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Summary of Facts and Submn ssions

The applicants | odged an appeal agai nst the decision of
t he exam ning division issued on 27 April 1998 whereby
t he European patent application 92 921 753.7 (published
as WO A-94/07530; EP publication No. 0 662 839) was
refused. Basis of the rejection were clains 1 to 13
filed with letter dated 11 Novenber 1997.

In the view of the exam ning division, the subject-
matter of clains 1-3, 5 and 7 was not novel having
regard to the foll ow ng docunent:

(1) US-A-5 006 334,

Furthernore, the subject-matter of renaining clains was
consi dered not inventive in view of the sane docunent.

Clains 1 to 3, 5 and 7 read as foll ows:
"1. A vaccine conpri sing:

an antigenic conjugate of a protein reproductive
hor none, a fragnment of such a hornone, or a peptide
substantially i mrunol ogi cal ly equivalent to such a
hor none or fragnent;

an adj uvant, and

at | east one oil,

t he conjugate and adjuvant being dispersed in an
aqueous nediumto form an aqueous phase and this
aqueous phase being enmulsified wwth the at | east one

oi |
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characterized in that the antigenic conjugate
conpri ses the hornone, fragnent or peptide conjugated
with a chem cally-nodified diphteria toxoid, and the
aqueous phase is enulsified with a m xture of squal ene
and squal ane. "

"2. A vaccine according to claim1l characterized in
that the hornone, fragnent or peptide is the beta
subunit of human chorioni c gonadotropin, a fragnment
thereof or a peptide substantially immunol ogically
equi val ent thereto."

"3. A vaccine according to claim1l characterized in
that the fragnent or peptide has a sequence
corresponding to am no acids 109-145 of the beta
subunit of human chorionic gonadotropin, or a sequence
substantial Iy i mmunol ogi cally equival ent thereto."

"5. A vaccine according to any one of the preceding
clainms characterized in that the antigenic conjugate
conpri ses 20-30 peptides per 10° daltons of the

chem cal |l y-nodi fied di phteria toxoid."

"7. A vaccine according to claim11 further conprising
at | east one of manni de nopnool eate and al um num
nonost earate. "

The reasons for the decision given by the exam ning
division in respect of lack of novelty were essentially
as follows:

(a) Docunent (1) disclosed nodifications of proteins
such as FSH (follicle stinmulating hornone) and HCG
(human chorioni ¢ gonadotropin ) with bacteri al
toxoids in order to increase the anti body response
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to the protein,;

(b) Exanples 32 and 40 described the use in
vacci nation tests of a conjugate between the HCG
fragment 109- 145 and the di phteria toxoid
conpri sing 20-30 peptides per 10° carriers. The
conjugate was adm nistered together with an oily
phase conprising squal ene and Arlacel A, the
| atter containing manni de nonool eat e.

(c) The use in vaccines of a conbination of squal ene
and/ or squal ane in conbination with Arlacel was
suggested in colum 6, |ast paragraph and in
colum 44, |ines 39-40.

(d) Although not specifically exenplified, the
emul sification of a conjugate of HCG with
di phteria toxoid with squal ene and squal ane was an
enbodi nent seriously contenplated by the skilled
reader of docunent (1) which did not require a
sel ecti on.

(e) It was further noted, in reply to the applicants’
observations during the prosecution of the case,
(i) that claim1 did not exclude the use of
Arl acel (manni de nonool eate) which was in fact a
preferred enbodi nent of the clained invention
(see claim7), (ii) that the different results
obtained with Arlacel/squal ene and
Arl acel / squal ane in the exanpl es woul d not have
prevented the skilled reader fromusing a
conbi nati on of squal ene and squal ane as suggest ed
by docunent (1) in the general description, (iii)
differently fromthe case of T 26/85 (QJ EPO
1990, 22) docunent (1) did not contain any
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statenent dissuading the skilled reader from using
both oils in the emulsifier.

