis of the patent proprietor's auxiliary
request then before it.

Claim1 of the auxiliary request before the opposition

di vi si on read:

"1. Use of a parathyroid hornmone consisting of am no
aci d sequence 1-34 of human parathyroid hornone for the
manuf acture of a medi canent for concurrently reducing
the risk of both vertebral and non-vertebral bone
fracture in a postnenopausal worman at risk of or having
ost eoporosi s, wherein said nedicanent is to be
adm ni stered by subcutaneous injection to said wonman

W t hout concurrent adm nistration of an antiresorptive
agent other than vitamn D or calcium in a daily dose

of 20 pug for at |east about 12 nonths up to 3 years."

Appeal s had been filed by the proprietor and opponent
01 (the latter is referred to hereinafter as

"appel lant"). Opponent 02 was a party as of right in
t he appeal of opponent 01.
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After the appealing parties had filed their statenents
of grounds of appeal both these parties also filed

responses thereto.

The patent proprietor filed further subm ssions in
response to the board's conmunication sunmoni ng or al
pr oceedi ngs.

Oral proceedings were held in the absence of the party
as of right. During the oral proceedings the proprietor
(referred to hereinafter as "respondent”) withdrew its
appeal and filed a first and second auxiliary request.
Claim1l of these requests differed fromclaim1l of the
auxiliary request before the opposition division in
that the dosage regi nen contained in the wording of the
claimwas anended to "in a daily dose of 20 pg for at

| east about 12 nonths up to 24 nonths" and "in a daily
dose of 20 pg for at |east about 18 nonths up to

24 nonths", respectively.

The appel | ant (opponent 01) requested that the decision
under appeal be set aside and that the patent be

r evoked.

The respondent (patentee) requested that the appeal be
dism ssed or alternatively that the decision under
appeal be set aside and that the patent be naintained
on the basis of the first or second auxiliary request

filed during the oral proceedings.

The appellant's argunents as far as they are rel evant
for the present decision can be sunmarised as foll ows:
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Article 100(c) EPC - Caiml of the auxiliary request

before the opposition division

- The dosage reginen "in a daily dose of 20 ug for
at | east about 12 nonths up to 3 years” found no
basis in the application as published.

- The paragraph on page 13, lines 12 to 24, of the
general description related to | ength of treatnent
by the dosage regi nen. The all egedly supporting
sentence in lines 15 and 16 referred to cyclic
adm ni stration of the hornone and furthernore
qualified the adm nistration as to be "once daily
for 1-7 days". Those two aspects of the
adm ni stration were however not a feature of the
claim The sentence could therefore not constitute
a basis for the upper length of 3 years on the
cl ai med dosage regi men which thus represented a

new t eachi ng.

Adm ssibility of the auxiliary requests filed during
the oral proceedings before the board

- The auxiliary requests were late fil ed.

- (bjections in relation to the length of the
adm ni stration had al ways been a part of the case
of the opponent. A last explicit reference to it
had been nade in the appellant's reply to the
proprietor's statenent of appeal.

- The anendnents contained in the auxiliary requests
i ntroduced new difficulties and were anyhow not

prima facie allowable. In particular the support

C5874.D
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clained for the anendnents in exanple 3 on page 47,
lines 6 to 8, conbined with figure 10 of the
application as published, referred to experinental
condi ti ons which included the suppl enentation of
vitamn D and calcium contrary to the optiona
feature in claiml of the auxiliary requests.

The respondent’'s argunents as far as they are rel evant
for the present decision can be sunmarised as foll ows:

Article 100(c) EPC - Caim1l of the auxiliary request
bef ore the opposition division

The dosage reginen "in a daily dose of 20 pg for
at | east about 12 nonths up to 3 years" was based

on exanple 3 in the application as published.

Support for the "up to three years" feature was
contained in the general part of the description,
in particular on page 13, lines 15 to 16. The
reference in this passage to "once daily for 1-7
days" should be read in the context of the

previ ous sentence in the sanme paragraph which
referred to a period of days or weeks. Thus "once

daily for 7 days" then neant "once daily".

Support for the "at least 12 nonths" feature was

to be found in the summary of exanple 3 on page 51,
lines 15 to 17 which specifically referred to a
period of "12 nonths of therapy".
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Adm ssibility of the auxiliary requests filed during

the oral proceedings before the board

- An objection to the length of the adm nistration
per se had never been dealt with before in the
proceedi ngs before the oral proceedings.

- The anendnents were sinple and easy to deal wth.
There was cl ear support for the anmendnents in
claiml1l of both auxiliary requests in exanple 3 on
page 47, lines 6 to 8, conbined with figure 10 of
the application as published.

Reasons for the Decision

1.

The appeal is adm ssible.

