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Our yearly committee meeting (digital) was held on
11 October 2021. We discussed the below points at
the meeting and thereafter. 

1. Guidelines for Examination 
proposals for 2022 

The biotech aspects of the new proposed 2022 GLs were
studied by the committee (F-IV, 4.12 and G-II, 5.2, 5.4 and
5.6). Our suggestions were discussed in the Guidelines sub-
committee meeting on 9 September 2021 which was attended
by Ann De Clercq and Simon Wright.  Our plant and antibody
experts gave advice before the meeting. The following sug-
gestions were passed on for discussion in the SACEPO meeting
WP on Guidelines on 28 October 2021:

l For plant disclaimers we suggested that the EPO
should not cite objections as to the need of a disclaimer
for a plant which could have potentially been obtained
by an essentially biological method without evidence.
The objections must be reasoned and the burden of
proof should be with the EPO. It was reported that EPO
in the Guidelines confuses products of microbiological
processes with those of essentially biological processes
and this should be avoided. ED objections have also
been reported recently regarding transgenic plants with
two recombinant DNAs which are not in line with the
current Guidelines regarding the necessity for disclaimers
for plant products obtained by technical processes, in
particular transgenic plants . 

l For antibodies we mainly suggested that some of the
passages might be made more general so that they do
not only relate to only IgG’s. Further we suggested that
it could be clarified  in future revisions of the Guidelines
how many CDR’s need to be defined in different situa-
tions. Now it might not be clear.  The inventive step
requirements for antibodies are perceived to be too
strict in the current Guidelines. Methods exist to produce
antibodies but this does not necessarily imply that all
methods will lead to obvious antibodies. Many steps
could be used in these methods to prepare inventive
antibodies. Also another antibody to the same target
may be very beneficial to certain types of patients or
very beneficial in other ways. Antibodies may have alter-
native unexpected effects and do not always have to
have beneficial effects. We hope the Guidelines can be
amended in the future so that this is better reflected. 

l A late draft proposal to amend G-II, 5.3 for genetically
modified animals was also discussed and we pro-
posed that this should be limited to vertebrate animals. 

2. Patentability of plants 
and animals – G 3/19

Some interested parties plead to also exclude plants produced
by random mutagenesis from patentability. Our committee is
following up these discussions. 

Regarding the extent of the plant
disclaimers, we think this will be
more for the CJEU level to deter-
mine once cases go to court
(same situation as after G1/98
except that no cases on trans-
genic plants ever went to court
in view of the regulatory situa-
tion). 

A German Symposium on
patentability of plants and animals was held on 8 July 2021 in
which  a balanced overview was given by different speakers
(see annexes). This was attended by Chris Mercer and Simon
Wright. 

3. ST26 standard for Sequence listings

The introduction of the new ST26 standard for sequence list-
ings has been postponed until 1 July 2022. We look forward
to training courses by the EPO and also practical training
courses by WIPO (up till now only introductory and advanced
courses but no practical courses yet). An ad-hoc committee
of the Biotech Committee is following the developments in
this area. 

4. Deposits of biological materials

With respect to deposits of biological material, we flagged
decision T 32/171 (relating to EP2311654) wherein a reference
to a deposit of a hybridoma was considered not to be the
same as a reference to the amino acid sequence of the anti-
body produced by the hybridoma. In T 32/17, depositing a
hybridoma was not enough to establish novelty over a prior
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public use of a functionally equivalent antibody. In other words,
the deposit, while enough to establish sufficiency and repro-
ducibility, was not considered by the board to also limit the
claim to the actual amino acid sequences of the antibody
produced by the deposited. Because the claim to the
hybridoma was not considered to disclose the sequence of
the antibody it produced and because the burden was on the
patentee, a lack of novelty ensued. Some members of our
committee think this is a correct decision (at least the decision
would be in line with case law on plant deposits for the pur-
pose of Art 84 EPC). This decision however for some other
members of our committee raises a question with respect to
the long-held belief that G1/92 means that any property of a
compound/molecule/peptide/protein would be available if the
product as such could be obtained – including the amino acid
sequence of a protein. This was also the conclusion reached
by the OD in this case which this Board overturned. Will the
first instance follow this decision or G1/92 in this field? This
topic will be followed further. 

5. G2/21

EPPC has set up a working group to prepare an amicus brief
on G2/21. Several members of the biotech committee will
also form part of this group as it also very much concerns
biotech topics. 

6. Meeting with EPO DG1

Biotech topics for an upcoming meeting with EPO DG1 (no
date set yet) are being assembled. 

* Annex 1: Report  Symposium hosted by The Federal Ministry of Justice and
Consumer Protection , Patentability of Plants and Animals
https://patentepi.org/r/info-2104-02

Annex 2: Program Speakerlist, Symposium hosted by The Federal Ministry of
Justice and Consumer Protection, Patentability of Plants and Animals
https://patentepi.org/r/info-2104-03