The statenment of grounds of appeal contained no further
clai mrequests. Wile admtting that docunent (1) did

i ndeed di scl ose the chem cally-nodified diphteria
toxoi d, squal ene and squal ane separately, the
appel | ants argued that the nmanner in which these
materials were separately disclosed and the | ack of

gui dance in conbining themdid not affect the novelty
of claim1l at issue. The concept of the invention was a
selection. As stated in T 305/87 (QJ EPO 1991, 429), it
was not perm ssible to conbine separate itens of a
prior art disclosure conbining different enbodi nents.
Al t hough referring to the possibility of using a

m xture of squal ene and/ or squal ane in a vaccine,
docunent (1) did not teach any particul ar advantage of
the "and" conbi nation. In the passage of the genera
description, where such a conbi nati on was nenti oned,
particul ar enphasis was given to the use of mannide
nonool eate, not to any variations in the proportions of
squal ene/ squal ane. Docunent (1) never tested the latter
two in conbination and in colum 82, line 62 to

colum 83, line 1 pointed to significant differences
between the results obtained with squal ene/ Arl acel A
and squal ane/ Arl acel A vehicles, the former being
superior. It was admtted that conpositions containing
Arl acel were indeed preferred enbodi nents of the
present invention. However, nothing in document (1)
woul d have induced the skilled person to abandon the
proven superiority of the Arlacel/squal ene vehicle by
"diluting” it with squal ane. The experinental plan of
Exanpl es 32 and 33 indicated to the skilled reader that
squal ene and squal ane were essentially equivalent to
one another. As in the case of T 26/85 (supra), the
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skill ed reader woul d have been di ssuaded from operating
with a mxture of the two materials. It was further
noted that claim1 required the presence of a

chem cal l y-nodi fied diphteria toxoid. Wile

docunent (1) described the use of both unnodified and
chem cal | y-nodi fi ed di phtheria toxoids, carefully

di sti ngui shing between them Exanples 32 and 33 used

t he unnodi fi ed toxoid.

For these reasons, docunent (1) was not novelty-
destroyi ng.

The exam ning division did not rectify its decision
under Article 109(1) EPC, and remtted the appeal to
the board of appeal, cf Article 109 (2) EPC

The appel |l ants requested that the decision under appea
be set aside, that novelty of the clainmed subject-
matter over docunent (1) be acknow edged and that the
application be remtted to the exam ning division for
further prosecution.

Reasons for the Deci sion

2223.D

The question of novelty over document (1)

The board shares the eval uation of the technica

ci rcunstances of the case nmade by the exam ning
division (cf Section Il above) and considers that the
appel l ants' subm ssions do not add new el enents
sufficiently convincing to lead to a different
deci si on.

Claiml at issue is directed to a vacci ne wherein an
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anti genic conjugate of a protein reproductive hornone
with a chemcally-nodified diphtheria toxoid is
emul sified with a mxture of squal ene and squal ane.

It is established case law that the teaching of a cited
docunment is not confined to the detailed information
given in the exanples, but it enbraces any information
whi ch the skilled person derives fromthe genera
description (cf eg T 12/81 Q) EPO 1982, 296, in
particular point 7 of the reasons). As pointed out in

T 305/ 87 (supra), and enphasi zed by the appellants, it
is indeed not perm ssible to conbine separate itens

bel onging to different enbodi nents of the docunent,

unl ess of course such conbi nati on has been specifically
suggested therein (loc. cit, point 5 3 of the reasons).

However, the latter situation applies here.

