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Summary of Facts and Subm ssi ons
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Eur opean patent application No. 93 912 143.0 rel ating
to i mmunot oxi ns directed agai nst CD33 rel ated surface
antigens, is based on international application PCT/US
93/ 03284, which was published as WO 93/20848 with

21 cl ai ns.

The application had been refused by the exam ning

di vision on the grounds that the subject-matter of
clainms 1, 10 and 18 filed during oral proceedings did
not nmeet the requirenents of Article 56 EPC.

An appeal was | odged agai nst this decision. The
Statement of Grounds of Appeal conprised a main request,
a first and a second auxiliary requests.

In a comuni cati on expressing its provisional, non-

bi ndi ng opi nion on the issues to be discussed, the
board expressed doubts, inter alia, as to whether the
application provided sufficient information enabling
the skilled person to arrive at the reconbi nant gel onin
referred to in claim2 of all requests then on file

whi ch read:

"2. A conposition according to claim1, characterized
in that the gelonin is selected fromthe group

consi sting of 2-imnothiolane nodified native gel onin
and 2-im not hi ol ane nodified reconbi nant gel onin."
(enmphasi s by the board).

In reply thereto, the appellant submtted two anended
sets of clainms in replacenent of any previous claim

requests, of which clains 1 read as foll ows:



VI .

VII.

2172.D

- 2 - T 0619/ 01

Mai n request

"1. A pharmaceutical conposition for the treatnent of
| eukem a in vivo, the conposition conprising a

conj ugate of SMPT I|inked-humani sed ML95 anti body and
2-imnot hi ol ane nodified gelonin."

Auxi | iary request

"1. A pharmaceutical conposition for the treatnent of

| eukem a in vivo, the conposition conprising a

conj ugate of SMPT I|inked-humani sed ML95 anti body and
2-imnot hiol ane nodified gelonin, characterised in that
t he conposition is intended for parenteral

adm nistration and in that it conprises 0.1 to 10 ng/m
of the conjugate.”

Claim 2 of both requests was identical to claim2 of
the previous claimrequests (see section |V supra)
rel ating, as a second alternative, to reconbi nant

gel oni n.

The appel lant submitted that it was "within the
abilities of one skilled in the art to produce
reconmbi nant gel onin by standard techni ques such as
reconbi nant DNA technol ogy".

As had been foreshadowed in a previous letter, the
appellant did not attend oral proceedings held on
20 August 2004.
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The appel l ant (applicant) requested that the decision
under appeal be set aside and that the patent be
granted on the basis of the clains of the main request
or of the auxiliary request both filed 6 August 2004.

Reasons for the Decision

1

The appeal is adm ssible.

Articles 83 and 84 EPC

2172.D

Article 83 EPC requires an invention to be disclosed in
a manner sufficiently clear and conplete for it to be
carried out by a person skilled in the art. As nade
clear in T 409/91 (QJ EPO 1994, 653, see in particular
points 3.3 to 3.5 of the Reasons), the extent to which
an invention is sufficiently disclosed is highly

rel evant when considering the issue of support within

t he meaning of Article 84 EPC, because both these
requirenents reflect the same general principle, nanely
that the scope of a granted patent should correspond to
its technical contribution to the state of the art.
Hence it follows that, despite being supported by the
description froma purely formal point of view clains
may not be considered allowable if they enconpass
subject-matter which in the light of the disclosure
provi ded by the description can be perfornmed only with

undue burden or with application of inventive skill.

The requirement of sufficient disclosure neans that the
whol e subject-matter that is defined in the clains, and

not only part of it, nust be capable of being carried
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out by a skilled person without the burden of an undue

anount of experinentation.

The second alternative of claim2 of both requests
before the board (see section V supra) requires that
the cytotoxic noiety of the conjugate referred to in
claim 1l be reconbi nant gelonin. The question thus

ari ses whether there is support in the description for
the term "reconbi nant gel onin” and whet her the
information contained in the description enables the
skilled person to arrive at reconbi nant gel onin.

The term "reconbi nant gel oni n" cannot be found
expressis verbis in the application as filed. However,
in Exanple 7 thereof dealing with the construction of a
MLO5 fusion protein, reference is made to "JMLO5

E. coli expressing optim zed gel onin"” (see page 21,
line 8). This wording conprises for the person skilled
in the art so called "reconbinant™ gelonin, ie gelonin
"optim zed" by techni ques of genetic engineering and
produced (expressed) by E. coli.

However, no further instructions are given in the
application as to howto prepare this "JML05 E. col
expressing optimzed gelonin". Al though this wording
suggests to the skilled person transfecting E. col
JMLO5 with a vector conprising a gene coding for an
optim zed gelonin, this way to proceed was only
possible if the starting material, ie the gene encoding
gel onin, was avail abl e.

One possible route to this starting material could have
been isolating the gene encoding gelonin froma natural

source. However, no information is given as to how and
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where (possibly intact) nRNA (and hence cDNA) encodi ng
gelonin could be isolated, |et alone howto further
proceed if no such full-1length nmRNA/cDNA coul d be

i solated. The skilled person was therefore left with
doing further research to find a route to this full-

| ength cDNA insert encoding gelonin before he/she could
prepare the "JMLO5 E. coli expressing optim zed

gel oni n".

No other routes to isolating the gene encodi ng gel onin
are suggested in the application. One such alternative
route open to the skilled person could have been the
chem cal synthesis of the gene on the basis of the

am no acid sequence of gelonin. However, there is no
evi dence before the board that obtaining the full am no
aci d sequence of native gelonin having a nol ecul ar

wei ght of 29-30 Kd (see page 9, lines 16 to 17 of the
application) was an easy task. The fact that neither

t he patent application nor any other prepublished
docunent presently before the board discloses any (even
partial) am no acid sequence of gelonin would rather
plead to the contrary, ie that the skilled person could
have been confronted with unexpected difficulties such
as the heterogeneity/scarcity of the protein.
Furthernore, the amno acid sequence of native gelonin
(ie, as found after post-translational processing by
the plant cell) could not provide any information as to
whet her or not the full gene as found in the natural
source included eg a stretch of DNA encoding a N

term nal | eader peptide.

In conclusion, it is the board' s view that the scanty
wor di ng on page 21, line 8 of the application ("JMLO5
E. coli expressing optim zed gelonin") |eaves the
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burden of finding out howto arrive at reconbi nant
gelonin entirely upon the skilled reader, contrary to
the requirenents of Article 83 EPC that an invention
has to be described in a sufficiently clear and

conpl ete manner. Hence, claim 2 of both requests does
not nmeet the requirenents of Articles 84 and 83 EPC,
followi ng the principles stated in decision T 409/91
(supra) that if a technical feature in a claimis not
sufficiently described (Article 83 EPC), it equally

| acks the support in the description required by
Article 84 EPC

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai rwonman:

P. Crenona U M Kinkel dey
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