Article 100(c) EPC - Caim1l of the auxiliary request before

t he opposition division

C5874.D

It needs to be decided pursuant to Article 100(c) EPC
whet her or not the dosage reginen "in a daily dose of
20 pg for at |east about 12 nmonths up to 3 years”
constitutes an anendnment which introduces subject-
mat t er whi ch extends beyond the content of the
application as filed pursuant to Article 123(2) EPC

Ref erence has been made by the respondent in particular
to page 13, lines 12 to 16 of the application as
publ i shed for supporting the anmendnent in the aspect of
"3 years". This passage reads: "The hornone can be

adm nistered regularly (e.g., once or nore each day or

week), intermttently (e.g., irregularly during a day



C5874.D

- 6 - T 0610/ 06

or week), or cyclically (e.g., regularly for a period
of days or weeks followed by a period w thout

adm nistration). Preferably PTH is adm ni stered once
daily for 1-7 days for a period ranging from 3 nonths

for up to 3 years in osteoporotic patients."” (enphasis
added by the board to highlight, in particular, the

sentence contained in lines 15 to 16)

The sentence enphasised in bold in the passage just
cited provides a literal basis for a reginmen of up to
"3 years", however, in the context of the disclosure,
this reginmen is actually qualified by a node of

adm ni stration which is said to be "once daily for 1-7
days". The respondent has argued that the reference to
7 days in this expression should be interpreted as
referring to a week and that therefore in one aspect at
least it referred to continuous daily adm nistration
for up to three years, hence supporting the contentious

anendnent .

The board notes however that even if the respondent's
argunent that the sentence on page 13, lines 15 to 16,
referred to a continuous adm nistration of the PTH for
up to three years was accepted, this sentence still
qualifies the dose to be adm ni stered "once daily"
contrary to the nore general reference in the anendnent

inclaiml to "a daily dose of 20 ug".

I n accordance with established case | aw of the boards
of appeal, the relevant question to be decided in
assessi ng whet her an anendnent adds subject-matter
ext endi ng beyond the content of the application as
filed is whether the proposed anendnent is "directly

and unanbi guousl y" derivable fromthe application as
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filed (see Case Law of the Boards of Appeal of the
Eur opean Patent O fice, 6th Edition 2010, II1.A 7).

In view of the above considerations, the board is
satisfied that a skilled person reading the application
as filed cannot derive the feature "in a daily dose of
20 pg for at |least about 12 nonths up to 3 years" from
t he passage relied on. Accordingly, claim1 fails to
conply with the requirenents of Article 123(2) EPC

Adm ssibility of the auxiliary requests filed during the oral

proceedi ngs before the board

10.

C5874.D

During the witten phase before the board the
respondent has not filed any requests other than those
whi ch had been already the subject of the opposition
pr oceedi ngs.

After the board had announced its decision at the oral
proceedings that claim1 of the auxiliary request
before the opposition division failed to conply with
the requirenents of Article 123(2) EPC, the respondent
filed two conpletely new auxiliary requests (see
section V, above). The dosage regi nen contained in the
wording of claiml1l was anended to "in a daily dose of
20 pg for at |east about 12 nonths up to 24 nonths" and
"in a daily dose of 20 pug for at |east about 18 nonths
up to 24 nonths", respectively for the first and second

auxi liary request.

The respondent has referred in particular to exanple 3
on page 47, lines 6 to 8, and conbined with figure 10
of the application as published in support of the
anmendnents. This passage reads: "Data fromthis
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clinical trial including a total of 1637 wonen treated

Wi th reconbi nant parathyroid hornone (1-34), rhPTH(1-34)
0, 20, or 40 pg/ kg/day, and supplenented with vitamn D
and calcium for 18-24 nonths, showed results reported
in Tabl es 15-19" (enphasis added by the board).

The board notes that the passage referred to, contrary
to the wording of claiml of the auxiliary requests
(see sections Il and V), describes data of an
experinment in which the rhPTH(1-34) adm ni stration was
concurrent wwth the admnistration of vitamn D and

cal cium Indeed, the feature "wherein said nedi cament
is to be adm ni stered by subcutaneous injection to said
worman w t hout concurrent adm nistration of an
antiresorptive agent other than vitamn D or cal ciunt
as part of these clains appears to nerely constitute an
optional feature for the claimed use in relation to
vitamn D and calciumwhereas in exanple 3 it is a
characterising feature. It was therefore highly
unlikely that either of these auxiliary requests woul d

be al | owabl e.

Further, these auxiliary requests were filed extrenely
|late, i.e. at the end of the oral proceedings in the
appeal stage. It had been clear since the appell ant
filed its appeal on 29 June 2006, and even cl earer
since it filed its reply to the patent proprietor's
appeal on 20 Novenber 2006, that the issue of the
conbi nation of the dosage values with the length of the
treatment would be a disputed issue in the appeal.
Accordingly, the patent proprietor could have filed
these and/or other auxiliary requests to anticipate
various possible decisions on the issue with its reply
to the appellant's appeal (see Article 12(2) RPBA).



13.

O der

- 9 - T 0610/ 06

Having failed to do so, it then waited until the |ast
possi bl e nonment to anmend its case. In the circunstances
of the case, the board cannot see how its discretion
can be exercised in the respondent's favour in view of
"the current state of the proceedi ngs" (see

Article 13(1) RPBA).

In view of the above considerations, the board decides
that the two auxiliary requests filed by the respondent
during the oral proceedings are not admi ssible.

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The patent is revoked.

The Registrar The Chairman

P. Crenbna C. Rennie-Smth
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