The exam ning division correctly observed that,

al t hough docunent (1) specifically exenplifies only the
use of either squal ene or squal ane (both in adm xture
with Arlacel A ie a manni de nonool eate) as an

emul sifier for antigenic conjugates of HCGwith a

di phtheria toxoid, it explicitly refers in the genera
part of the description and in the chapter

"Adm nistration of the instant nodified pol ypeptides”
to the adm nistration of such conjugates as vacci nes
wWith a vehicle conprising a m xture of manni de

nonool eate with squal ene and/ or squal ane (cf colum 6,
lines 61 to 68 as well as colum 44 line 35 to

colum 45, line 9). This vehicle is said to have the
effect of increasing the quantity of antibodies
provoked by the antigen when the vaccine is
adm ni stered to an animal. The skilled reader woul d
consi der the "and" conbination a feasible part of the
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whol e di scl osure of docunent (1) because it is
technically directly related to and consistent with the
I nvention which is described therein. For this, the
skill ed person does not have to conbi ne together

unrel ated parts of docunent (1), and nake a sel ection,
as al l eged by the appellants. The conbi nati on
squal ene/ squal ane is specifically suggested by the
docunment and can be performed and tested w thout any
technical difficulty. The appellants admt (cf

Section |1l above) that the experinental plan of the
exanples, in particular Exanples 32 and 33, indicates a
substanti al equi val ence of squal ene and squal ane. The
board agrees therewith and concludes that this confirns
the feasibility of the conbination as indicated. In the
board's judgnent, the exam ning division correctly
concluded that the difference in effectiveness of the
conmbi nation Arl acel/squal ene vs the conbination

Arl acel / squal ane woul d not have | ed the skilled person
to think that the "and" conbination indicated in the
general part of the description was unpracticable. As a
matter of fact, squal ane/Arlacel is stated to be an
effective emulsifier, although | ess than
squal ene/ Arl acel . Both are stated to be clinically
acceptabl e in human bei ngs. Thus, as observed by the
exam ning division, there is no dissuasive statenent in

docunent (1) in respect of the suggested "and"

conbi nati on

As for the requirement of claim1 that a chemcally-
nodi fi ed di phteria toxoid be used, the appellants admt
that docunent (1) refers to the use of a chemcally-
nodi fied di phteria toxoid, but observe that such toxoid
is not used in the exanples. In this respect, it is
again noted that what nmatters is the general teaching
of docunent (1) as a whole, as it would be read by the
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skill ed person. The exam ning division, during the
prosecution of the case, never considered the feature
"chemcally-nodified" to be a discrimnating feature
over the teaching of docunent (1) as chenica

nodi fications were an integral part of the disclosure
of the latter. This is also the position of the board.
The appel | ants have not subm tted new argunents which
could change it. In fact, docunent (1) refers
explicitly to the chem cal nodifications of the toxoids
whi ch are necessary to achieve conjugation with the

pol ypeptide. In colums 34 to 37 a w de range of

techni ques which are applicable to both partners of the
conjugate are described. This part corresponds to the
respective part of the present application (cf page 31
line 25 to page 39, line 39).

In the board's view, the appellants' reference to
decisions T 26/85 (QJ 1990, 22) and T 305/87 (QJ 1991,
429) does not help their case, as, firstly,

docunent (1) cannot be considered to contain "a
reasoned statenent dissuading the person skilled in the
art" fromusing squal ene and squal ane, and, secondly,
the conbination is explicitly suggested.

Thus, in agreenent with the exam ning division, and
essentially for the sane reasons (cf Section Il above),
t he board considers that clains 1 to 3, 5 and 7 |ack
novel ty.

Procedural matters

Oral proceedi ngs were not been requested by the
appel l ants who i nfornmed the board that there were no
suppl enentary requests (see statenent of grounds of
appeal under the heading "Min Request"). Having
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exam ned the reasons given by the exam ning division in
its decision in the light of the witten subm ssions by
the appell ants, the board has been able to reach the
final decision without the necessity to add further
grounds or evidence on which the appellants had to be
gi ven an opportunity to coment (cf Article 113 (1)
EPC). Thus, no communi cation was issued prior to the
present deci sion.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r person:

U. Bul t mann U. Kinkel dey
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